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FHE JOINYT STAFP
WASHINGTON, DC

Reply ZIP Code:
"20318=4000

MEMORANDDM FOR THP ASSISTANT SECRETARY OF DEFENSE HEALTH
APFAIRS

gubject: Vaccination and Immunization Againsi Biologjcal
Warfara (BW) Agents.

1. The Joint Staff copours in your recommendation¥ £o
vaccinate personnel deployed in support of Operation nzsfnw
i

SEIEBLD againat Biological Werfare (BW) agents of Anthrax!and
Botulinum Toxin. |

2. Ongoing cooperativa efforts invelving the Food and
Drug Adminigtration and your ¢ffice are encouraging, i
Capability ¢o moot all mobiliesation regquircmante asnmial‘.eﬁ
with vaccination againat such threats must be adequate, :
Additionally, we are concerned that dispemination of this
policy below the comnand level be carefully considered ip
iight of the potential negative psychological impact such
information will likely gemerate. Appropriate public |
aftairs and military leadership guidelinss will be necessary
for successful implementation. i

3. The Joint Staff will ¢ontinue to monitor this i
military-unique comtingency peolicy. :

Referance: |
‘* ASD{HA) Memorandum, 4 Sop 30, SAB
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SUBJECT Vaccination and Immunization Against
Biclogical Warfare (BW) Agenis

AcTION SUHHhR!
1. (U) Purpose: To cbtain apprawal and release of the letter
at-TAE A. |

2. Backqround: The Assistaut Sacretary of Dafense
(Hoalth affairs) requested* commants concérning vaceination
against the BW agent Anthrax and vaca;nat;on against thq 8%
agnnt aotul.tnum Toxin.

3. Diicuasion: Currenl intelligence suggaata that I aq
has develuped aud weapouized two BW agents: Anthrax and
‘Botulimmm Toxin.

t

'
.

EXEMPTION 1.3 (A)(2} f

gg:alltiea in vnvaceinated service members is graater than

Limited quantities of vnaeina is only produced by one us
vnndo:, the Michigan Dopartmont of Public Realth.

vaceinn has negative side effects. 13,623 1mmun1aaLionsi
produved mild reaction in 7.6%, modarute raactions in o;st,
and severe reactions {n 0.1% of cases. |

Severe reactions are not life threatening. Severe reactions
could cause limited physical activity for 48 = 78 hrs.
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EXENPTION 1.3 (A)(2)

1

Fratalitles in unvaccinated service membsrs 1s high., ;

Protection afforded by vaccine is unknown amony human i

subjects; animal studies indicate that immunization would

oaly provide limited protection. :
: !

ACTTON OFPTCER/DTV/PHONE [ EXEMPTION (b)(1) )

I
- ‘
1
|

DACE PREPARED CLASSIPFICATION Clagsified
S5 SEP S0 Declagsify on OAD
. i
JS FORM 136L Intercal Staff paper, Release Covered by
FEE 90 MOP 39 |

PREVIOUS EDITIONE OF THIS FORM ARE OBSOLET

timited quantities of vaccine is only produced by ona US|
vendor, the Michigan Depavtment of Public Health. ;
Vaccine ﬁ:oduccs moderate to severe aide affects in 1.3%to
10.8% of tlhiose receiving the sscond immunization. !

Reaction could limit phyeical activity for 5 = 10 days.

Constraints: Both vaccines axe only produced by one vandér.
ASD(HR) recommended position is: for Aathrax, begin i
vaccination of troops as soon as sufficient quantity of .
vaccine is available; for Botulinum Toxin, begin vageination
of solected units and personnel having high probability af
arxposure. i

Joint Staff position is to concur with the recommendation to
lwiunive service members agalnsl known BW threots with J
apecific attention paid to the lssuance of clear public !
affairs and leadexship guldelines associated witlh this
sensitive issue. .

T e ataus L ddedepne wetots a 2ppee by o
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d. Rogommendation: Recommend the DIS approve and eign
the attached memorandum at' TAB A.
: Referunces:

f ASD(HA) Memorandum, 4 Sep 90, Say
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[BECLASSIFIED 19 OCT 35]

THE ASSXISTANT SECRETARY OF DEFENGB
WASUINGTOM, D. C. 20301-1200

HEALTH APFAIRS ' 4 8EP 9%

—— e e e ———————

NEMORAKDUX FOR THE CHBIRMAN OF THE JOINT CHIEFS OF STAPE|
UNDER SECRETARY OF DEFENSE FOR BCQUISITIUN
UNDER SBCRETARY OF DEFENSE FOR POLICY i

SURJECT1 Vaccination and Inmunization Against B:lclogical‘
Warfare (BW) Agents :
Current intelligence suggests that Irag has davtlog d
and weaponized two BW aywuty, Botulinum Toxin and Anthr
The medical community hap reviewad these issues and
formulated a medical recommendation for each (attachmants i
and 2). The non-medical concerns surrounding these issues
vwere not considered. I request that you review the attached
decision papere and providn any commente you may have hy.coa
September 6, 1930,

[ EXEKPTION (b){6) ]

|
Attachments; !
Rs Stated i
: i

i
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ATTACHMENT 1

EXECUTIVE SUMMARY/COVER BRIEF

H

HEMORANDUM FOR THBE SBCRETARY OF DEFENSE |

THROUGH DEPUTY SECRETARY OF DEFENSE ='
FROM: ASSISTANT SRCRETARY OF DEFENSE FOR HEALTH
APFAX

SUBJECT: Vaccination Against The Biological Warfarg

{BW) Agent - Anthrax

PURPOSE ACTION—Appruva the administration of the
anthrax vaccine to troops involved in operation DESERT |
SHIELD. _ l
DISCUSBION:

1. Iragl BW capabilities:

a) Intelligence Suggests that Anthrax is one of the [two
BW agents developed and weaponized by the Izagd nilituz{.

2 Bffects of Anthrax BW agent:

a) It takes from 1 to § days for the symptoms to appear
rollowing inhalation. Fatality foy symptomatic pulmonary
anthrax in unvaccinated service members 1§ greater thani90

provides antibody protection.

psrcent. -
‘3 ' Preventive capabilities: l
‘a) i
EXEMPTION 1.3 (A)(2) ]

5 ] » |

b) A vaccine against Anthrax {3 also available and I
|

1

©)  Vaccination is administered by syringe injections.
Following the initial vaccination & booater shot i8 given
two .weeks later. A second booster shot will be administered

P.S-14
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|
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no sooner than two weoks £0llowipng the first booster shol.

The timing of the gecond booster will be dependent on the

availability of vaccine. Vaccination by multi-dose :.njnc(;.s.on
. ]

guns {8 not posaible. _ I
d) The vaccination protection atforded against high
‘devels of pulmonary inhalation exposure possible in BW |
weapons. 18 unknown among human subjects. However, there have
been positive results using animal research models.-

4q. Negative side effects of vacrine: |

a) Imnunization of 13,623 cases produced mild nwti}m
in 7.6%, moderate reactions in 0.8%, and severe reactions in
0.1% of the cases. Severe reactions are nol life thzeatening
and are easily treated. Only severe reactions would cause
limited physical activity for an estimated 48 tO0 7¢ hours.

b) Yhose who have had a prior Anthrax infection are ]
aavised against vaccination. .

5. Constraints: ) ‘ i

’) The vaccine is only ed by one vendox, the |
Michigan Department of Public Health, in limited qumti.e]tu.
b) Cooparative cfforts involving the U.8. Ammy Medichl

Research and Developmsnt Comnand and the Food and Drug !
Adainistration, which approves relwase of esch vaccine |

batch, will allow fur sufficient guantities to be available
shoctly. i

RECOMMENDATION - i

Begin the vaccination of troops participating in operat lan
DESERT SHIBLD as soon ap a sufficient guantity of vaec is
‘avéiilable. The vaccinatinn priority of txoops would be
established by CINCCENT.

In addition to the coordinations below, this mommgon
alsc represents the consensus of the tliree Surgeons al
and the Armed Forces Epldemivlogival Board. i

Coordination:

JCs
 USDA
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ATTACAMENT 2

EXECUTIVE SUMMARY/COVER BRIEF
mummm FOR TEX SECRETARY UF DEFENSE
nom ASSISTANT SECRETARY OF DEFENSE FOR HEALTH AF!'A.]:RS

SUBJECT: Immunization Against the Binlogical Warfara m{n
. Agent. -~ Botulinum Toxin (BT)

PURPOSE: ACTION -- Approve the botulinum toxin imnint.ion
for a limited numker of troops invelved in
Operation DESERT SHIELD.

DISCUSSION: t
1. iraqi Capabilities: I
a) | EXEMPTION (b)(1l) 1

j |

2. Effects of BW agant - Botulinum Toxin: i
' |

a) BT if a toxic product of a bacterium and is |

therafore categoriscd as o DW agent. Its effcis axe those
of a neuro-toxin and not that of a live oxganism. [

b) The effects of inhaled B} exposure occur in 5-40
hours producing a neuromuscular paralysis with a high !
fatality rate from raspiratory arrest.

I

3. Preventive capabilities: _ |

a) The use of Mission-Oriented Protactive zantu'
{HOPP) gear is required. | EXEMPRION  (b)(1) | ]

Skin absorption of this agent, unlike chemical agents, is
not a factor. 1

b)  An inveatigational vaccine being developed b}
the Center for Disease Control against BT ims uvailable but
provides a relalively poor antibody respousa. i

.
10 vaccination is administered by sy:inge .
injections. Following the initial vaogination a bmta.q

?r_g...‘”:m: . : LA Z i‘ 5 e
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shot is administerad ten wéaaks following the first hoaaan
shot.

d) Two Antisera are available, horss and human]
provide paszive immunization.

) The protection arfforded by both tne vaccinaland
antisera against high levels of nary inhalation |
exposure possible in BW weapons is unknown among human '
subjects. Limited animal studies and an understanding of
BT's physiclogical affects makes it likely that lmmunxzation
would only provide limited protection. ,

4. Nagativa sida affects of vaccine:
a) The vacoine producas moderate to severe sidd
affects in 1.3% to 10.8% of those receiving the second
immunization. The reaction could limit physical activity for
5 to 10 days.

S. Constraints

a) Production of the vaccine is by one vendor, |the
Michigan Department of Public Health, in limited quantitieu.

. b) Cooperative efforts involving the U.S.
Madical Resaarch and Development Command and the ¥ood and
Drug Administration, which has oversight of investigational
drugs and vaccines, will allow for sufficient quantities to
ba available shortly,

©) The vaccine available only covers 5 of the 7
different types (sarotype) of botulinum toxins Known to
exist: | exemption 1.3 (A}(2)]

' d) Passive inmunization by horse antisera contkinn

all 7 of the serotypss. The antigera has a half life of

approximately 10-14 days therefore, the protection aficrded
by this immunization is short lived.

a) Paessive imsunization by human antisera only
contains five of the seven serotypes and the guantities
available are limited by the number of human donors.
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RECOMMENDATION '

J

!

|

!

i

Begin the vancinatioa of gelected Operation Desert shiel.di
unite and personnel that have a high probability of

oxpogure. i

I

i

i

I

]

--In addition Lo Lhe coordijations below, this recommendat
also represents the consensus Ot the three Surgeons Gener
and the Rrmed Foxces Epidemiological Board..

Coordination:
JCB

USDA
CRDP

|}
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s M8y npanuon of ta&ustzhi (mo io: Moloqicn vaccine

Production’ : _ - W
. : o ‘ ‘ . 2 '
1. This memorandum outlines thn’ntinﬁﬁzgpt) concerning US e
sbility to produce BW vaccines. and.racommends you designate the SN
"Assistant Secratary of Defense. (Hexlth Affairs).as the focal point .

té express alterpnatives to increase production:

.2, Besed on the jufigment to delsy vaccination against

—anthrax and botulinum toxin until aufficient inventories of
vaccines exist, 'present stocks should be increased as rapidly as
possible while exploring altecnative sources for production.

Both anthraz and hotulinun toxin vaccines are v
availablo in limited stocks. Esch is produced by only one (and
the same) manufacturar. Only onssxaccine can be produced at s
given time in the zame laberatory. » .

»
b. “Primary optionas for incressing production are to
accelerate production efforts st the one existing facility, obtain
othar sources of production, ind/er constriuct s new facility.

Tiq‘ Estimated time to initial delivery of snthrax -
vaccine tr pew faclility is 18-24 months with an estimated time
to delivaer zn doses more than three Yesrs,

- ?bi For botulinum toxim, there is no realistic
expectation for additional production cspsbility ia the near .
- future to mael t?a current tmerqancy. -
c. In the ‘past, .production of vaccines at other US
facilities Nas not been feasibie due to long lead times to sdapt
existing production capsbilities to this product and the .
requlatory requiremants of tha Food and Drug Administration (FDA).




a;"brﬁor Eor“!ﬂttt 3%&%!&5“;3159 out atooiu BE
vacciney in the shortest.possl h ££n Iw thn £ollowing
&etim be tiken: | e g

a. (U) The Assistant. Secretaty s‘r bh'tm (!lnlth Affairs)
(ASD(HA)) should charter & Task Foroe-under the direction of the -
UE Army Surgeon Generil with Tri-Service.pacticipstion. . Ovarsight
will be by the Deputy Assistant Gecretary of Dafense {(Medicsl .
Readiness) (mn(n){ Thiz Tagk Force should survey the
capability of the pharmaceutical indusiry to support sxpanded
production of BW vacéines, to inclide whethar or not new
facilities need to bc contt:ucted.

*

b. (Dk The sxecutive agent should ensure avery #ffort is
taken te incraasa production at the. uhtinq !aeuitr, toe include
enhlncmntt to,pxiltinq production,

c. (U) Ditect fiscal support should be bo:nc by 08D for thin
unproguu-ad reaquirement. .

d. (U) The tallo«inq are :ugqntcd milestonas for imbtovod
capability:” .

-={U) The US Army Surgeon General - Under’ ovarsight by
the ASD(HA}, e®stablish szecutive- nmcmht authority no
lster than Dty + 1.

=-={U) !.BD(KI:) - Charter Tri-Service Task Porce to develop
al1l options no later than Day + 3.  Tha Task PFPorce should
be prepared to rmapond to the direction of the DASD{MR).

S L

"«={U) Executive agent - Complete & market investigation
of industrial base capability no lster than Dsy + 30.

--%ancutin agent - Pressnt options and

feoc ndations for short term solutions to immedia
increase vaccine productton_m later than Day ¢ 45.

--m- Ezxecutive lq;nt = Presshit long range plan to meet
increased nead for vaccine prodnct:lon no later thsn
Day 4-'50. ) . :
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THE SECRETARY OF DLFENSEG
WASHINGION, )G 26301

3 actober 1990

geply ZIP Code:
20301-1000
MEMORANRDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH AFF!

SUBJECT: Expansion of Industrial Base for Biological Vaceine
Production

¢33, As a matter of priority, please take necessaty actior
scguire a second source to produce biological vaccines to prot
against known Iraqui biological capability: anthrax and botul

tozin., Please keep USBP and the Jeint sStaff informed.

(U} Suggested milestones are attached.

| 2

Tof2 825103 9:39 AM
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THE ASSISTANT SECRETARY OF DEFENSE
WASHINGTON, D. C. 20391-1200

i

HEALTH AFFAIRS

MEMORANDUM FOR SECRETARY OF THE ARMY

SURJECT: Expansion of Industrial Base for Biological Vaccine
Producticn ~t&3

6L On October 3, 1990, the Sacretary of Defense dipszizd
that I take the necessary actions ¢n a priority wpasis, to
acqguire second Sources to produce biological vaccines to prote
against anthrax and botulinum texin (Enclesure 1)}. To accompl
this in an accelerated timeframe, on Octoker 5, 1950, I charte
a Tri-Sarvice Task Force to develop short-teram options and
recommendations for increasing vaccine production (Enclosure 2

ISy Enclesura 3 is a copy of the Tri~Sexrwvics Task Force's
repert on the Sheort Texm Production of Anthrax Vaccine.
Enclosure 4 is a copy of the Tri-Service Task Force's report o
Short Tarm Production of Botulinum Toxoid.

~$8). Currently, tha Army has a contract with the ¥ichigan
Department of Public Heaith in Lansing, Michigan, to produce
anthrax vaccina and another contract with them to blend availa
potulinum toxcid serotypes inte pentavalant botulimum toxpid
vaccine doses. In additicon, Porton International, In<., of
Porton Down, United Kingdeom, is under contract to the Army to
produce a serotype F botulinum toxoid; however, human safety
testing of sexotype F has not been initiatead.

After carefully raviewing both of the reports, I remu
that you take the necessary steps, on a priority basis, to car

—cmder frlm e Erm' Y mtnd aeas womde f e

B/25/03 9:44 AM
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1. Closely monitor the ongoing efforts to increasa
- production capability of the current contrzctor, Michigan
Department of Public Health in Lansing, Michigan. Provide any
support that may be necessary to ensure that production is
increased by February 20, 1981,
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2. Contract with Lederle-Praxis Bioclogicals of Peari
River, New Yark, to begin production of HIVERESI
anthrax vaccine by Febiwary 15, igsl.

3. Establish the appropriate inter-goavernmental
arrangegents with the National Cancer Institure - Frederick
cancer Reseéarch Pacility at Fart Detrick, nazyland te begin
zirg?uction Yo U 5.C. 502 (bK1) anthrax vaccine by February 15

981,

4. WModify the contract with m"
Inc., to produce ssrotype E and € botulinum toxaid with
doses of seyotype E production to be completed by May 15, 1861,
Ypon completion of the serctype E, prormctx.on ofw

sarotype C iz to commence,

5. Modify the contract with the Michigan Department
Public Health to renovate their facility to allow for the
simultaneous preduction of multiple serotypes of botulinum toxc
by Septawher 1, 1591.

6. The U.5. Army Surgeon General's Office is to
evaluate by December 18, 1999, the mission priorities of the U.
army Bedical Research Institute of Infecticus Diseases (USAMRII
at Ft. Detrick, Maryland, ts determine if their effort should k
directed into production of bhetulinum toxoid. wWhile this
evaluation is ongeing begin the required rencvations, purchase
equipnant and vaccination of personnel at USAMRYID necessary t
qualify the facility for production of botulinum toxoid.

8. In addition, I request that you task the U.S. Army
surgeon Generazl to establish and be tha axecutive manager of ar
Inplementation Working Group to expedite these astions. The
izplementation Working Group should be led by a £lag oflicer.

he Implementation Warking Group should be provided with the
highsst priority in funding, contractual, acquisition, and
procurement matters.

e T I

TofZ 8125703 9:44 AM
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que Mendez, Jr., H.D.

Attachments:
As stated

cc:
U.5. Army Surgeon General
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RATIONMALE TOR ANTIAIOPICS IN PROPNYLAXIN AJAINAT
TRHALATION ANTIOAX

Inhkalation anthrax is an ainost uniformly fatal disan
Exparianca with this syndrome in hutans is limiced; what
information ia avallable fndicates that once clearcut sysp
and signe sxmarga, avan Bassive doses of antibiotics are my
Thers is no question thit tha bamt approach o the thraat
inhalation anth:ax iz active immunizstion prior o exposur:

poasibly couplad with usa of antibiotice after exposurs,
abaanca of widaly available vaccine, hewever, administragi
epproplats antibiotics prier o axpeosura, or in tha immedi
Bo&t=tkposucs paxiod, offers a sacondary option which coul
improve suzvival, particularly if antibkiotic use is combin
immunization in ths poestesxposure pericd. Raticnals for ¢
pomition 4is bassd on tha following facts: a) the ipn yltre
sensitivity of Racillus anthescis to curtain antibictice;
demonstraved utllity of antioioctice Ln treatment of 2REARS
anthrax; and {probably noat importantly) ¢) rssults of

axparimantas in non=human vrizstas which indicata clearly ¢
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The vast majority of anthrax straing are wensitive i3

TwEHINew Search

to penicillin, Historieally, this druy has hesn considersd
“treatnant of cholce" for all forms of anthrmx; tetyadyelir
arythroemycin, and chloranphsniccl Nave besan reccomendsd in
penicillin-allargic paciants. Rara panicillin~-rasistant st
axist naturally, howevey, and ons has hsen recoversd Irom ¢
hunan csse, In addition, it {s net difficult to induce

resistance to both panicillin and tatracyclins through lab
ﬁanipulatinn of anthrax bacilli, <iprofloxacin iz & rslas!

new antiblotic with a novel mechanism of action (DNA gyrasd
innibitor). 7To date, all strains of anchrax tsated havs p:
guite zeansitive {1,2). Bscause this is a ralatively new d:
and becauss of iis unusual mechanisa of action, it is unily
that ragistance has beaan "enginseres” at this tima, Thare!
ciprofliexasin, & drug with faw racognizad side offects, s
cenvanient oral desing schedils (twics dally), and esxcslle:
zctivity koth ip sitrs and I{n vive offers a good option £03
antibliotis var {n countering possible infection with this
axganimm. Many of thema -ané argqunants can he nade for

doxycyclina as well; howavar, the mesthods for “gnginesring’
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cured with appropriate amtibictis therapy, particularly if

recoqnized sarly and trsated aariy in the dAisease coursa (3)

variaty of antibiotics have besn used with suscass, bug

panicillin qensrally providas the mose *apid aterilizaticn i
resolution of tha lesion.

€1 Non~human primate experisents
. Tﬁs effact of antidictics on the coursa of inhaiation

anthrex has tesn momt sxtansively saxaminsd in non-human pri:
modsls of the disaass. Ssvaral studies conductad in the 19!
and 19605 demonstyated that the course of inhkalatisn anthra:
could be podified through antiblotic use ZLLar exposurs £o |
doses of spores by inhalation (4,5,8). These sxparimants a
neRanie £4T the following points: 1. antibictic therapy A
sesns Capable ¢f prolonging the time ¢ dezth. Animals saa:
survive 2a long as the drug is baing activaly administersd,
die at verying {ntervals aftar its disccntinuaticen. 2.
antibioticos gombingd with some form 62 {mmunological
intezventionw=agtive (i.s., vadoination) or passive (i.=., |

ssrun) ~~in the postesxpozurs paricd sffarsd tha best chancae
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antibotics wera dimcontinuad, 2. Deoxycycline and ciprefle:

Zay hava offsred some advantage over peanicilllin in this
{inhalation anthrax) patting, and 4. cCombinred antiblotica
veccination in the post-sxpesurs paricd rasulted in ths ba

srvival,

A sinmplifisd review of pathogenasis coupled with spsc
about machanlsx of antidictic seiivicy might ahed light on
obescvad findings. Anthrax crganisms are most sifaoctively
daliversd by inhalation in «rke fory of aperes. Inhelation
those spores rasulte in saeding of tayninal respiratory
pronchiclas. sSpores then are phagacytosed by alveclar
nacrophages and transportad to lymphatic oxgans Iin the chat
(puimonary and msdiastinal lyzph neodes) and sisevhers. The
ths spores germinats, becoming ‘"vaegetztive” organisms whis
relsase toxins and sxert advords physiclogic mffects. Wit
continned raplisation of thage "vagatative' bacilli, Incres
larger rumbers of organisms and =helr toxins ecireculats. F{
the hoat a8 ovarwhelimed and death snmuss. With administrat
appropriate antibiatics, vegatative forma (ot spores) ara
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begins ansv. Thsoretically, thess perscns could remain orn
antibiotics L0 prolonged paricds, and surviva. In prectic
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Atwavar, auch a stratagy is fraught with additional problem:

{#.¢., how long is long ancugh, antibiotic-rslatad toxicitiy
ats,}, and ix tharefsre nov fsagible, It then is naaatinry
supplenent tha supprassiva effsct of antidiotics with an asl
immune respense which would sarve o "mep up" tha late-
gerainating vegstative {ozms from thase spores. Consegsant.
the prassnce of an active immune.zesponse, gsnsrated prisr ©
exposure, cifsrs the highast probapility of survival., Pail
that, inltlation of vaceinatien in concart with antidictics
exposurs ahculd snabla an Infected individual o gensrata i
iemune rasponss that oould rexct in a sinmilar way, albeit v
sotevhat lass certainty. In the primite experiments summar.
abave, shis streteqgy proved sffective.
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POST EXPOSURE TREATMENT OF nounersgﬁﬁi&san)

CHALLENGED WI -
E TH Anrggsx SPORES”

¥

TREATMENT DURATION ~ SUBJIECTS SURVIVAL DAY OF I
PLACERO A0 DAYS G 1o 3~3
VACCINATION DAYS 1514 10 204 5-10
ANTIBIDTIC (P) 30 Days 10 oo7en 39,42
ANTIBIOTIC (C) 30 Days g 898 36
ARTIBIOTIC (D} 20 DAvYs 1 0% 36
vaccinawzcn DAYB 1514

5 1
ANTIBIOTIC (D) 30 DAYS oas NORE

* ALL TREATMENTS BEGAN WITHIN 1 DAY OF EXPOSORE
P: PERILILLIN ¢ CIFROFLOXACIN D: DOXYCYCLINE
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DOD Response to Anthrax Program Congressional Request
May 16, 2000

On May 12, 2000, Congressman Jack Metcalf {(R-Wash.) and 34 of his colleagues sent a letter to the
Secretary of Defense raquesting that the DOD halt its Anthrax Vaccine Immunization Program. The
following Is DOD's response to the request.

The Department of Defense respectfully cannot agree to such a request. To suspend the
program would riace thousands of our fine men and women in a vulnerable position
where they would go to work every day in areas of the world whera potential
adversa{ies possess the ability to deliver deadly weaponized aerosolized anthrax at any
momen '

Anthrax is a deadly biological warfare agent that at least ten nations, including North
Korea and Iraq, are known to possess or have in development. [f an individual inhales
agrosolized anthrax, there is little chanca of survival from this devastating disease.
Antibiotics exist, but they must ba taken before symptoms develop. However, the
chance of that is minimal since aerosolized anthrax is colorless, odorless, tasteless and
very difficult to detect. By the time we determine an atiack has occurred, it would most
likely be too late.

Suspension of the program would recklessly jeopardize the safety of the very peopie
for whom we are most concerned. Knowing that the threat exists and that we have a
safe and effective FDA-approved vaccine available, the Defense Department would be
irresponsible if it suspended the program. This FDA-approved vaccine has also been
validated by the Centers for Disease Control and the National Institutes of Health. The
threat is so serious that our Commanders-in-Chief in Korea and Southwest Asia are
adamant in their insistence that all of their forward-deployed forces and all inbound

rsonne! be vaccinated. This is a force protection matter that we take very seriously.

s would not want to endanger any person by sending them in harms way without
protection from this deadly disease.

There are a lot of erroneous data being presented by individuals and groups oppoesed to
the Department's inoculation program. We also know that sensational stories have been
told about anthrax reactions, the overwhelming majority of which are not true. When
you administer over 1.7 million doses of vaccine to over 440,000 people, some will get
sick, for some reason, inevitably, at some point in time. Although opponents of the
inoculation program would have you believe otherwise, most of thess ilinesses are not
related to anthrax vaccine. We work to provide the best medical care for all of our sick
servicemen and women and we try to determine the cause of every illness. Many
illnesses reported by opponents as anthrax reactions have in fact been traced, by both
military and civilian hospitals, to be due to other causes. This includes a case in which
a serviceman's picture was projected on the wall during a congressional hearing on
anthrax and portrayed as an "anthrax vaccine reaction” victim. in fact, the picture
depicted a skin condition completaly unrelatad to the anthrax vaccine.

In 1898, the British were preparing to fight the Boer War. Their senior [eadership
considered giving all their troops the recently approved Typhoid Vaccine. Opposition
arose, some protests were held, some in Parliament objsected, and the vaccine was
made voluntary. Fourteen thousand troops alected to take the shot. The troops went to
war and 59,000 came down with typhoid. Nine thousand of them died while a perfectly
safe and effective vaccine remained on the shelf - unused! We cannot allow the last
chapter of the anthrax story to be a Boer War analogy.
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Anthrax Vaccination Program

» First Point - "The Institutes of Medicine says there is insufficient evidence to
determine the long term safety of the vaccine.”

Comment— The same IOM report also states in adjacent paragraphs:

a. "... few vaccines for any disease have been actively monitored for
adverse effects over long periods of time."

and

b. "To date. published studies have reported no significant adverse effects
of the vaccine.”

and

c. FDA has stated that "the reports on the anthrax vaccine received thus
far do not raise any specific concerns about the vaccine.”

» Second Point - "Two Air Force Reserve Judge Advocates say that anthrax
vaccination are illegal.”

Comment — The two Ia“g.ets quoted were assigned as defense attorneys for an Air
Force client charged with violating a lawful order to take the vaccine. As such, the
lawyers were required to assert a defense. To do this, they prepared these
comments as part of their planned defense tactic. The FDA has continually stated
that the vaccine is approved and has been since 1870, as such, is notan
investigational drug. Any suggestion that these lawyers’ work-product is the
opinion of the Air Force or the Department of Defense is absolutely incorrect

«» Third Point — "The Inspector General, Department of Defense has documented the
troubling financial management practices and multiple deficiencies cited by FDA
that continue to compromise the AVIP program.”

Comment — The Inspector General did, as it usually does, find areas that needed
improvemaeant. They also found, however, that the contractual relief was provided
within Federal Acquisition Regulation guidelines. All vaccine being used has been
FDA certified for its safety and efficacy.

s Fourth Point - "The House Subcommittee on National Security Vaeterans Affairs
and International Relations recommends that AVIP should be suspended until the
DOD obtains approval of an Improved vaccine.”

Comment — The current vaccine was approved in 1970, and reevaluated and
re-certified by FDA in 1985. DOD has given over 1,700,000 shots to over 440,000
personnel. Only .00008 percent have resulted in loss of duty. Only .00001% or
31pecple have required hosgitalizatlon. Of these 31, only & have been determined
to, more probably than not, have ilinesses which have resulted from anthrax
vaccination. These personnel have boon granted waivers to not receive future
vaccinations. These determinations were made by an indepandent panel of
experts convened by the U.S. Department of health and Human Services.

+ Fifth Peint - "The American Public Health Association Governing Council urges

20f3 4112101 11:33 AM
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the DOD to delay any further immunization against anthrax using the current
vaccine or at least to make immunization voluntary.”

Comment — A reading of that association's 17th Edition of the American Public
Health Association’'s Control of Communicable Diseases Manual (James Chin, MD,
MPH editor) specifies a preventive measure for exposure to anthrax is to
"immunize high risk persons with a cell-free vaccine prepared from a culture
filtrate containing the protective antigen. Evidence indicates that this vaccine is
effective in preventing cutaneous and Inhalational anthrax; it is recommaended for
laboratory workers who routinely wark with B anthrax and workers who handle
potentially contaminated industrial raw materials. It may alse be used to protect
military personnel against potential exposure to anthrax used as a biological
warfare agent. Annual booster injections are recommended if the risk of exposure
continues.”

» Sixth Point - "The General Accounting has stated that the DOD data indicates that
women have had a higher rate of negative reactions to the anthrax vaccine.”

Comment — While the rate of adverse reactions is higher for women than men,

when scientists of the USAMRIID Ft. Datrick, MD, studied the adverse gvents of

; il/255fman and 335 women, 2% to 4% of men reported events compared to 4% to
. of women,

Another study conducted by the Preventive Medicine Division at Tripler Army
Medical Center raports overall events or effects by gender as between 4% and 14%
for women compared to 2% to 5% men.

A third study conducted by the Department of Preventive Medicine 121%¢
Evacuation Hosg/)ital. Seoul Korea showed an overall rate of events or effacts by
gender to be 72% to 74% of women and 42% to 44% of men.
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Republiean Walter Jones The Honorable Barbara Mikulski
11 05-C Corporate Drive Sulle 709, Hart Senate Bullding
Greenville, NC 278584211 Washington, DC 20510

October 2 1, 2002

Atth Congressman Jones and Tony Joyner
Aftn' Barbara Miklulskl and Evelina Eriekson

During the week of October 7, 2002, I contacted youroffice to sehet your help. My
family was, and is how, expenencing an emergency related to the governmant's anthrax
vaczing program My SON (8 @ marine stationed at Camp Lejeune, NC and ls scheduled
o go overseas early next year With no pnar warning or edusation about anthrax
vaceine, our son, along with other marines, was forced to accegtthounﬂmx vaccine
You may recall mystory, He Inftially refused the vaccmne, Bufafter Intense threats of jau
and court martial, he relented He avan went to Q chaplain to obtain help, who by the
way, was of no support and only entieized my son As parents, my huaband and | called
everyone we could think of, including your office fur intervention But, to no averd. No
one really wants to get involved to any great leve!

[ wouid ke to ba clear that 1am net aganst vacting In general, and | am 3 very patnotic
indmdual However. there is enolL‘:J[gh infermation to prove that the current enthrax
vaceine 18 uneafe. Also, the manufacturer, BioPort Corparation has been critierzad for [is
busingss prachces and they have failed multiple FDA inspections Ther current FDA
approval is onéy related ta eutanesus exposure, not inhelation, While our gavernment Is
busily trying fo disprove aymptoma brought en because of the vaccine, } am hearing
daily accounts of individuals who are reacting to . Some of the account8 are staggering
and very scary. My son, who Is currentfy on a ship, knows of several who have reacted,
One individual’s neck has swollen up to the size of a baseball. But, we continye to
dismiss these anthrax vacane symptoms-we call them something else, because no

| ohe wants to be accountable 1 understand we ara an the eve of war, and thers ere

@ certain safety messureg that must be aggomplished One would think the vacema would
be one of the safe measures One would also thrnk we would eafely send our men and
women to attend io #ug war. Instead, they are getting the vaccine and ara ending up
sick once they arrive to the destmation So, we not only expect them to fight thus war,
but we dorf care If they ars il while they are doingit My ¢omments are not
mythology-these evants are happening every day Also, how many long-ferm effects Of
using the drug are wa to fear If you review the countiass articles end visit the websites
that reveal the truth, you would see we have & very serlous problem There are accounts
of how the multiple Injections ore what cause the problem Heres eone of many sites,
www anthravvacoine org
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Nat only do | grieve over they 1s8ue becauac Of my awn sun, but thers /s the larger
picture which includes everyone gl86's son or daughter 1 work In a8 healtheare
environment which requires a plan to handle this issus as well

Debate continues among our government officials a& to whether or not wa should be
going to war We may not be able lo change that final outcome However, we certamnly
ear ebaggs the way this vaccine 18 being administered and deal with the safety lssue
New vacena is on Its way, but why are we using our service members as guines pigs
with unsafa vaccine until it arrivas  If wa laok at history and what our Gulf War veterans
are going through, why arenf we {aking aztion. Millary authority denies that the
symptoms ara related to anthrax vaceine So, now we aond new veterans who wilt
return vath same issues, Cartainly date speaks when reporting However, if we donf
recognize the symptoms to report-the data la never generated or accurate

My son was not given due process-not even when it came fo religion He was not
allowed to ask questions about the safety of thie "investgatanal® drug. Instead he was
scoffed at and berated for his questions When we attempted to submit data proving our
medlcal history as a potential risk for his health, it was discarded as a joke As far as!
know, we still have a *vgiuntary” military, and my son velunianly signed up to serve
Whila military law is different from civilian /aw--does this mean we are now Inhumane te
our servics members? We certalnly don pay them well, but new we dort treat them

like humans elther, The service members can not fagiitate advecacy, which 8 why |
have taken this stand an behalf of my son.

My request ls that members of the Congress and the Senate take alook atths cruclsl
asue and make legistation recommendations far change immediately, The livae Of our
service members are at stake. They csn only do the job if they are healthy Please
Inveshigate the current cases involving those who have refused and faced maximum
purishment. | reglize the compiely of this Issue and hew many people and
organizations will be held accountable for the thousands they have Ignored In past
yaars However, It 1 ime to atop this whitlwind of deception to protect our future What
we cempromige to keep In deception, wa wiif ultimately lose

(b)(®)

Ias

Coples to Sep Richard Colboun
Copies to Del Addia Eckardt
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N REPLY MEASE REFEATO
BARBARA A MIKULSKE Voo W aigii OFFCE NDICATER
MARYLAND . !
] 1529 THAMES STREET SUIMR and
TAmy s
APPAGPRIATIONS gﬂm ﬁbﬂ’kﬁ ﬁmmte VOILEITID (430 M2-4512
MEALTK EDUCATION, LABOR, WASHINGTON, DC 20570-2003 }' £0 WEST STASET SUITE 202
AND PENSIONS ANNAPOLIS MO 21481268
s ase-18es
SALTIMORE. (418 289-146D
October 24, 2002 1 eassvyLANg SuTEats
GREFNBELY, MO 207281407
1801 255612
:Isﬂnﬂuummwnﬂﬁn
HAGEASTOWN, MT 17Tadlla
The Honorable Powell A. Moore i
hssistant Secretary of Defense for Legaslative Affairsh st wnones
U.,S. Department .0f Defense SALSBURY MD 11607-2i08
1300 Defense Pentagon W

Washington, D.C. 20301-130¢
Via Fax

Dear Mr. Moore:

I would appreciate it 1f you would review the enclosed
coxrespondence ana would contact my office as soon as possible
wi+h the apprepriate information to respond to my conszituent.

Please send your resnonse in auplicate form to the attention
of my assistart, Evelina Erackson,in my officeaté0 West
Street, Suite 202, Anpapolis, Maryland 21401.

Thank you Eor your consaderation of %thxs matter.

S:.ncerely,

Barbara A. M":tulsk"
United States Senator

BAM:eze

Enclosure
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE
WASHINGTON, DC 20301-1200

ACTION MEMO

HEALTH AFFAIRS

November 14, 2002, 4:00 PM

FOR: ELLEN P. EMBREY, DASD, (FHP & R) (/
FROM: Michael E. Kilpatrick, Deputy Director, DHSD,&’\Q

SUBJECT: Reply to Correspondence from Senator Barbara Mikulski

+ _Senator Mikulski wrote on behalf of her constituent (B)(6) (b)(
(b)(6) ;cxprcsscd some concerns about the military$ anthrax vaccination program. Her
son an active duty Marine, initially refused the vaccine, but took it despite his and his
mothery concerns.

» This response explains the DoD AVIP program and provides Senator Mikulski with
the correct information regarding the safety and effectiveness of the anthrax vaccine.

RECOMMENDATION: Sign the proposed response to Senator Mikulski (TAB A)

COORDINATION: TAB C
Zee }diffs Eloa_.

Prepared by: (b)(6) ", DHSD, (b)(’é) PCDOCS ## 97? 43 {Vf




SUBJECT: Reply to Correspondence from Senator Barbara Mikulski

COORDINATION

PI (HA) LTC[B)6)

AVIP Office COL Randolph (i, J’f/"‘i/é?Z
Umcw? w/w. commorderd

Concur 1 /1 8/02
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SUBJECT: Reply to Correspondence from Senator Barbara Mikulski

COORDINATION

PI (HA) LTC (6)(6) Concur 11 /18/02

AVIP Office COL Randolph Concur 1 1/20/02




OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE
WASHINGTON, DC 20301-1200

NOV 2 7 2002

The Honorable Barbara Mikulski
Inited States Senator

Attention: Evelina Erickson

60 West Street, Suite 202

Annapolis, Maryland 2 140 1

Dear Senator Mikulski:

This is in reply to your letter to the Assi ecretary of Defense (Legislative Affairs),
on behalf of your constituent {00} (ONO» 1 has some concerns regarding the
military’ anthrax vaccination program Your 1ctler was forwarded to our office for response
because we are the Department of Defense office that is working on deployment health issues.

| wrote about her son, an active duty Marine, and his attempts to refuse the
anthrax vaccine. She claimed he was not provided any educational materials or prior warning
before being offered the vaccine. Although we cannot comment on this specific case, it is DoD
policy that commanders and health care professionals provide anthrax vaccine recipients
information about the vaccine. Information has also been provided to military personnel through
command channels and Web sites, military newspapers, television, and radio. The primary
source of information about the military anthrax vaccination program is available to the public
on the Internet at hitp://www.anthrax.mil.

The anthrax vaccine is mandatory for all personnel in areas of higher threat for more than
15 days and whose duties are essential to mission critical capabilities. The only exceptions are
those provided under applicable medical and administrative exemption policies. {(b) ]
that her son met with a chdplam to obtain a religious waiver. Religious waivers re granted
in the case of legitimate religious objections to immunization, and can be revoked to ensure
accomplishment of the military mission. Waivers from private physicians based on personal or
philosophical beliefs or attitudes are not authorized. The authority to grant temporary waivers in
the Navy and Marine Corps is delegated to the Chief, Burcau of Medicine and Surgery.

only

When a servicemember refuses the vaccine, it is DoD policy to begin with the
assumption that they may be uninformed about the facts related to the deadly effects of exposure
to the anthrax agent and the protection afforded by the vaccine. Our first action with those who
might refuse the vaccine is to determine their concern and provide information.

If a servicemember continues to refuse the vaccine, then a commander will manage the
situation as he or she would for any failure to obey a lawful order. We expect servicemembers to
comply with administration of this vaccine as for any other mandatory vaccination. It is
comparable to an order to wear body armor during armed engagement, or to don a protective
mask in a suspected chemically or biologically contaminated environment. Any servicemember
who does not comply with these measures endangers his or her own health, and places both their

;



unit and mission accomplishment at risk. Military and civilian judges uniformly have found
orders for members to be vaccinated to be lawful orders.

The Department of Defense$ use of the anthrax vaccine in the Anthrax Vaccine
Immunization Program for pre-exposure prevention is consistent w ith the Food and Drug
Ad inistration-licensed use of the vaccine. It is not an “investigational” drug. Contrary to what
has read, the anthrax vaccine is FDA-approved for all types and strains of anthrax.
Wlule no vaccine is 100 percent effective, this vaccine greatly reduces the risk of contracting
anthrax, regardless of route of exposure. Based on human and animal data the National
Academy of Sciences’Institute of Medicine concluded in March 2002 that anthrax vaccine is
“an effective vaccine for the protection of humans against anthrax, including inhalational
anthrax, caused by all known or plausible engineered strains of Bacillus anthracis.” The first
Institute of Medicine report can be reach at www.nap.edw/catalog/103 1 0.html.

_also believes that the anthrax vaccine may be a cause for the illnesses some
Gulf War veterans are experiencing, and is concerned by her son’ accounts of adverse reactions
he has seen. There are no established connections between the anthrax vaccine and the persistent
and unexplained illnesses reported by some Gulf War veterans, although research continues on
this issue. The National Academy of Science’s Institute of Medicine report concluded that,
while data are limited, no convincing evidence shows that personnel who received the vaccine
have elevated risks of later on-set health effects.

Based on more than 30 years of anthrax vaccine use, we know that transient injection site
reactions do occur. It is known that from 30 to 60 percent of those who receive anthrax vaccine
will develop an injection site reaction (less than one inch). About one in a hundred will develop
a reaction five inches in diameter or larger. The rate of side effects away from the injection site
(headaches, muscle aches, tiredness) is about the same as for other vaccines: from five to 35
percent, with these effects disappearing within a few days. As the National Academy of
Sciences noted in their March 2002 report, these rates are similar to other vaccines.

If a health problem occurs following injection of any vaccine, affected personnel have
been counseled to seek medical care to resolve their immediate health problem. If the symptoms
persist, they have been advised they may also wish to contact the Walter Reed Vaccine
Healthcare Center at (202) 782-0411. The Department of Defense is committed to giving our
forces the best individualized care, no matter what caused the problem.

Personnel covered by this vaccination policy have also been informed at the time of each
vaccination that anyone experiencing adverse health effects may also report them to the Vaccine
Adverse Event Reporting System(VAERS). The forms are available at http://www.vaers.org or
by calling (800) 822-7967. Health care workers and vaccine recipients are encouraged to report
via the VAERS system any severe reactions that might occur within 30 days of vaccine injection
that require medical treatment and/or interfere with work or recreation. Within DoD, VAERS
reporting is required for any reactions that cause hospitalization or loss of work for 24 hours or
more,

Anthrax is an attractive weapon of mass destruction for our enemies. It is highly lethal,
easily produced in large quantities, easily developed as a weapon, can be stored and remain
dangerous for a long time. For this reason, anthrax may represent the most likely biological
warfare threat facing U.S. forces. The Intelligence Community believes several countries




currently have or are developing an offensive biological warfare capability using anthrax. U.S.
forces may have little or no warning before an anthrax attack, which could be delivered by
unconventional means. U.S. military forces around the world face a very real threat of a surprise
anthrax attack. The threat is real and the consequences are grave. Former Director of the CIA
James Woolsey referred to it as the single most dangerous threat to our national security in the
foresceable future. We have a responsibility to use this vaccine to protect our forces against this

threat. Vaccination is the best way to protect our forces from an unknown on covert anthrax
attack.

Thank you for the opportunity to assist your constituent, (B)(6)
any additional information please contact us again.

| If we can provide

Sincerely,

lud e

Ellen P. Embrey
Deputy Assistant Secretary of Defense
Force Health Protection & Readiness
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Whritten Testimony of Maj. Dingle and Capt. Rempfer, CT ANG

Spring 1998: Flight Surgeon briefed the AVIP. He said that it was a six shot
series and very expensive, and that the ANG would have very low priority, so
we wouldn't be seeing it at our base for a long time,

Spring and Summer 1998: Research by officers began from Internet sites, and
government documents. Officers remained skeptical of reports or stories that
did not cite references. We obtained a copy of Senate Report 103-97 (Is
Military Research Hazardous to Veterans' Health?; Lessons Spanning Half a
Century). It was an official govemnment document that said the vaccine should
be considered investigational, and that the government could not rule out the
vaceine as a causal factor in Gulf War Syndrome.

Late Summer 1998: We began to deveiop a roster of pilots to deploy to the
Gulf. The DOD guidelines were that you don't require the vaccine unless
you're spending more than thirty days in the theater. Most pilots would be
going for less than three weeks, so we wouldn't be getting the shots. It became
apparent that several officers would not be taking the shot under any
circumstances when they did become a requirement, and this word made its
way to the command structure,

September UTA, 1998: The wing commander announced a policy regarding
anthrax: all officers regardless of mobility status would begin the anthrax shot
series in October whether they were deploying to the Gulf or not. Considerable
resistance surfaced, so a meeting was held on September 27, 1998. At this
meeting the wing commander assured us that those who chose not to get the
shot would be treated equally, i.e. a pilot would receive the same punishment as
a supply officer, and flying status would not be used as a punishment tool for
pilots. We were supplied with basic Xeroxed information regarding the vaccine
(Exh. A, B, C)

Early October 1998: Tiger Teams were formed, and for a short time the shots
became optional, unless you were scheduled to be in the Gulf for more than 30-
days. Maj. Dingle announced his intention to leave the unit at this time, but
only after completing his performance report duties, and serving on Tiger Team
Alpha. Tiger Team Alpha would research the anthrax vaccine and develop a list
of questions for the commander to send to higher HQs. Tiger Team Bravo
would research the legal aspects, avenues, and options for guardsman that chose
not to take the shot. Maj. Dingle and Capt. Rempfer were the two pilot
participants in Tiger Team Alpha. Maj. Dingle performed the bulk of the
research and worked very hard to ensure the information presented was factual.
Only material including government documents or established publications

®




were used. The team member’s initial list of questions (Exh. D, E) ultimately
evolved into the dictated document that was to be no more than two pages (Exh.
F). We presented 15 questions with supporting information to the commander.
Examples of our documents include the FDA report (Exh. G} showing
microbial contamination in the sublots our unit’s lot was derived from (FAV
030). (Note: not all our sources were obtained for the original Tiger Team
report — yet many additional references are obiained through our research paper
at the end of this summary chronologically listing the attachments). I.e. We've
included the Dr. Burrow’s letter (Exh. H), stating in Enclosure point #2 that the
FDA inspection drove supplemental testing. As well, and in contrast, a letter to
the editor by Dep. Sec. Of Def. Hamre {(Exh. I) contradicts the Dr. Burrows
letter by saying the exact opposite. Finally, we asked our wing commander for
the supplemental testing results of our lot FAV 030. We were only provided
with the 96 paperwork for the original production testing (Exh. K). We
pressed for the supplemental testing results and they were never provided.

QOctober 1998: The wing commander subsequently forwarded Tiger Team
Alpha’s questions to Major General Weaver (Exh. K). We are still waiting for
answers. According 1o the wing commander, the shots were to be delayed until
the answers came back, and they would be optional unless you were scheduled
to be in the Gulf from more than the thirty days IAW HQs guidance. The wing
commander later informed us he actually forwarded a letter up the chain of
command to summarize our inputs (Exh. L), His letter reduced our questions to
4, and in the 5% note of the attachment he refers to us as “hard liners”, and
maintains the unit will be better off when we are gone. At this point we were
not very confident answers would be forthcoming.

November 1998: Unit leadership arranged Dr. Huxsoll, Dean of Veterinarian
Medicine at LSU to appear at the unit to dispel our concems. Upon the night of
the event all unit members were provided with a guidance sheet of what they
could and could not ask (Exh. N). Contrary te the flyer, Dr. Nass was not
invited until 8pm the night prior, via a2 phone message on answering machine to
one of the unit members. Maj. Dingle attended the event and wrote a
summation of the evening (Exh. O). As well, it was video taped and the video
can be obtained from the NGB in DC. Although the NGB taped it and provided
it to other ANG units on closed circuit TV, they did not edit it, and ANG
members who have watched it have become very concerned with it’s content.

November UTA 1958: It became apparent that the answers to the Tiger Team

inquiries were not forthcoming, and we were told that the anthrax debate was
over, that our questions could not be answered, and that the shots would begin.
As well, following our wing commanders’ inquiries up the chain of command




as to the rational for the 30-day in country requirement, that requirement was
changed to one-day. As a result, 16 vacancies appeared on the deployment list.

December UTA 1998: As a result of the sudden vacancies, and the deployment
roster being half full, the unit leadership announced another policy change. All
pilots will either take the shots or leave the unit. We were encouraged to leave
ASAP, or our fate might be out of our commander’s hands. We were also
relayed the message by our commanders from our State’s TAG, MG Gay, that
anyone refusing the vaccine and trying to leave over if, would never work in the
military again in any capacity. The policy letter (Exh. P) designates a deadline
of the Jan. UTA, and grounds all pilots not in compliance, despite earlier
assurances that flying status would not be used as a punishment for refusal.
Capt. Rempfer announced his intention to transfer to another military capacity
at this time.

December 1998: We gained access to two ANG messages. The first was the
ANG message on Force Health Protection Guidelines (Exh. Q). This docurnent
prescribes the use of P-tabs for forces, despite our commander’s insistence that
he’d never make us take them. We felt this was a severe contrast to the way the
Anthrax Vaccine Immunization Program (AVIP) was being conducted. As
well, we received the ANG message on the AVIP (Exh. R). It specifically
stated three phases, where with the most liberal interpretation we would be
classified as Phase Il. So why the rush to take the vaccine with a Jan. 2000
deadline? We were told it was to get rid of those who could not be relied upon.
As a result Capt. Rempfer filed an IG complaint (Exh. S) with the NGB
(subsequently he was informed it would not be investigated since it related 10
DOD policy):

s . If you go to a High Threat Area (HTA) for any amount of
time, you require the Anthrax vaccination.

s II. Early deployers have to get the shot by Jan. 2000
o [II. All others by 2003.

Fall of 1998: We contacted are elected representatives (Exh. T-1, to T-9). We
are still waiting for responses from most, and the only initial letters we received
maintained they would contact the DOD, or repeated information off the DOD
website.

January UTA: Nine pilots decided to not take the vaccine, One had decided in
Oct. to transfer to another non-flying position, so he was not included in the
numbers. The squadron commander issued a letter confirming the 8 losses
(Exh. U}. Subsequent to that he reported different numbers to the chain of
command, which showed only 2 pilots departed due to the anthrax issue. All




the involved pilots were upset at the misrepresentation and signed, a letter
confirming it was the anthrax policy that forced them out of the cockpit (Exh.
V). The TAG reported these inaccurate numbers to a congressional interviewer,
and Mr. Kevin Bacon reported it in a Pentagon newsbrief.

January 1999: We evolved our original Tiger Team paper intc an [l-page
research document over time analyzing the myriad of issues of the AVIP (Exh.
W). We pressed our concerns again up the chain of command and also posted
them on the Internet.

February 1999: As a result, we did obtain |7 detailed answers to our questions
from sources outside our chain of command (Exh. X}, but were later informed
they were merely a draft prepared to answer the questions the Surgeon Generals
might face by the 20/20 ABC news representatives. We are adding the answers
to the website, despite the fact that they are still in draft form, to try to get the
full set of information out to the public. Also, the NGAUS Magazine did an
article (Exh. Y) in March dispelling the DOD’s myth that the military members
that are concerned with the vaccine are simply “misinformed.” It specifically
says the DOD didn't know our research was conducted professionally and
thoroughly, and was well cited.

» March 1999: Capt. Rempfer published an Op Ed. in the Baltimore Sun to try to

expand the debate on the AVIP. The goal is to help servicemember’s,
legislators, and Americans understand that the issues with respect to the AVIP
are much more complicated than soldiers being scared of a vaccine.

Summary:

1.

We feel the DOD’s ¢laims of widespréad use of the anthrax vaccine are an
exaggeration.

We feel the DOD’s claim of safety and effectiveness is unsubstantiated
exaggeration.

. We feel the DOD is discrediting honest service members that are concemned

about a very important force protection issue.

We feel the DOD is misrepresenting the numbers to Congress on the losses the
AVIP is costing our country.

We feel the AVIP needs to be reviewed, and we know that almost every service
member who we know feels the same way, even if they’ve taken the shot.




Good morning. I want to begin by thanking the Congress for all you do to insure America has
the best trained, equipped, supported, and protected military in the world.

-herefore, I thank the members of this Committes for their willingness to thoroughly review
the DOD Anthrax Vaccine Immunization Program. Given the rapid rate at which this costly
program is progressing, I believe timely action by Congress is critical to insuring that the
vaccination policy is truly in the best interests of servicemember's force protection, and
therefore, our nation's defense.

At this point, ] request permission to insert into the public record written testimony detailing
Major Dingle's and my experience with the anthrax program.

{Pause)

There is an important common bond behind why we are al] present today. It's because we ali
care about our armed forces. We simply disagree on what form of force protection is best for
our troops. Do we achieve it through mandatory vaccines, or through other means? The
answer to this question is important, because it is forcing servicemembers to make serious,
principled choices about the future of their military careers.

Out of respect for the military and my chain of command, I am not here today in uniform. My
~rofessional dissent on this policy brings me to Congress only after attempting to resolve my
-oncerns through my chain of command. I believe it is my duty to continue to speak out
against the dangerous doctrinal precedents and questionable effectiveness of the Anthrax
Vaccine Immunization Program.

As an Air Force Officer, I have obeyed orders for nearly 16 years while serving as a fighter
pilot in the Middle East, Bosnia, Korea, and Central America. However, as an American
soldier [ have also been trained to question orders if they are objectionable. [ learned this at
the Air Force Academy from instructors who fought in the Vietmam War.

In this case, it is not the legitimacy of the orders that I question, or the officers enforcing this
Department of Defense Directive. Instead, I question the assumptions on which the policy is
based, and feel that by implying our troops are protected, we actually place them in greater
danger than if they were not vaccinated at all.

The Defense Department acknowledges that they did not anticipate the level of resistance the
anthrax vaccination policy has encountered. Resistance to the policy is based partly on the
cursory nature of the review that occurred prior to implementation of this program. Therefore,
I believe a Congressionally directed, comprehensive review should also answer the following
~uestions:




1'.: What suddenly mandates the use of this outdated vaccine? Both the capability to
weaponize anthrax and the FDA approval for the vaccine have existed for decades. The
troops are asking, why now?

2. Why force us to take a vaccine that was not intended to combat inhalation exposure to
anthrax, and that will be defeated with mutated strains of anthrax, or simply a different
pathogen?

3. Why abandon the time-tested deterrence doctrine of massive retaliation that was successful
in the Gulf War by mandating a force protection measure that may create a fagade of force
protection, endangering our soldiers.

4. Is it dangerous to erroneously imply to our top military and civilian leaders that we can
withstand a biological weapons attack through defensive posturing? Why has this been
prudently avoided for the preceding three decades?

After answering these questions, 1 believe you will conclude that we can do better than an

outdated, marginally effective vaccine against only one of many potential biological

pathogens. Hopefully, Congress will mandate a program that offers real force protection

based on four logical foundations of intelligence, detection, external protection, and medicat
- *reatment,

These foundations of force protection rely upon a credible willingness to use force. The old
phrase, "The best defense is a good offense," was the philosophy that successfully deterred our
adversaries during the Cold War. The defensive anthrax vaccination policy may abandon this
time-tested doctrine and inadvertently legitimizing biological warfare.

A monument in Washington honors America's soldiers by saying, "First in war, first in peace,
and first in the hearts of our countrymen." Just as that quote impressed me, I am equally
encouraged by your committee's decision to keep servicemembers interests "First" by
reviewing the anthrax vaccination policy.

These issues weigh heavily on my mind, but your actions can turn the comer on this debate.,
You can perform a vital service to this nation by halting this doctrinal shift. You can insure
our armed force's readiness by stopping personnel losses due to this program. And you can
help make the armed forces an attractive service option for young Americans.

It is my ardent hope that this review will stop any further mandatory vaccinations until a
thorough, unbiased, and scientific review is conducted. This review may find that the costs of
~he anthrax vaccination policy far outweigh its limited force protection benefits.

[ sincerely thank you for the opportunity to testify today.
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if you guys dont have encugh to read, here's my next and hopefully final whack &t doing the testimany thing. Good night and
see ya Tuesday Russ D '

Thark you for the opportunity to appear today. | am Russell Dingle, a citizen soidier, a Major and a former Flight Commander
in the CTANG. | have just complated my tanth year flying A-10's for CT. | will net see an efeventh. | hawe declined the
opportunity to receive the anthrax vaccine and am resigning on Aprit 3rd of this year.

Last Septamber my unit announced an anthrax vaccination poficy that many officers ohjacted to. in response, the wing
compmander delayad the shot schedule and formed a team to research the wiccine. | was a key member of that team. |n little
mors than a week the information | gathered presented a compelling argument, against the Dol and its claims of safety and
eflactiveness.

The tearn presented 15 questions ta the commander on October 14th. He forwarded these questions to his superiors, By the
end of October, and with no answers forthcoming, we were t0ld the anthvax comersalion was over and that the shots would
commence as scheduled,

CTs AVIP bagan on November 7th. Our unit was using iot FAVD30, a kit specifically identified by the FDA as being
contaminatec in thei 1998 inspaction of the Michigan production facility.

I was becoming apparent that our use of the chain of command to affect a differsnce was not working, noe were our attempts
% our elected officials invotved. We fsit that public invohament was our last coportunity to get this program reviewed and
Aanaps haltad.

This has Brought me bafore you today. | have been a mluctant participant in this angoing tragedy. As a guardsman i amina
unique position. | have the option to resign when i dont agree with an crder. Whils it would be easy to just walk awey snd
leave this mess for others to deal with, | cannot in good conscience allow this program 10 go unchallenged,

| am here loday to fry to highlight the fallacies of tha DoD claims of safety und afficacy, and the uncertainty that traditional
guardsmen and resenists face. The guestions we raised have been distributed to our commander, the news media, all of you,
and others.

Hawe our miiitary leaders sought to answer these questions?

Hawe they developed patent answers just in case you aak them?

1 cannct begin to argue complex medical issues with ihesa experts, yel the literature contains ciear, unambiguous statements
that don't agree with the DoD position. For instance:

¥ the vaccine has been FDA approved and licensed since 1870, why did a former USAMRID commander define the vaccine as
sxparimental in a 1980 article?

K the vaccine is absolutely safe and sffective, why did a USAMRID commander conclude that the vaccine was unsatisfactory
in & 1994 edition of the medical textbook Vaccines?

¥ the vaccine is so widely used, why isnt it in the latest PDR?

i@ it appears that the DoD is dewvoting vast amounts of time, money, and manpower aducating its mambers about how sale
this program is, it is falling short in some key areas.

Why isnt the Dob teiling members of the military what side sffects {0 ba aware of or report?




Whvy are they discounting those who de reporl side effects and then not report those incidents to higher headquaners?
/1y isnt the VAERS form avatiable or made known to members?

Aas citizen soldiers, part-timers, we all face the uncertainly of madical care should our health be affected while in some sort of
military status. Wae may be soidiars on the weekend. but when Monday roles around we are civilians.

What happens when a guardsman reacts to this vaccine on Tuesday, or next week, of two years after she retires?

Will the state be forced 1o pay for the madical care of affected unit members?

Wil their chvlian insurance compeanies pick up the tab?

Will the federal gowemment pay?

Or will the member face a revohving door of denigis and biame games beétween the VA, tha state, and the insurance
companes?

A threat to cur personal heaith, perceived of real, is 8 critical factor in whether or not we choosa 1o "wiuntee” our bodies in
senice 10 our country. How will this threat affect my civilian job? Should | risk both my military job and my civilian career?
Thess ave real and serious questions that many wlunteers are asking themsehes. This threat and the uncentainty of care
needs {c be addressad.

And finally, the number games the Dol plays neads to be challenged. There does not seem to be one set of numbers that
the DoD is using for public relations. One DoD spokesman says they dont know how many shots were given in Desert
Storm, the next spokesman has an exact numbaer, including how many suffered adverss reactions. Ancther Dol spokesman
reports one number of pilots resigning and, having first hand knowledge, | know this number is incoract. The lack of
consistent data is troublesame.

et

-ast year | spent several anxicus days contampiating how | shouid proceed with respect to the anthrax issue. What am |
missing. should | risk my hesith and piay the odds, am | letting my country down by quitting; f\e never refusad an order, now
what?

This controversy is not about the CTANG. the peopie seated with me, or myseff. ¥ is about what is fight, not wha is right.
And this is wrong. | urge this committee 1o ask the tough questions, io demand forthright answers based on documented
avidence, to hold the military accountable for its actions and decisions that effect the heaith of &l its members, including its’
citizen soldiers.

Thank you.
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JUL 2 6 1333 3o
The Honorable William Colen - e, 52
Secretary of Defense p= 0T
1000 Defense Pentagon AR
Washington D.C. 20301 L uE
: 8 A
Dear Mr. Sccretary: .

We are writing to you to express our coneerns with the Anthrax vaceination program
currently being implemented by the Department of Delense. As you know, the louse
Subcommittes on National Sceurity, Veterans Aflairs, and Inlernationa) Relations has held

‘three hearings on this subject and is expected to hold at least two more during the seeond half
of this year,

The hearings heid inn March, April, and June have raised a number of concerns gbout the
viecinution program including its purpese, (1< value, the manner in which it is being carried out,
and its offects on those who serve in uniform. These concerns have been heightened by rocent
media reports and infurmation circulating among thase aflected by the vaceine. Subsequently,
our uffices are receiving an increasing number of contacts trom concemed constituents, both
members of the Armed Porves, us well as their distraught purents or relatives,

Mr. Secretary, you hud set four specific conditions that had o he mer before the
aecination program could start; 1) supplemental wsting to assure steritity. safely, potency and

purity of the vaccine stockpile; 2) implementation of a system for fully tracking anthrax
immunizations; 3) approval of operational plans to udminister the vaceine and communications

_plans 1o inform military personnel; and 4) review of medieal aspeets of the program by an
“indopendent expert.

According (o the hearing testimony before the Subcommittce, nene of these conditions
was satisfactorily addressed before the vaccing pragram waxs implementsd. While we do nat
want to duplicate the efforts of our colleagues who are pursuing their own investigations, we
wonld request that you direct your attention to the following ixsues.
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.The first of these relates o the overall effectivencss al the vacvine. The FDA approval
cited by the Defense Department was for a vaccine that was designed o proteet workers in the
woolen industry from cutancous contact with anthirax spores. Conversely, the primary anthrax
threat facing military personnel is not cutaneous. but weapenized versions of the bacteria, which
are inhaled hy their victims. There has been little or no testing of the vaceine's effectivencss in
humans ugainst this form of anthrax for chvious reasons. Testing results on animals has had
rnixed results, with the most promising returns coming fram lahoratory menkeys. [{owever, to
assume 8 drug that has achicved successful resulls in primates will have a similar response with
humans is only the start of busic research.

Additionally, we have yet to see any evidence from the Defense Departmaent that this
vaccing would be effective ugninst altered or multiple anthrax strains. Given thal the Soviet
Union placed a high priority on the development af the deliverahle multiple anthrax strains, this
is a legitimatc concern.  Anslysis of tissuc samples from Russians killed in an aecidental anthrax
release from a production factlity in the 19708 have indicated infection from a combination of
ihdividual strains. [n fact, the Russian biowarfare cxperl, Ken Alibck, has even been quoted as
saying vaccines aren't the answer. Given the extremely pour performance of the vaccine against
even individual multiple strains in the Ft Detrick guinca pig studics, dozs the Defense
Bepartment have any evidence that the vaccine currently being issucy is effective against a
combination of multiple anthrax strains?®

We are also concerned about the value of supplemental testing and whether such testing
oan really determine the sterility. potency, purity, and sufely of the vaccine, Written GAO
testimony from the April 29 hearing left this issue unresolved. They wrote, . . . quality cannot
be guaranteed for final tests on random samples but anfy lram i combination of in-pracess tests,
end-product tests, and strict controls of the entire manulaciuring process.” The IFIDA inspection
results from February 1998 already indicate a signifiennt fuck of quality coutrols during
manufacturing. L would scem that any damage done could it rgilly b roversed at this point,
Can you provide specific details of just how the supplemental testing process is able to avercome
problems alroady present in the final vaceine product without remanutacturing the lafs?

The second concern relates (o the overall safety of Lhe vaccine, As with any drug, there
are concems about harmful side effects. Since 1970, the primary recipicnts of the vaccine have
been several thousand mill workers and mostly DOD rescarchers. This limited civilian usage of
the drug has resulted in limited evidence of adverse reactions. “Ihe one exeeption to this was the
inoculation of approximately 150,000 Gulf War troops. Howuver, the Defense Department's
poor record keeping alier the Gull War has made plearing any wacful information about the
vaccine's eflectivencss or harmful side effects impossible.

. Once again, it may be premature 10 conclude: that & drug used on several thousand
individuals with a small incidence of adverse cffects is safv to administer to 2.5 million military
personnel. A simple overall 2% rate wonld yield 50,000 udverse reaclions euch and every year.
This is an unacceptably high rate (more on the DOD reported reaction rate fater). It is also
completely unknown what will be the efizct al' cumulative anoual bonsters, let alone the
combined cffects from 15 or so other biclogical warfare vaccines under development. What
Other force protection program has, as u built-in componenl, such o high easualty rate and
unknown fevel of future rick?




: Anothar source of safaty concerns comes fram the vaceine plant. 1t is well known that
the original manufacturer of the vaccine, Michigan Biologics Products Instituie (MBPI),
"woluntarily" closed down in March 1998 in order 1o make §1.8 million in renovations and a $15
million expansion which was (unded by the Defense Departmenl, Prior ta this, MBPI had been
cited repeatedly by the FDA lor quality contro] problems and manufecturing violations dating
back to 1990. Will you inform us a5 10 what steps the new owner af the manufacturing site,

Bioport Corporation, is taking to imprave the production and testing process for the safety af (he
vaccing?

The Subcommittee briefing from the April 20 heariug, stated that the vaccine "is
dangcrous enough the manufacturer demanded, und reccived, indemnification from the Army
Against the possibility thut persons vaccinaled may develop maphylaxis or some unforseen
reaction of serious conscquences, including death. P'rivate indemnity insurance was considered
toa costly.” If the manufacturer was highly concerncd about poteatial civil litigation, why was
the Defense Department so yuick 10 convey the message thal the vaceine wis sale for peneral
yse?

The third concern relates to the tracking system heing implemented with this vaceine.
The Gulf War experience illustrated the need for a comprehensive tracing system 1o measure the
potential side cffects of the multiple veccinations often administered to soldiers being deployed
overscas. While we understand that such a tracking system has been developed (or this program,
there have been severa] reports of individuals being inneulated with expired Jots of the vaccine,
to the significant detriment of their health as recorded in festimony and the media. What steps
are being taken to improve upon this Gull War experience and what is being done Lo avaid
further health impacts with expired Jots in this program?

Moreover, il appears (hat adverse exclusionary catepories, such as respiratory conditions.
previous reactions, chills and fover, and pregnancy are ned heiny adequalely reviewed by the
pessonnel in charge of adminislering the shots. Rather, the subcommillec has received reports
that many of those udministering the vaccine are simply ghussing over communicating the
exclusionary requirements in an effort to inoculate ar many individuats as rapidly as possible.
Likewise, we are also concerned that the reporting ol adverse reaclions among traops whao have
received the vaceine, Is being discouraged, so as not to canse undue alarm in thosc units which
Have not received their first round of shats,

In that same regard, the official Defense dopariment's reparted reaction rates of between
0002% and .DOT% this yoar is not repssuring far scveeal roasons. We have reecived reports that
VAERS forms are not available to service memhers, not {illed oul, or not forwarded. FTIA and
JAMA sourccs indicate ¢xiremnely low percentages of reactions are over reported anyway, and the
military's record of reaction reports with the 1970s swine [lu vaceing is far below that of civilian
rates, Given these qualifiers, why are the DOD reported reaction ralex not accompanied by
feasonable disclaimers?
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The fourth area of concern deals with the sperationa! planx tn administer the vaccine.
There appears 10 be some confusion deadlines as some units hegin their shots and {requent
deadline adjustments for unit personnel to reccive their shots. Some ol those deadiine
adjustments appear due 1o commander fear of cxecssive persninel tnsses because of the vaceine.
Additionally, as reserve component personnel express an interest in transferving or ténminating
their participation because of (he vaccine, we are hearing they are mel with defays, instructions to
not list the vaceine as a reason, and even threats of poor evaluation reports. Last we heard, this is
still a voluntary force. 1f members are convineed afier carelil rescaneh that a policy truly
threatens their civilian Jivelihood, they should be allowed w communicate the wuth about their
perspeetive. What assurances ¢an you provide that these repressinns will nat oceur in the future?

Furthermore, the Reserve Officers Assaciation has recommended that all National Guard
and Reserve units should receive shots from lots of newly made vaceine, The ROA is chartered
by Congress to review defense policies to ensure their ndequucy. Since they represest 80,000
current, experienced, and retired reservists, their opinion should be considered carcfully. Given
thal Bioport Corporation is not due to begin productinn of ncw vaccine until next year, and we
lenow Guard and Reserve unils ure being vaccinated, why hax this rocommendation for now lots
been ignored? '

We would also appreciate deta the DOD callected, if any, regarding how many and what
percent of service members were inoculated to be protected prior 1o deploying 1o the Allied Force
apeeation in Kosovo. Also, what pereent of members deployed without the vaccine's protection?
(Given Russian support for Serbiz, we assume DOD took into account the possible anthrux supply
provided ta the enemy for use against our forces or the Kosovars,

Finally, we have serivus canvesns about the independent review of the medical aspeets of
the vaccination program. The reviewer in question, Dr. Gerald N. Burraw, has been cited by the
Defense Department as approving of the safety nnd siTontivencss ol the vaceine. Yet in a letter to
the Subcommittee dated April 26, 1999, Dr. Burrow Stated: “the efense Department was
looking for someone 10 review the program in gencral and make supgestions, and [ accepted out
of putriotism. 1 was very clear that | had na expertise in Anthrix and they were very clear they
were Jooking for a general oversight of the vaceination program, . . [ had no access to classified
infurmation. The suggestions | made were to utilize fucus groups 10 be sure the message they
wanted to send to force personne] was being heard, and 10 usc the vacsination tracking system as
a rethinder for subsequent vaccinations. [ had no further contaet uller delivering my report and
do not know whether my sugizestions were implemencd.”

Given that the independent reviewer was admittedly not an expert in the field of anthrax,
how can the Defense Department stand by his earlier elaims that the vaccine was safe for
distribution and the "best protection against wild-type anthmix?" Given past poor credibility in
these issues, the history with Gulf War Ilinesses, and the enormaus palential rigk (0 our entire
populatton of uniformed defenders, why was this individual, wnd not someone with a background

in large vaccinalion programs or biological agents like anthrax, sclected for the independent
teview?
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One more specific concern we have relates to the approach of our allies to the biowarfare
issue. We know Britain has 2 voluntary vaceine policy which yiclds only 30% cooperation. We
know the French didn't force their troops the to wke anthrax or other vaceines in the Culf War
and don't have the illncsses our service members complain about. We know the Canadians have
faced the same controversies and even more severe logistics problems with lhe vaceine and are
not curtently administering it to their roops. We know isracl, which is conceivably at the
greatest risk In the Middle Fast and has received SCUDs atiacks, does not rely en vaceines, but
antibietics. And the Statc Departinent, which aeguably has mare porsunnel risk because
cmbassies are Iess well proteeted than military units, ks only a volunfary policy. 1tis almost
inzscapable that this pnlicy appears as @ caplive research mikoet. Why in lipht of everyone ¢lsd's
lack of forced inoculations is it necessary to put U. 8. service member trust on the line when two
surveys have indicated that 80% ol the civilian and militasy respondents oppose the program?

Above and beyond the specific concerns mentioned herg, we are concerncd about the
public perception of the anthrax vaceination program and its impects on service member morale.
We must ensure thet this single force protection measure which addresses only one of a myriad
of biological throats is not itself a more real thireul t our citizens in uniform.

We welcome your review of this issue, and look forward 1o hearing your reaponse 10 our
specific concerns.

Sincerely,
RENIAMIN A. GILMAN CHRISTOPHER S1IAYS
Member of Congress Merher of Congress
SUEBKELLY MARK SCUDER

Member of Cougnm
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cUG SE JAMES TALENT

Member of Congross Mumher of Congresy
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THE SECRETARY OF DEFENSE
g’ _ WASHINGTON, DC  20301-100C

SEP 3 0 1998
Hcnorable Benjemin A. Gilman
Hcuse of Representatives
‘W:shington, DC 20515-3220
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Dear Ben:

Thank you for your Jetter regarding the Department of Defense’s Anthrax Vaccine
= Enmunization Program. With over one million anthrax immunizations given, I believe our
exyerience with the program fally reinforces my approval Jast year of the recommendations of
the: Chairman and the Joint Chicfs of Staff to implement the Total Force Anthrax Vaccine
Immunization Program.

All four of the conditions that { sot 43 prerequisites for program implementation were
su:cessfully met before I approved the Total Force Anthrax Vaccine Immunization Program and,
thurefore, the order to implement was not conditional. The supplemental testing program 1o test
for potency, purity, sterility, and general safety of the vaccine stockpile previously approved for
release by the FDA has affirmed that proper lot relsase standards were met on all vaccine used.
Service implementation plans are being effectively carried out, delivering nearly one million
vaccinations with very faw instances of noncompliance or serious adverse events. The
im munization tracking systems are performing very well, showing the record keeping problems
experienced during the Gulf War have been addressed. The independent review of the health and
mydical aspects of the program completed by Dr, Gerard N. Burrow, the Special Advisor for
Health Affairs for the President of Yale University, stands with other indspendent medicai
juigment expressing confidence in the use of the vaccine, including that of the Centers for
Disease Control and Prevention, the World Health Organization, the Institute of Medicine, and
other health orgaaizations.

Anthrax poses 2 clear and presentt danger to our armed forces. It is the weapon of choice
for germ warfare because it is easy to weaponize and is a3 Jethal as the Ebola virus. At least
seven potential adversaries have worked to develop the offensive use of anthrax, We have an
FI)A-licensed vaccine which has been used for nearly 30 years and has an excellent safety
record. It would be unconscionable not to protect our entire force with a safe and effective FDA-
Lic:ensed vaccine.

As we implemnent this vital program, we are reinforcing our advesse event reporting and
tracking system to further assure expert review of atty adverse cvents possibly related to
viccinations. We are working with the vaccine manufacturer as it transitions from Stats :
ownership to an excellent, state-of-the-art private facility. Furthermore, we are addressing the
misinformation that is circulating on the Intemnet and clsewhere by educsting Service
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members in both the active and reserve components with the facts: anthrax Kills and anthrax
viccination protects.

Enclosed are responses to the questions and concerns in your lener. Representatives
Shays, Kelly, Souder, Ose, and Talent have also received a similar reply.

Sincerely,

Enclosure:
As Stated
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Responses to Anthrax Vaccipe Immunization Program (A VIP) Questions
Congressional Lettar, July 20, 1999

Oustion #]:

The first of these relates to the overall cffectivencss of the vaccine. The FDA approval
citud by the Defense Department was for 8 vaccine thal was designed to protect workers in the
woolen industry from cutaneous contact with snthrax spores. Conversely, the primary anthrax
threat facing military personnel is not cutancous, but weaponized versions of the bacteria, which
are inhaled by their victims. There has been Jittie or no testing of the vaccines effectiveness in
hurnans against this form of anthrax for obvicus reasons. Testing results on animals has had
miied results, with the most promising returns comning from jaboratory monkeys. However, to
assime a drug that has achieved successful results in primates will have a similar response with
hutnans is only the stan of basic research.

Additonally, we have yet to see any evidence from the Defense Department that this
vaccine would be cffective against altered or multiple anthrax strains. Given that the Sovict
Unon placed a high priority on the development of the deliverable multiple anthrax strains, this
Is 1 legitimate concern. Analysis of tissue samples from Russians killed in an accidental anthrax
rekease from a production facility in the 1970s have indicated infection from a combination of
individual strains. In fact, the Russian biowsrfare expert, Ken Alibek, has cven been quoted as
saying vaccines aren the answer. Given the extramely poor performance of the vaccine against
even individual multiple strains ia the Rt Detrick guinea pig studies, does the Defense
Deartment bave any cvidance that the vaccine curreatly being issued is effective sgainst a -
cor thination of multiple anthrax straing?

Angwer #1:

The evidence of efficacy of the FDA-licensed anthrax vaccine is based upon data from
both humans and animal models. The protective component of the licensed vaccine is a protein
called protective antigen. The only clinical study conducted in humans [Brachman et al. Amer. J.
Puby. Health 52:632 (1962)] to evaluato efficacy used a vaccine similar but not identical to the
cusrent licensed anthrax vaccine. The vaccine used was a precursor in the development of the
lictnsed vaccine. However, both vaccines, the vaccine used in the Brachman study and the
current licopsed vaccine, were based on the immaunity induced by the protective antigen.

Several experimental animal models, including gninea plgs, rabbits, and non-human
pri-nates, have been used (o evaluate the efficacy of anthrax vaccizes. In the guinea pig modsl,
the FDA-licensed anthrax vaccine can confer varying protection against an intramuscalar
chi llenge with the Ames strain, with 13-50% of animals surviving in various
[Turnbull et al. Infect. & Immus. 52:356 (1986); Ivins et al. Vaccine 12:872 (1994); Fellows et
al. m.mmwummbmmmhmmﬁ;

agiinst an sevosol challenge, where only 20-26% of the animals survived [Fvins et al. Vaccine
13:1779 (1999)).
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In more recent studies, the rabbit has also been used 1o evaluase the anthrax vaccine. In
an mitjal unpublished study, 9 of 10 rabbits immunized with 2 doses of FDA-licensed anthrax
vax cine survived lethal aerosol challenge, In a subsequent study, a total of 48 rabbits immunized
with 2 doses of vaccine (28 were given a full dose of vaccine and 20 were given a | to 4 dilution
of 1he vaccine) ali survived acrosol challenge [Pitt et al, Prosented at 3" International Conference
on Anthrax, 1998, sbstract in press]. Thus, in varions experiments, 57 of 58 rabbits (98%)
imununized with anthrax vaccine survived lethal aerosal challenge. In theso studies, none of a
totl of 28 unvaccinated control animals survived the challenge. The rabbit, therefore, is like the
noi-human primate in that immunization with anthirax vaccine confers excellent pratection
against acrosol challenge. This contrasts dramatically with the guinea pig model where
imyaunization with anthrax vaceine gives poor protection. Because the response of the rabbit to
iminunization is similar to that of the non-human primate and because the pathologic lesion
cavsed by Bacillus anthrecls is closer in rabbits than in guinea pigs to that seen in humans, the
rabbit is considered to be better than the guinea pig 2s a small animal mode] for evaluating
anthrax vaccine efficacy.

In the non-human primate, the mods] that best approximases inhalation anthrax in
bumans, the FDA-Ticensed anthrax vaccine is able to provide close to 100% protection against an
acrs0] challenge with the Ames strain. [n one study, 20721 animals immunized at 0 and 2 weeks
survived [Ivins et al. Salisbury Med, Bulletin 87:125 (1996)]. In a second study 9 of 9 animals
irmnunized at 0 and 4 wecks survived [Pitt ot al, Salisbary Mead, Bulletin 87:130 (1596)]. As
part of another unpublished study conducted at USAMRIID, 5 animals immunized at O and 4
wenks all survived lethal aeroso] challenge, Overall, 34 of 35 animals given 2 doses of anthrax
vaccine were protected against a lethal asrosol challenge using a strain that killed approximately
80%% of vaccinated gulnen pigs challenged by the serosol route. An additional study in non-
huinan primates showed that a single dose of anthrax vaccine protected 10 of 10 animals from
lethial challenge at 6 weeks flvins et al, Vaccine 16:1141 (1998)], Thus, a total of 44 of 45 [98%)
noi~-human primates vaccinated with the licensed anthrax vaccine survived a lethal aerosol
chillengs. In the various studies with non-human primates, a total of 14 controls (unvaccinated
animals) weme challenged and none survived.

With respect to questions regarding the effectivencas of the anthrax vaccine against
altvred of multiple anthrax straing, a press conference on Febeuary 3, 1998 from the Los Alamos
Nujonal Laboratory suggested that the FDA-licensed anthrax vaccine migit be ineffective
agzinst 2 mixture of strains of Bacilluy anthracis. Other recent news releases have questioned its
cffisctiveness against strains possibly developed by Russisn scientists.

Russian scientists have reported the creation of an antibiotic resistant strain of anthrax.
Thusy also desctibed, in a 1997 publication, a study to improve their own anthrax vaccine. As
part of that study, they genetically enginesred a strain of anthyax to contain two foreign genes.
Thuit strain was resistant to the Russian anthrax vaccine uniess the vaccine was modified to
cor tain the same gencs, This genetically enginecered strain likely canses disease in humans (if it
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indeed does 30) by a different mechanism than that used by naturally ocewrring anthrax strains.
We do not have confirmation of the Russian claims.

Scientists from Los Alamos National Laboratory have described identification, using gene
prebes, of multiple strains of anthrax in tissuc specimens obtained from victims of the 1979
Svrdlovsk anthrax incident. The laboratory press relcase implied that mixtures of anthrax
stnins might avercome the protection afforded by anthrax vaccine. After discussions with the
US Army Medical Research and Materiel Command officials, the author of the press release, Dr.
Wit Kirchner, DoD Programs Office, Los Alamos National Laboratory, agresd to correct the
press release to make it more accurate. The modification stated, in part, “...there is no
experimental data or evidence to suggest that such a mixture is resistant to the FDA-licensed
anthrax vaccine used by the US military.”

The current US-licensed anthrax vaccine is considered to be highly effective against
naturally occurring stralns of anthrax, including antibiotic resistant strains. The devejopment of
getetically enginecred new arganisms using anthrax or any other biological warfare agent is a
potential threat that must be evaluated cerefully. We are not aware, however, of any information
to ruggest that these modified strains have been used in any context other than the research
laboratory. '

Question # 2:

We are also concerned sbout the value of supplemental testing and whether such testing
car really determine the sterility, potsncy, purity, sud safety of the vaccine, Written GAO
tes imony from the April 29 hearing left this issue unresolved. They wrote, “...quality cannot
be guaranteed for final tests (in random-samples but only from a combination of in-process tests,
encl-product tests, and strict controls of the entire manufacturing process." The FDA inspection
res olts from February 1998 already indicats a significant lack of guality controls during
manufscturing. It would seem that any damage done could not really be reversed at this point.
Can you provide specific details of just how the supplemental testing process is able to overcome
prcblems already present in the final vaccine product without remanufactaring the lots?

Argwer #3:

As an additional quality check of the integrity of the anthrax vaccine in the stockpile,
Seu:retary Cohen, before he authorized the Anthrax Vaceine Immunization Program to proceed,
apyiroved the DoD plan to establish a process for supplemental testing of the vaccine by the
manufacturer to assure its sterility, safety, potency and purity. The supplemental testing program
goi's beyond FDA requirements to assure service members and the public that the vaccine
atokpile is safe and effective. Supplemental testing is based on the tests required by the FDA
for lot releass and, as a quality check, provides an added level of confidencs in the safety of the
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antirax vaccine in the stockpile. While not required by the FDA, the mannfacturer has
perfarmed, and continues to perform suppiemental testing on lots of anthrax vaccine that had
been previously approved for release by the FDA and that were in the DoD's stockpile in
De:ember 1997 when the Secretary of Defense approved the policy to immunize the Total Force
agsinst anthrax. Supplemental testing by the manufacturer is overseen by an independent, third
party organization called Mitretek Systems, Inc., which provides extamal review of supplemental
tes'ing under a contract with the Department. Supplemental tests performed by the manufacturer
include: general safety (follows 21 CFR 610.11 guidelines); potency (follows 21 CFR 610,10
guidelines); sterility (follows 21 CFR 610.2 guidelines); and purity (no formal 21 CFR
regquirements for individual testing of preservatives or sdditives);

All supplemnental testing performed by MBPI/BioPort follows the acceptad testing
protocols and the manufacturer’s current Standard Operating Procedures. Mitretek Systems Inc.,

which observes all aspects of supplemental testing, provides a writtcn report to the DaD prior to
any' lots being approved for use and shipment.

Question #3:

The second concern relates to the overal] safety of the vaccine. As with any drug, there
are concerns about harmful side effects, Since 1970, the primary recipients of the vaccine have
be¢n several thousand mill workers and mostly DOD researchers. This limited civilian usage of
the drug has resulted in Bmited evidence of adverse reactions. The one exception to this was the
incculation of approximately 150,000 Gulf War troops. However, the Defense Department's
pour record keeping after the Gulf War has made gleaning any usefut] information abont the
vaccine's effectiveness or harmful side effects impossible,

Once again, it may be premature to conclude that & drug used on several thousand
individuals with a small incidence of adverss effects is safe to administer to 2.5 million military
petsonnel. A simple overall 2% rate would yield 50,000 adverse reactions each and every year.
This is an unacceptably high rate (more on the DOD reported reaction rate later). 1t is also
coinpletely unknown what will be the effect of cumulative annual boosters, let alonc the
combined effects from 15 or 20 other bislogical warfare vaccines under development, What

other force protection program has, es a built-in component, such a high casually rate and
unimown level of fumre risk?

Apgwer #3:

To date, our Servicemsn and Servicowomen have received nearly 1 million anthrax
immmizations, and while side effects do cocur in some psople, they tend to be temporary,
cotifined to the area around the injection, and mild or moderats in most people. Systemic
reactions, if they occur, have for the most part been self-limited. Although we have seen the
isolated emergence of several patients who have developed significant symptoms or diagnosable
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illvesses tomporally in relation to the administration of the vaccine, we have not established any
pattemn of cansality.

The rate of adverse reactions related to administration of the anthrax vaccine is comparable
to 1nany other commonly given vaccines that have been administered to many millions of adults
anc| children in the US. For purposes of comparison, the studies of the anthrax vaceine that were
used at time of licensure showed that in 16,000 doses approximately 3-20% exhibited mild
reactions and fower than 1% severe side effects. In the case of hepatitis A vaccine, soreness at
the injection site was reported by 56% of adult vaccine recipients. Headache was reparted by
14'%, For the typhoid vaccine, local tendemess was reported by 98%, pain by 56%, malaisc by
24'% and headache by 11%. The pneumonia vaccine, which is a recommended vaccine for all
Aniericans over the age of 50, has a 71% rate for localized soreness. The hepatitis B vaccine
reports a local reaction rate of 17% and a systemic reaction rate of 15% in adults. The recently
licunsed Lyme disease vaccine produced unsolicited reports of injection site pain in 21% and
fever in 2.5% of vaccine recipicats. When a subset of Lyme discase vaccine recipients were
surveyed, 93% roported local soreess, 41% reported Jocal redness, and 3.4% reported fever.
Th: safety and efficacy data for licensure of the Lyms disease vaccine came from clinical trials
involving 6,478 individuals who received a total of 18,047 doses of vaccine; most had follow-up
for 20 months after recciving the first dose of the vaccine.

‘With respect to the comment regarding an unacceptably high casualty rate, we
res pectfully suggest the appropriateness of comparing sdverse vaccine effects with the
predictable casualties resulting from anthrax exposure among unvaccinated personnel. We
belisve the balancing of risks overwhelmingly supports vaccination against this highly lethal
biclogical agent.

Qo estion #4:

Another souree of safety conoerns comes from the veccine plant. It is well known that
the original manufacturer of the vaccine, Michigan Biclogics Products Institute (MBPI),
“weduntacily” closed down in March 1998 in arder to make $ 1.9 million in renovations and 2 $15
Million expansion which was Funded by the Defense Department. Prioc to this, MBPI had been
citnd repeatedly by the FDA for quality control problems and manufacturing violalions dating
back 1o 1990. 'Will you inform us as 10 what steps the new owner of the manufacturing site,
Biupaort Corporation, is taking to improve the production and testing process for the safety of the

vaccine? .

Answer #4:

The anthrax production facility curvently owned and aperated by BioPort has been
manufacturing vaccines for decades. In recent years, the manufacturer has upgraded and added
to its existing facility in & staged fashion in order to comply with curent good manufacturing




prictices (¢GMPs), The anthrax production linc was closed by the manufacturer for planned
revovation in March 1998, Although the decision (o close the facility for planned renovation was
puit of the manufacturer’s 555&2:?535’-&3:@3
DoD asscasment that concludad that the facility was insdequate to meet future requirements.
;wggggiaﬁgggﬁﬁgizﬂwiﬁ
the addition of a negative air pressure sink, a reach-in environmental chamber, and a state-of-the-
an closed inoculation system. The physical aspects of the renovation were completed in January
1999. Validation and FDA inspection of the facility, which must occur before full production
res umes, arc scheduled for completion by Janusry 2000. DoD bas provided significant
adyninistrative, scientific, technical, and consultative assistance to BioPort to facilitate its

continuing cfforts to comply with regulatory requirements.

gﬁiaﬁﬁggwl§3>§.92§
!ngwo. Eg number of deficiencies related to compliance with

to
nhﬁhﬁﬂniggnﬂgiaagggg at the
time of the FDA inspection of February 1998 due to its planned renovation, a number of
deficiencies with the manufacturing process were cited by the FDA. The FDA also

acknowledged that the manufacturer had made progress toward implementing its strategic plan

for achieving compliance with FDA standards end regulations. The manafacturer, with u&_ﬂa
from the DaD, continues to diligently implement these quality and cGMP improvements. I

she uld be pointed out that at no time weore deficiencies reported by the FDA considered serious
uﬂnﬂ&iiﬂ_&?ég_u?%% continued assistance from

the DoD, BioPort continues to make progress toward full implcrnentation of its Strategic Plan for
Coupliance.

Qugstion #5:

The Subcommittee briefing from the April 29 hearing, stated that the vaccine "is
g%é?%i!nﬂiigg m the Army
against the possibility th st persons vaccinated may develop ansphylaxis or some unforscen
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poientizlly arsing from vaccine usc Is ineffective. In the legislative history of the National
Childhood Vaccine Injury Act of 1986, the House Committee on Energy and Commerce (H.
Rex. No. 99-908, pags 6) said:

Manufacturers have become concerned not only with the problems of time and expense
[of litigation] , but with the issue of the availability of affordable product liability
insurance that can be used to cover Josses related to vaceine injury cases. Whether
curreat problems with Hability insurance arise from a crisis in the tort system or from a
particulary bad downturg in the business cycle of the insurance industry remains 2 matter
of great controversy, Nevertheless, there Ls little doubt that vaceine manyfacturers face
great difficulty in obtaining insurance. This lack of insurance was the stated reason for
onc manufacturer 1o withdraw temporarily from the vaccine market in 1984, Others have
suggested that they may follow a simllar course of action. This factor, coupled with the
possibility that vaccine-injured persons may recover substantial awards in tort claims, has
prompeed manufacturers to question their continued participation in the vaccine market.
[Emphasis added.]

Based on the need for an alteraative to reliance on private liability insarance for vaccine
manufacturers, Congress created the Vaceine Injury Compensation Program (administered by the
Department of Health and Human Services). The goals of this program were to provide no-faalt
cosnpensation for injuries associsted with vaocines routinely administered to children and to
reduce the adverse effect of tort claims on the vaccine supply. the cost of vaccines, and the
development of improved vaccines. The special program for handling vaccine Hability spplics o
vacines for diphtheria, tetanus, pertussis, measles, mumps, rubella, polio, hepatitis B, and
sel:cted other widely used vaccines. By addressing the unusual lizbility insurance problem
associated with these vaccines, the Vaccine Injury Compensation Program is credited with
staHilizing vaccine supplies and costs and promoting further vaccine research and development.

Becsuse anthrax vaccine is not covered by the statutory Vaceine Injury Compensation
Program, indemnnification provides a similat method for addreasing potential lisbility. As gencral
rul:s: s) the government assumes respansibility for actions of its agencies and employees; and b)
government conlractors buy privats insurance for liability arising from performance of the
conitracts and obtain relmbursement for the preminm costs from the government. ‘There are many
exceptions to the general rules. One exception is that in certain cases, in which private insurance
is vot reasonably available, the govemnment provides contract indemnification instoad of
requiring and reimbursing for private insurance, The circumstance in which private insurance is
not reasonably available Is referred to a3 “unusually hazardous risk.” In the case of anthrax
vaccine, the manufacturer demonstrated that, similar to the vaccines covered by the Vaccine
Injury Compensation Program, private lishility insurance is not reasonably available. Therefore,
rather than requiring the manufacturer to obtain extremely expensive insurance and pass the
premium cost back to DoD, the Department granted indemnification. The result is, similar to the
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inuougization.

Currently, the Services use different interim mstomated immunization tracking systems
awvsiﬁ_gu‘?%gﬁ?&ﬂg.lgg—-ﬁ. A core set of
antirax immunization data in & standard format is transmitted to the DoD's central personnel
database, the Defense Enrollment and Eligibility Reporting System (DEERS). Whilec DoD
_EES regulations require documentation of the name of the immunization given, dosage
nutnber in the multi-doss serles, lot mumber, manufacturer, name of the health provider
adr 1ini B..E nﬁgﬂng when the next dose is due, recording the expiration
g‘iﬁagiﬂ_%waaﬁw&aﬁugagaﬁg
Therefore, the use of the ITS wonld not prevent administration of expired vaccine since this
infocmation is not currently documented in the ITS. As with any immunization or medication,
the best way 1o prevent the use of an expired product is for the health care provider administering
it w visually check the expiration date directly before its use.

Oueation #7:

Moreover, it appears that adverse exclusionary categorics, such as respiratory conditions,
3?%&?&?‘&3’!5—5%3?
perionnel in charge of administering the shoty, Rather, the subcommitiee has received reports
thy many of those administering the vaccine are simply glossing over communicating the
exclusionary requirernents in an effort to inoculate as many individuals as rapidly as possible.
Likewise, we are also concemed that the roporting of adverse reactions among troops who have
rec:ived the vaccing, is being discouraged, 50 a8 not to canse undue alarm in those units which

hase not received their first round of shots.

In that same regard, the official Defense department's reported reaction rates of between
0022% and .007% this year is not reassuring for several reasons. We have reeeived reports that
VAERS forms are bot available 1o service members, not filled out, or not forw arded, FDA and
JAIMA sources indicate cxtremely low parcentages of reactions are ever reportad anyway, and the
military’s record of reaction reports with the 1970s swine flu vaccine is far below that of civillan
mtes. Given thess qualifiers, why are the DOD reported reaction rates not accompanied by
- reaxionable disclaimerns?

Antwer #7;

The Department has a robust visk communication and education program that endcavors
to ixform Service members about the antheax vaccine and the AVIP. Prior to recetving the first




anihrax immunization, Service members are provided written and oral information on the
benefits and risks of the anthrax vaccine and details of the overall program by medical personnel
and Conzmanders, to inclode reasons for exemptions sod deferrals. Service members are also
given the opportuaity to have fallow-up individual discussions with medical personnel and/or
Commanders 10 Eii?gﬁggsgggﬂg

anl the vaccine, The written trifold that is given to each individual prior to the first

imn Eﬂggggﬁogﬁﬁ.%ga&?i

side effects, general information about the program and vaccine, and the sddress of the DoD

we bsite where more information about the anthrax vaccine can be obtained. Prior to orally

g&uﬂi&%ﬂﬁo%%iéi?%in&%ﬂ!&
Commanders are provided with anthrax briefing materials that discuss the adverse event

reporting, gﬁggggﬁn&gag as pregnancy), and details about

o

me mbers sbout the benefits and risks of the anthrax vaccing and details about the overall

u!nisugiﬂﬂulﬁﬂﬂﬂ&oniaﬂlﬂ.&&ﬂung In addition, 2
passive surveillance system for adverse events seeks to ideatify those sarions, rare, and/or
* unexpected cvents that potentially may be related to a vaccine. It is not a system for capturing all
l

A passive surveillance system for reporting adverse events does provide us a large pool of
igﬂggi!g%g%gvﬁ%%ﬂ
aiuﬂn!nr as anaphylaxis) Bnﬂi&iﬂaslg?plga&&a.nﬂ




all VAERS reports, those reported by providers as well as patients, reviewed by an independent
extemsl-review panel called the Anthrax Vaccine Expert Committee (AVEC). The AVEC
coists of a special penel of civilian physicians from a component of the Department of Health
& Human Services' Vaccine Injury Compensation Program. The AVEC uses explicit criteria for
attributing causality to adverse events coincidentally associsted with administration of the

an hrax vaccine. To date, the AVEC has found no pattern of causality stemming from use of the
an hrax vaccine. Over time, if the AVEC obscrves patterns of adverse cvents, it may recommend

adiitional study or changes in practice guidelines.

The Depanment is and will continue to be vigilant in our surveillance for any unexpected
ad rerse events that may potentially be associated with the anthrax immunization, We are
committed to fully investigating all concems or questions about the safety of anthrax vaccine and
wi | continue full and complete disclosure of all risks, based on objective evidence.

Question #§:

The fourth arca of concem deals with the opcrational plans to administer the vaccine.
There appears to be some confusion deadlines as some units begin their shots and frequent
desdline adjustmeats for unit personnel to receive their shots. Some of those deadline
adjustments appear due to commander fear of cxcessive personnel Josses because of the vaccine,
Additionally, as reserve component personncl cxpress an interest in transferting or terminating
their participation because of the vaccine, we arc hearing they are met with delays, instructions to
not list the vaccine as a reason, and even threats or poor evaluation reports. Last we heard, this is
still a voluntary force. If members are convinced sfier careful research that a policy truly
thr:atens their civilian livelihood, they should be allowed to communicate the truth about their
perspective. What assurances can you provide that these repressions will not occur in the future?

Answer #8;

There is no confusion regarding the execution of the AVIP, Due to limitations in the
availability of anthrax vaccine, the AVIP is being implemented in ssveral phases. Clearly, our
first priority must be to protect our Service members deployed in areas that pose the greatest risk
for encountering anthrax as a weaponized agent. Phase L, the current phase of the AVIP, requires
all iniformed Service members and Emergency-Essential DoD civilians and contractors who are
ass gned, deployed, or on temporary duty in the Joint Staff designated high threat arcas and
contiguous waters of Southwest Asia and the Korean peninsula be immunized against anthrax
first. Essentially, the “deadline” for individuals in phase I is prior to movement into the high
threat arcas to ensure that sach member of the Armed Forces operating in these areas is
proecied. No scheduled deployment of nnits has beea preempted due to concems about the
pro 3ram, nor have there been any reports of adverse effects on the combat readiness of units
mvolved in these deployments, More than 99 percent of all service members readily accept the
antiirax immunizations,




Regarding the allegations of consequences for refusing anthrax vaccination, it should be

undermood that every Service member has an obligation to oﬂd&l—&gﬂaﬁrﬂg
Secretary of Defense’s order that all personnel receive the vaccinations (unless covered by a
Axﬁiﬂnﬂcﬂul-gﬂ&. Service members who fail to comply with their obligation

10 l'ollow lawful ordars are subject to administrative or disciplinary sction. There is no policy to

single out anthrax vaccine compliance for any special actions relating to ongoing personnel
matters, such as evaluation reports, unit transfer requests, voluntary separation requests, the
recording of asparation codes on personnel documents, or other matters, or for any special
actions conceming administrative or disciplinary autboritics that acoompeny all military
obligations.

Furthermore, the Reserve Officers Association (ROA) has recommended that all National
Guard and Reserve units should receive ghots from lots of newly made vaccine. The ROA is
chintered by Congress to review defense policies to casure their adequacy. Since they represent
80,000 curreat, expericoced, and retired reservists, their opinion should be considered carefully.
Given that Bioport Carporstion is not due to Eu!ﬂgo._&id vaccine untl] next year, snd

we know Guard and Reserve units are being vaccinated, why has this recommendation for new
lot:. been ignored?

Anewer #3:

The Reserve Officers Association (ROA) of the United States Resolution Number 99-8
specifically appeals for the use of only newly manufactured anthrax vaccine. The existing

g.go&%gw-imﬂ&niiln!g"iggg
between old or newly manufactured vaccine. Every dose of vaccine we administer to our Service
menbers must first meet strict inspection requirements by the FDA for potency, purity, stesility
anc general safety. Bach lotis ggﬂ&ilnﬂuﬁaﬂilﬂn
specifications w giggﬂiﬁsgggzag

na.. .n.n_nr ty and consistency of any lot released for use is exactly the same, therefore,
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Onestion #10:

We would also appreciate data the DOD collected, if any, regarding how many and what
pe-cent of service members were inoculated to be protected prior to daploying to the Allied Force
op:ration in Kosovo. Also, what percent of members deployed without the vaccine’s protection?
Given Russian support for Serbia, we assume DOD took into account the possible anthrax supply
provided to the enemy for use against our forces or the Kosovars.

Algwer #10:

The high threat areas validated by our intelligence community for the potential use of
anihrax as a biological weapon of mass destruction includes Korea, Isracl, Jordan, Kuwait, Saudi
Aribia, Bahrain, Qatar, Oman, UAE and Yemen. The EUCOM CINC intslligence threat
an:lysis of the risk of biological warfare in the Balkans did not necessitate immunizing the force
in-hat region against anthrax. We continue to immunize and protect our forces in accordance
wilh the AVIP phased concept of execution.

Ouestion #11:

Finally, we have serious concerns sbout the independent rsview of the medical aspects of
the vaccination program. The reviewer in question. Dr. Gerald N. Burrow, has been cited by the
De fense Department a3 spproving of the safiety and effectiveness of the vaccine. Yet in a letter to
the Subcommittee dated April 26, 1999, Dr. Bamrow stated: "The Defense Department was
locking for someons to review the program in gemeral and make suggestiona. and | accepted out
of patriotism. I was very clear that | had no expertise in Anthrax and they were very clear they
wee looking for a general oversight of the vaccination program. . . Ihad no access to classified

Given that the independent reviewer was admittedly not an expert in the field of anthrax,
_..9 E&ng‘gaig%gg? vaccine was safe for
stribution and the "best protection against wild-type anthrax?" Given past poor credibility in
En i¢ issues, the history with Gulf War {lincases, and the enormous potential -w our entire
porulation of uniformed defenders, why was this individual, and not somecone with a background
in huge programs or biological agents like anthrax, selected for the independent .u&nte

Anrer#11:

Before the Secretary made his decision for total force anthrax vaccination, he established
four” conditions to be met, and, also before he made the decision to proceed, he determined that
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they were met. A very imporiant condition was that an independent expext would review the
program, including the vaccination's safety and cfficacy, and advise the Secrstary, In order 1o
assre an independent review, it was important to seek out someone not already deeply involved
with the anthrax issue and not already identified with a partioular point of view. Dr. Gerard

Bu tow was and is 2 well-known health expert who has been involved with and was respected for
his work at Yale University and with the Institute of Medicine of the National Academy of
Sciences. He was asked to bring a fresh and nnbiased perspeotive in advising the Secretary on
this: very critical decision. Dr. Burrow provided that independent perspective and advised the
Secretary that: “The anthrax vaccine appears to be safe and offers the best available protection
against wild-type anthrax as a biological warfare agent. Steps have been taken to ensure the

safuty and quality of the Department's anthrax vaccine stockpile.”
Ouyestion #12:

One mors specific concesn we have relates to the approach of our allies to the biowarfare
issne. We know Britin has a voluntary vaccine policy which yields only 30% cooperation. We
know the French didn't foroe their troops to take anthrax or other vaccines in the Gulf War and
dor't have the illnesses our Service members - complain about. We know the Canadians have
fac:d the same controversies and even more severe logistics problerns with the vaccine and are
not currently administering it to their troops. 'We know Israel, which is conceivably at the
greatest risk in the Middle Fast and has received SCUDs attacks, does not rely on veccines, but
antibiotics. And the State Department, which arguably has more personnel risk because
em dassios arc lcss well protected than military units, has only a voluntary policy. It is almost
incicapable that this policy appears as a captive research market. Why in light of everyone else's
laclt of forced inoculations is it necessary to put US. Service members trust on the line when two
survcys have indicated that 80% of the civilian and military respandents oppose the program?

Answer $12:

Maay of our allies share our concerns for the global proliferation of biological warfars
ang! have adopted similar policies and strategies in responding to it. Since the start of the AVIP
in 1March of last year alone, the DoD has pravided on request anthrax vaceine to Canada,
Ge'many, Israel, Denmark, and Australia. To our knowledge, Canada has not suspended their
frmipunization program against anthrax, and Israel does not rely solely upon the use of antibiotics.

The primary task of our Natlon's Armed Forces is to deter aggression, and if that fails, to
figit and win on the banlefield. The American people expect us to win and to sccomplish thia,
oir Armed Forces must be prepared to conduet successful military operations worldwide at a
moments notioe, Whils interaction with our military friends and allies is a critical part of all
ope ration, the policies of DoD must be clearly focused on socomplishing the goals and
obj actives that support our nationa! intercsts and national security strategy. DoD does not base
its >olicies on those of our allies or coalition partners, Our mandatory AVIP is clearly in our best
interests and strongly supports cur national security and military strategies. '
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Furthermore, a voluntary program that yields only 30 percent compliance, as you assert
that the British voluntary anthrax program experiences, would mean that » large number of our
Service members would be casualties if exposed to weaponized anthrax and the military mission
would be in jeopardy. The threat of anthrax represents a clear and present danger to our forees
that has been validated by our intelligence agencics. Nelther gas masks nor prophylactic
antibiotic therapy provides adequats protection becguse our detection equipment cannot reliably
Wam troops prior to lethal exposure. & would be unconscionable to place any service member at
cis); when we maintain a protective countcrmeasuro that is FDA-licensed, has an excellent safety
record, and js effective.

Qugstion #13:

Above and beyond the specific concerns meationed here, we are concerned about the
pulilic perception of the anthrax yaccination program and its impacts on service member morale.
We: must ensure that this single foroe protection measure: which addresses only one of 2 myriad
of siological threats is not jtseif a more real threat to our citizens in uniform.

Angwer #13:

We firmly believe that public confidence in the United States military remains high and
that the morale of military personinel, affected by many operational, personnel, and quality of life
maiters, bas not been adversely affected by the AVIP. We are also convinced that the
overwhelming majority of aur Service members understand the threat represented by anthrax and

strongly support our program,
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MEMORANDUM FOR SECRETARY OF DEFENSE
DEPUTY ARY OF DEFE

THROUGH:  USD (PERSONNEL AND )

SUBJECT: Congressional Latter on Anthrax Vaccine Immunization Program (AVIP)
from Representatives Gilman, Shays, Kelly, Souder, Ose, and Talent

PURPOSE: To secure SECDEF signature on the lefrer responding to questions from
Congressional meimnbers on the AVIP,

DISCUSSION: © The enclosed letter of July 20, 1999 from Congressional members’ (TAB A)
requests responses to & pumber of questions about the anthrax vaccine and the
Depastment's AVIP, The responding letters to Representatives Gitman (TAB
B), Shays (TAB C), Kelly (TAB D), Souder (TAB E), Ose (TAB F), and
Talcat (TAB G) address all of the questions and concerns sbout the anthrax
vaccine and the AVIP that are mentioned in the Congressional letter, The
letter and accompanying responses were coordinated with the Office of the
General Counsel, Army Office of the Surgeon General/Army AVIP Agency,
Joint Program Office for Blological Defense, and Reserve Affairs.

RECOMMENDATION: Sign the letters to Represcntatives Gilman, Shays, Kelly, Souder, Ose,
and Talent.
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Highlights of the Rgsponse to MOC Benjamin Gilman Regarding Anthrax

All four prerequisite conditions, supplemental testing of the vaccine; assured tracking of
immunizations; approved operational and communications plans; and review of the health
and medical aspects of the program by an independent expert, were met before the Total
Anthrax Vaccine Immunization Program (AVIP) was approved and implemented.

An adverse event reporting and tracking system is in place to assure expert review of any
adverse events possibly related to the vaccination. There have been very few instances of
serious adverse events,

The evidence of the efficacy of the FDA-licensed anthrax vaccine is based upon data from
both human and animal models. The only clinical human study was completed by Brachman
in 1962 and evaluated the efficacy of a precursor to the current licensed vaccine. In the non-
human primate model that best approximates inhalation anthrax in humans, the FDA-licensed
anthrax vacecine is able to provide close to 100% protection against an aerosol challenge.

Los Alamos National Laboratory reviewed questions on the effectiveness of the vaccine
against altered or multiple strains and concluded “...there is no experimental data or
evidence to suggest that such a mixture is resistant to the FDA-licensed anthrax vaccine used
by the US military,”

Before Secretary Cohen anthorized the AVIP to proceed he approved a DoD plan to establish
a process for supplemental testing of the vaccine by the manufacturer to assure its sterility,
safety, potency, and purity. This program goes beyond FDA requirements.

To date almost 1 million vaccinations have been given. There have been a faw cases of side
effects, but they tend to be mild to moderate, temporary, and confined to the area of injection.
The rate of adverse reactions for the anthrax vaccine is comparable to many other commonly
given vaccines.

The Bioport anthrax vaccination production facility was closed in March 1958 for
renovations as part of the manufacturer’s facility improvement stralegy, and in part duc to a
1996 DoD assessment that the facility was inadequate 1o meet future requirements. Before
full production can resume the facility must be validated and meet FDA inspection. This is
expected to occur by January 2000. '

Bioport underwent FDA inspections in 11/96 and 2/98 and the FDA found a number of
deficiencies related to compliance with current good manufacturing practices. In 1997, DoD
teamed with Bioport and devised a Strategic Plan for Compliance that addressed how to
comply with FDA standards. That plan is currently in place. At no time were deficiencies
reported by the FDA serious enough to warrant a recall of siockpiled anthrax vaccine.

The anthrax vaccine is not covered by the statutory Vaccine Injury Compensation Program
and private insurance for the manufacturer is extremely expensive. Therefore, so that the
high cost of insurarice is not passed back 10 DoD), the manufacturer was granted
indemnification.

Handling procedures are in place to ensure that upon receipt, the lot number and expiration
date of all vials of the vaccine are recorded. The expiration date is also checked upon
administration of the vaccine.

The Services are using automated immunization tracking systems to record and track the
anthrax immumzation status of Service members. This information is also placed in the
DEERS system.




Prior to administration of the vaccine service members are provided written and oral
information on the benefits and risk of the anthrax vaccine and details of the overall program
by medical personnel and Commanders, to include reasons for exemptions and deferrals.
DoD uses the Vaccine Adverse Event Reporting System (VAERS) to report adverse events.
For the purpose of anthrax adverse events only reactions resulting in either hospitalization,
quarters greater then 24 hours, and suspected to have resulted from vaccine contamination
are required to be reported. All VAERS reports are reviewed by the Anthrax Vaccine Expert
Commitize, who to date have found no pattern of causality from the vaccine.

The AVIP is being executed in stages. It is currently in Phase I, where those who are
assigned, deployed, or TDY in the JCS designated high threat areas and contingous waters of
Southwest Asia and the Korean peninsula are being vaccinated. No scheduled deployments
have been preempted due to concerns about the vaccine.

The Secretary of Defense’s order that all personnel receive the vaccination is a lawful order
and any service member who fails to comply is subject to administrative or disciplinary
action. More then 99% of all service members accept the anthrax vaccination.

The Reserve Officers Association recently recommended that National Guard and Reserve
units only receive shots from lots of the newly made vaccine. However, DoD concluded that
this recommendation does not address the Total Force concept or recognize the need for the
Guard and Reserve to support current missions. If they waited for newly made vaccine lots,
it would delay when the member would have adequate protection. Additionally, the existing
stockpile of vaccine is used for both active duty and reserve components.

The current AVIP Phase 1 immunization pian does not include Kasovo, because the EUCOM
CINC intelligence threat analysis of the risk of BW in the Balkans did not reveal the potential
use of anthrax. -

Dr. Gerald Burrow, a well known-health expert, was asked to act as an independent expert
and review the AVIP for safety and efficacy before the program was implemented. He
concluded that the program appears to be safe and offers the best protection against the use of
anthrax.

Since the start of the AVIP program DoD has provided on request anthrax vaccine to Canada,
Germany, Israel, Denmark, and Aunstralia. Untike the U.S. some countrigs have a voluntary
vaccination program. DoD maintains a mandatory program, because we feel those who were
not vaccinated would be casualties if exposed and thus it would be unconscionable to place
any service member at risk.

DoD believes that public confidence in the military remains high and that the morale of
personne) has not been affected by the AVIP, because the overwhelming majority of service
members understand that anthrax represents a clear and present danget to our forces and
vaccination is our best weapon against it.
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SA
Ms. Sandra K. Stuart AUG 03 1993
Assistant Secretary of Defense
U.S. Department Of Defense
The Pentagon, Room 3E966

Washington, D.C. 20301-1300

Dear Ms. Stuart:

I am enclosing a letter from two oonsntuents (b)(6) | As you will see,
)(6) (b)(6) recewmg the anthrax vaccination.

about the safety of this vaccine. If you have any questions, you may contact Mark Ouellette of
my Portland, Maine district office. He is familiar with this request and can be reached at
(207)774-5019.

Thank you for your cooperation.
Smcerely, z
Tom Allen
Member of Congress
THA/mo
Ul20655 799
FRINTED ON RECYCLED PAPER
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P.O. Box 167
China, ME 04926
July 16, 1999
Congressman Tom Allen
24 Oxford Street
Portland, ME 04103
Dear Congressman Allen,
1 am writing to you on behalf of our son, (B)(6) |, who has
served for three years in the U.S. Navy, stationed in Jacksonville, Florida.
(b)(©6) | | for refusing to take the anthrax

vaccination. We fully support (b)(6 in his refusal to take the vaccine, and
ask for your help. Since he is on a training mission aboard the John F.
Kennedy, he can not contact you directly. Here are our concems;

1. While the military contends that “the anthrax vaccine has been approved
by the F.D.A. and in use since 1970, it appears that the actual vaccine
being given to military personnel today is not at all the same vaccine that
was approved by the F.D.A. Therefore, military personnel are being
expected to take a vaccine that is not approved for use on the general
public.

2. While the military denies this, there appears to be a high correlation
between the use of at least certain types of this vaccine and chronic long-
term, serious iliness. The Government Reform and Oversight
Committee’s Subcommittee on National Security hearing transcripts
address some of this, as do several national press reports, such as “Vanity
Fair’s” May 1ssue.

3. It appears that this vaccine is a Department of Defense-contracted
vaccine. The sole supplier of the vaccine is apparently about to undergo
bankruptcy due to safety and product reliability issues.




It is our belief that this great nation”s military establishment could and
should be using its considerable resources to see that a sate vaccine is
developed. While we understand that the military cannot allow each
individual to decide what vaccines seem appropriate case by case, and
while we understand that the military has a duty to protect its forces from
biological weapons such as the anthrax vaccine, we are appalled that our
military continues not only to administer an apparently shoddy vaccine
without a major effort to perfect a better one, but to punish personnel
who refuse it.

Our son entisted when he was seventeen years old, never thinking that
he would be asked to inject such a dangerous substance into his veins.

After havini served three years in the Navy_

We are — and so far all of the people we have talked with about this
are — very alarmed that the Department of Defense holds such sway as to
be able to get away with this.

We look forward to your response. Thank Iu
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August 3, 1999
AuG 09 1399

Mr. Derrick Lavalle

Special Assistant to Assistant Secretary for Health Affairs
U.S. Department of Defense

The Pentagon

Washingten, DC 20301-1300

Dear Mr. Lavalle:

~ Enclosed is a copy of correspondence [ have recently received from(b)(‘s)
regarding the Anthrax Vaccine Immunization Program.

I appreciate your reviewing this material and providing any assistance or information
possible under the governing statutes arid regulations. Please forward your response to Marilyn
Dixon in my Raleigh office.

Thank you for your atteation to this matter. Ilook forward to hearing from you soon.

Yours sincezely,

Tl

Edwards
JE/md

Enclosure

012469 /99
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3 August 1999

Dear Senator Edwards,

I am North Carolina native and givilian employge of the US Navy living in Naples Italy.
Recently I have been told I must participate in the Anthrax Vaccine Immunization
Program (AVIP), in accordance with s memorandum signed by an Under Secretary of
Defense. I have numerous doubts and ﬁm, none of which have been addressed to
my satisfactiop through normal channels. Please find attached a letter from myself and
three co-workers which provides detajl about opr situation.

Also attached is & copy of the emergency menthl personne] agreement which I was
required 1o sign this past May, after 1 had beenjin my current overseas position as an
(b)(6) for 20 months. Note that it could not reasonably be in as
consert to participate in AVIP. To be sure, I even asked if it obligated me to the
anthrax vaccine and was told "no." |

My involvement in this bagan 30 June 1999 wﬂen I was first given notice that I would be
required to take the vaccine. [immediately expressed reservations to my officer in
charge. Thave been researching the issue since then and requested guidance from my
local Human Resources Office (HRO) as well as the Office of Personnel Management
(OPM) on 14 July 1999. HRO has twice tnld:E that I can be disciplined for declining

AVIP, and also told me that the US Navy is not[liable for any adverse health effects
caused by AVIP. OPM told me they do not hantle these issues and passed my request
along to Mr/(b)(6)"""Jat Navy headquarters. | have been unable to locate M. (BN6)

On 28 July 1999, my officer in charge took wriL questions from me and two co-
workers to forward up the chain of command. We have heard nothixg since then, but
based on what HRO has told us we are very w:la.ne:meﬁ.

1 hape you can sympathize with my position ul:eprivhte citizen--who provides his own
medP.I;.l insurance--who is being forced to chogse between pursuing a civil sexrvice career
and taKing unnecessary health risks. |

I request any assistance your office can providgl. You have my permission to conduct an
inquiry on my behalf. I would ask you to encourage the Under Secretary to at least put a
moratorium on this ionable program (as appljed to civilians) until an indepandent
agency such as GAO has studied its long term effects.

1

|




MU, 4, 1%¥e Y-
28/ sy 190y Zos 6 “inonasknhbibiad 1 NAPRA DET NAPLES NU.wec  P.473 B3




ld- 4

88482/ 1355 416D NAPRA DET NAPLES NO.Zes  Fa32Y 84

3 August 1999
Dear Senator Edwards,

We are writing youas DoD civilians working for the US Navy in Naples, Italy. Our job is
ta examine badly damaged Navy and Marine Corps aircraft, and implement repairs to
them in 2 safe, expedient manner. As you can imagine, with today's operational tempo,
our jobs require us to be willing to go anywhere at any time and work side-by-side with
military folks to help fix their aircraft. We stand ready to fulfill this commitment, even
though we receive no extra pay.

1S 45 EIDELES oo 1] !.-_. Nk
Before coming to our overseas station, we performed this same class of work for state-
.side Naval Aviation Depots at North Island (San Diego, CA) and Chexry Poizt (Havelock,
NC). We were caxefully screened for overseas duty as part of being hired by our current

comroand, Naval Air Pacific Repair Activity.

At the time we agreed to our jobs we understood that, while our primary place of work
would be an office, we would somstimes find ourselves working under difficult
conditioms, traveling to third warld countries, or working in close quarters aboard ship.
We could even be involved in supporting US air operations such as Operation Desert
Storm.

Our pnsitiomlare considered emergency essential by our command. In approximately
May 1999, we were asked to sign a form acknowledging our emergency essential status.

We were all expe d in our NAPRA roles: Mr./(b)(6) has been at N. PRA for 3.
monﬁ.Mr B f nt.hsh:gr':. 'll;oza mi::iths,;lnerﬁ or 6
months. Having thi prience. we no about signing the emergency
essential paperwork. Mr ) did, kowever, ask the senior civilian in the office (who

typically serves as our interface to the Human Resources Office, HRO) if his signature
would obligate him to receive the anthrax vaccine. He was told flatly "no."

On 31 March 1999, an Under Secretary of Defense released a memorandum stating that
the Anthrax Vaccine Immunization Program (AVIP) "will be applied to all U.S. military
personnel and Department of Defense emergency essential civilian employees and
contractor personnel assigned, deployed, or on duty in the high threat areas..."

Through our chain of command, we were told on 27-28 July 1999 that we will comply
with the AVIF program because we are emergency essential and sometimes deploy to the
affected areas for short duration (less than one week).

As you know, this vaceination program is surrounded by a swarm of controversy, Inour
view the most credible reporting on the vaccine has been undertaken by the Government
Accounting Office. In testimony! given by Mr. Kwai-Cheung Chan to the House
Subcommittee on National Security (29 April 1999), the GAO stated that "the long term
safety of the vaccine has not yet been studied.” Mr. Chan went on to testify that the
efficacy of the vaccine against inhalation anthrax has not been assessed. Finally, the
GAO representative testified about the significant quality control lapses committed by

| GAO/T-NS!IAD-59-148
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the sole manufacturer of the vaccine, MDPH (now BioPort). These lapses culminated in
the FDA threatening to revoke MDPH's license in March 1997.

BioPort is required to provide a small slip of paper with each vaccine dose, the intent of
which is to inform the patient. This slip of paper states our concerns very cleatly:

"Studies have not been performed to ascertain whether Anthrax Vaccine
Adsorbed has carcinogenic action, or any effect on fertility."?

Additiona) testimony given by servicemen in the House Subcommittee on National
Security related di ing first hand aceounts of short«<term adverse reactions. This
testimony is part of the public record.

Testimony from Mery] Nass, MD, states that of the 37 lots of vaccine manufactured
before 29 April 1959, all but six had been quarantined. Seventeen of these were
quarantined as a result of quality concerns raised by an FDA inspection in February
1998.

The leading British medical journal The Lancet has published a stady (of British
veterans) regarding Gulf War Illness and the anthrax vaccine:

"Vaccination against biclogical warfare and multiple routine vaccinations
were associated with this... syndrome in the Gulf War cohort."

A comment relating to this study from a researcher at the National Institutes of Health,
also published in The Lancet, states:

"Vaccination against plague and anthrax before deployment to the Gulf

correlated highly with illpess. The investigators speculate that these

vaccines—more so than routine ones given to service personnel—had
 unanticipated effects."*

‘We feel AVIP, which consists of six shots over 18 months plus a yearly booster, does not
yet meet the "reasonable person's” test for what is safe and effective.

We are responaible for oyr own health care

Civilian employees, as private citizens, have a dubious safety net against harmful effects
aof this program. We procure our cown medical and life insurance, contribute our own
savings into ocur retirement program, and have 2 limited number of "sick leave” days. A
serious adverse reaction could leave us in a “leave without pay” status. Atthe time we
agreed to our jobs, we understood that we would sometimes be working under hazardous
conditions. We accepted these risks as controllable, and worked under the assumption

ahagtbc DoD would stand behind us in the svent we were injured while carrying out our
uties,

2F-483 30M 8/90 Rev. 10/87 "Anthrax Vaccine Adsorbed"

3 Catherine Unwin, et al. "Health of U.X: Servicemen who served in the Parstan Gulf War,” The
Lange: vol, 853, January 16, 1999.

4 Stephen E. Straus, NIAID, N1H. "Commaentary on the Unwin Study.” The Lancet, vol 853,
January 16, 1999. '
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Our local RO, however, has informed us that the DoD has no responsibility to us if we
suffer adverse effects due to AVIP. Any sick leave, medical expenses, or other

consequences will be borne by the employee alone, We submitted a letter to HRO 00 3
August 1999 seeking the Director’s written confirmation of this policy.

We have been told verbally by our chain of command and our HRO that we can be found
in violation of our employment agreements for not complying with this retroactive
requirement of our emergency essential classification. This could entail being
terminated outright, or being forced to leave our overseas assignments at our own
expense. This could easily cost us $20,000 each.

We submitted letters to our chain of command (28 July 1999) and HRO (3 August 1999)

L] -
MDan

A ‘j‘ DAL o 1 1 Unreasonadie regoactowy B men

We stand ready to continue our obligation to support our national defense overseas—
without participating in the AVIP program. We remain ready to enter high threat aress,
but without this vaccine. Until last week, nobady in our command had ever 3

our shot records before sending us anywhere. Bach of us is a seasoned global traveler—
combined we have 71 years of federal service—and we have always taken responsibility
for obtaining our own inoculations.

P i \VIP. Indeed,

Avg?&mum qu:trfmaﬂe e porc et ikt
to ing a AVIP a retroactive 3 our
g:pmn‘hﬂilyofdhdpﬁnuylﬁonhdmhm

mmmmdthenhddinsmu

We respectfully request any assistance or guidance which can be provided by your office
a5 soon as possible. You have our permission to initiate an inquiry on our behalf. Dueto
the nature of our work, we conld be required to travel to the AVIP-
countries at any time. We have provided faithful service to the US Navy and
do not want to be forcad to choose between our careers and our health.
gglmwmmmsmdﬁmummﬁewﬂdwhommm

Respectfully,
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DOD CIVILIAN EMPLOYEE OVERSEAS
EMERGENCY - ESSENTIAL POSITION AGREEMENT
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- s ;
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JUL 13 1999
Wl Gramm '
Texas .-

United States Senate

MEMORANDUM  crom @ 0 o0

. =l
L1 I ey 30
N

Date: UU!_ 67 1999

Office of the Assistant Secretary
for Legislative Affairs
Department of Defense
The Pentagen, Room 3E966 '
Washingten, DC 20301

A constituent has sent the enclosed
communication. A responsoe which
addresses hisfher concerns would be
appreciated.

Please send your response to the
following address:

ATTEAYTI L L et el e Gl 0 e e

Cffice of Senator Phil Gramm :
2323 Bryan Street, #2150 =
Dalias, Texas 75201

Attention: SHANNON SUMMERS
{214) 767-5217 o
(214) 767-8754 {fax) ;

v11173 /99
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Author:
Date: 6/21/99 4:05 AM
Subiect: My Son in The Mzxires

at Internet

Fr
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Senator Gramm:

Mr. Gramm thank you for attending to my letter. We appreciate your many yeaxs
of service to our Great Country. My son ifh . | has just
started his Marine boot camp training in San Diego. He graduated High School
as a member of the National Honor Society. He also is one of the top drummers
in the State of Texas. He chose to join the Marines after auditicning and
getting accepted into the Marine Band. This is no small feat for any music
student especially just out of High School, but I do have an exceptional son.
He scored above the perfect score cf 99 on the enlistment test. His love for
his Country is also great. He has been involved politically in his High
School, was president of the Band Council, and is also a staunch Republican. He
has probably supported and spoke cut for the Republican cause more than any
other student in his school. I say this just to give you some background on
one of my reasons for writing. I heard in the news the other day that a Marine
was dishonorably discharged for refusing to take a anthrax vaccine. This got
my attention. If someone would ruin their career for such a cause is there
reason to be alarmed? Has there been enough research on this vaccine to prove
that there will be no side effects? Or, is the government using our countries
finest men and women as guinea pigs? I for one find it hard to trust our
Government. With the President talking about "Doing the right thing" all the
time but proving by his actions his real intentions are rarely there and more
often cloaked in self service. His disdain for our safety and well being I
believe could be catastrophic, and when the details of this Chinese espionage
unfold, it would not surprise me at all if his name becomes synonymous with
EBenedict Arnold. These are my own personal feelings, not of anger, but alarm
that our great country could ke led into diaster. If we allow our military to
be used as a testing ground and it is made to be vulnerable, then we as a
nation could be a target for attack. I am also concerned as a parent for my
sons well being. Please check into this and share your information and insite
with us. I would also appreciate if you would put my son on your mailing list.
His address is:

I will also be sending similar letters to Senator Kay Bailey Hutchison and
Representative Ralph Hall. Thank you for your time.

Sincerely,

Sincerely,
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COMMITTEE ON COMMERCE .»ul 8 u

e Congress of the AHiced ,%tatza

HEALTH AND EMNVIRONMENT
Rouse of Representatioes

CVERSIGHT AND INVESTIGATIONS

COMM!ITTEE ON THE JUDICIARY mﬂﬁhlnﬂtﬂﬂ ! E¢ 205]5_420?
July 14,1999
Secretary of Defense
William Cohen
1000 Defense
The Pentagon

Washington, DC 20301-1000

Dear Secretary Cohen,

I recently heard from one of my constituents, (b)(6)
expressing his concerns over the anthrax vaccine.

f[\ 'n((.

, who was

WASHINGTON OFFICE;

408 CANNCN HOUSE OFFICE BUILDING
WASHINGTON, DT 208184207
207-224-1811
T pliwener, N Osus 8.g Ol ymmt

DeSTRICT OFF CES:
330 N SECOND 5T, 8UITE 1
CLARKSVILLE, TN 27040-321¢C

9$31-503-039°

5808 SHELHY OAKS DRIVE
BUITE 213
MEMPHES, Trd 35134
0-J82-B811

83011 SOLT~ GARDEN 5T,
CO_UMBIA, TN 35401
521-3681-8100

I have enclosed a copy of his letter to me and my reply for your information; no

reply is necessary.
Thank you for your attention to the concerns of my constituents.

Sincerely,

Ed Bryant, M.C.
EGB:als

Enclosure

ylis504 /99
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COMMITTEE ON COMMERCE 2032011
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B g Congress of the Wnited States ——

HEALTH AND ENVIRONMENT IO M. SECOND ST, SUITE 1Y

vt s e 3ouse of Representatioes “::E":
SRR Aashington, DC 205154207 VL

e

#10'7 SOUTH GARDEN ST,

June 29, 1999 COLUMBIA, TN 38401

Dear (56}

Thank you for contacting me with your concerns over the anthrax vaccine. I appreciate
your taking the time to reach me, and I enjoy hearing your views.

I can certainly understand your position on this issue, and I think you make some good
points. You are naturally concerned for the health and safety of military personnel, and want to
protect our service members from serving as guinea pigs. On your behalf, I have shared your
concems with the Secretary of Defense, so that he can have the benefit of your views on this
matter. [ will be sure to share his response with you.

Again, thank you for contacting me. Please continue to keep in touch. Ilook forward to

hearing from you again.

Sincerely,

Ed Bryant, M.C.
EB:als

PRINTED OM MCYCLID PAPER




(b))

From: writerep

Sent: Thursd% June 17, 1999 11:04 PM
To: TNO7, R

Subject: WrileRep Responses

DATE: June 17, 1998 9:58 PM
DATE: June 17, 1999 ¢
womI@@

EMAIL (BYE

EMAILIDYG)

Message:

In regards to the service members refusing to take the Anthrax vaccination. If | were still on active duty | would
refuse to take it myself, | believe in servi my country and putting my life on the line. However, | dont believe our
service members should be guinea pigs. Please do something to intervene on their behalf. Thanks.

(b)(6)

Page 1
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 EDBRYANT RELA Y

7TH DISTRICT, TENNE 55EE

COMMITTEE ON COMMERCE \99: Ju'- ‘. 9
ey Congress of the Anited States
S Housc of Representatioes
AWashington, BC 20515-4207

COMMITTEE ON THE JUDICIARY

July 15, 1999
The Honorable William Cohen
Secretary '
United States Department of Defense
The Pentagon
Washington, DC 20301

Dear Secretary Cohen:

I recently heard from one of my constituents, (b)(©)
concerns about an anthrax vaccine.

WASHINGTON OFFCE

€08 CANNON HOUSE OFFICE BUILDING

WASHINGTON, DC 208154207
W0i-228-20M1
hitpHvrww housa govibryant

DISTRICT OFFICES:
320 N. SECONC §T,, BUITE 1114
CLARKSVILLE. TN 37040-3210
931-503-0391

5906 SHELEY OAKE DAVE
SUITE 213
MEMPHIS, TN 3574
BO1-382-561)

B10Yz STUTH GARDEN 57,
COLUMBIA, TN 38401
#31-331-8100

osmwrW

JUL 2 ¢ 1993
regarding his

I have enclosed a copy of his letter to me for your information. I would appreciate it if

you could address his concems in your response to my Washington, D.C. office.

Thank you for your attention to the concerns of my constituent.

Sincerely,

Ed Bryant, M.C.

EGB:eog
enclosure

PRINTED ON HECYCLED PAPER
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Calonel Herhert St with

s polater, Ravan, 21 home
©n lamsyitls, Maryland.

A tormar Green Beset,
ke can gaw Daeesy wath.

THE PENTAGON'S TOXIC SECRET
Thousands of American velerans suffer
from debilitating Gulf War-related illncsses.
But the oryzins have remained a mystery.

A crusading molecular biologist and internal
mililary documents now suggesl a
shocking scenarior the Penlagon’s possible

st on s own soldiers of an illicit and
secrel anthray vaceime

BY GARY MATSUMOTO
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eitc athlcic iie once waa, Dr. Smith, 32
years oid, 18 also Colunel Swiith, Green
Brrot Tlis subordinstes nickhamed him
“Buper Troopsen” in deferenee t¢ his gung-
ho wutuge and his once Olympisn phys-
ique. When he enfered airborne schon!
a Fort Benning in April 1966 he set ont
te be Mo | in a claxs of 637 by bailing
his drill instructers (o drive him harder
than the oihiers. ¥So, they targetad me. ]
musti've donc a thousand push-ups & day.

- But ) know it way ol 2 game. | never gor

mad, never lnst my cool. There were ¥
cuuple of navy SEALs there. They were

vesligated his condilion—without suceess.
In Qctober 1991 he lelt active duly, but
continued to see physicians al the Walter
Reed Army Mcdical Canier in Washing-
ton, DLC, He diin’t regard the problom
an sericus witil the seipurss started. Not
prand mal, fallbos-the-lloar, fonm-ul-ihe-
mouth scigures, but complea partial ones,
in which he 2ppeared 10 be functioning
normally but wys actually on autopilet,
wilhout swareness of what hie was doing.
* skipped periods of time,” he expluins.
“1 wag in 3 car driving lowards Balimore
o 170, and the aexi thing [ kiow, F'm

thoory, stifl unproven, hlames the sya-
drome on low=lase exposures o chamion)-
weapons fullaul,

Aboul 40,000 velerans have regisizred
with the Depaﬁmuni of Deferxe’s Com-
prehensive Clinica! Evnluation Program
{CCER) Ior Gull War Sinesses; another
76,000 or 50 nrc iallied by e VA, A
CCEF wpoktsperson suys the numbers
do nol overiap; ic. lhe tola] number of
10000 w 15,000 is accurate. OF thess,
18,000 are undtiagnosed, and are maredy he.
ing weated for their symploms. To dute, (he
federal governument has sponsared 144t or

“ doctor there accused me of bleeding myself to fake anemia,” says Colanel Smith.

prelly tough puys. Dat they weomen't as

wough ss me” Umit 1951, Smith ran PT.
{physical lraining) pragrams; the oncs
back in the 805 were notoriously prueling,
exrping im 2 nickoame: “Dr, Death.”
He spnates at this but is anspologeiic, 1
wore ‘em ino the gmund. In g for way,
MmN in s brutal way"

Today. 4 thick purple welt jus fom
Smul's forehcad-aa ungry hulge from
hairfine 1o brow, Even on perfecily flul
ground, he falls n lod,

he sympoms firet appeured in Janu-
] ary 1991, the same munth. Smith tays,

that he pot his fizst shot of something
that does 1ol sppest on Mt lmmuenies-
tion card of in his records: 3 mysterious
vaceine, described o him only us "VYac
Al e was then m Smxdi Atgbid {raining

" Kuwsiti medical personuel in disasier ro-

lief. Somelimes the pain was sp bad in
its right hand e couldn’t holid 4 (ork at
meals. The neat ime it waouoid be his eft
hund, sever both hands st ihe same tme.
By May his joints ached aml his lymph
notles weee Swollen, snd ke had & fover
asid 2 ced vush on bies chest and legs, ile
was constarily futgued. It hurg 1o walk. &
hurl 1o brush his teeth, Afier the invasion
b warited 10 stay on o help the Kuwaitis
reharkd, but the symploms were golting
warse, dand he had no idea whal was
wrong. He knew ho necded ireamzal
ack in e Staces.

Jemt Mefore e gol on @ Gansport licad-
ue luskse, one of hix medical oilicers, winy
lurd seernt simifnr sympootns in otber soldiess,
cume up w lioy and suid, "When you get
o, chigek out Uw vaceies, | lkink
you'we gl o prablime weh them Smith
ot weched vacainations By bopetsis aad
whimre, auil 3 sccond shal ol Vac A,
which wis eilered o kis revinds op Feb
roany 14 1991

ek w Forl Mausle, Snth way paven
o shesko ol while the oty sdoviors -
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outsicle of “’ashinm. P.C.on 1-95, and
P've got no clue how [ got there”

Onc night, his wors(, Sinth berame
complewely disoricnted. “[ had blacked
gut for an hour, hour and a haif. { had 1o
zall my wilt on the hone o find my way
Rome. | wus probahly 29 miles away. [
wis wi crnotiona! mess because by then 1
had 10 admil t© myselt’ that semsihing
wag wrong with me”

By this time Smith was scoing IPr. Mi-
chacl Roy, dn internist &t Walter Reod,
Roy disgnosed Smith's condition as “se-
mutization disarder,” & psychosomutic ill-
ness in which & paticnt becomes w0 obe
seesed with uh imopinary disgase thal be
hepina to exlibit il symptoms,

SR efperieRcing mysierious symploms.

1n Jate 199] and serly 1992, some (rom
a teserve unk o Indiana's Ford Henjomin
Husrisou reputtud sick with # consteliation
of symptoms that have since been assock
ated with Gulf War syndrome: joinl pain,
tieagaches, futigue, memory losi, amt rashet.
Resorviss it Quorgia and Ababamz made
similar compliinis. Wilitary ducios mostly
divmivsed e symploms s psychosamatic
af siressrelaled, As the number of propic
slfected bepap o grow, seveszl goveru-
ment udicy were coarmissioned, incuding
thost of the Presidential Advisiny Com-
mitter on Gadl War Veierans' Hingsses, the
Tpstitute of Mcodicipe, und the Senule
Commitice on Votarans® Affurs, By 1996
alt of them had cuncluded thae there was
uo single disease Out could account far

s niith was nat the enly Crull War veter-

all the clifferent symptoms assacsted wild -

Gull” Wae syodcome, The Depanmem ol
Defense hus examingl ot dsast 20 puxstble
halth higants, including pyridest gimine
brsmids (1B ] pills wiken by the Gall War
s e beip pratenl st chomical
warfag, e inseat nepellent L1LEE and vris
ous pesticide wad by (he soldras, aned
Kttt otblire saolee, A Tl sepoited

Lk SST VLY
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so related rescarch progranu, axploring
everything ftom microwaves (o biologicat
weapons. which have beea funded &t & cost
Io the (axpaer of more than $13¢ nulfion.

clone! Smith is ous of ihe highestranking

officers on [ull Sisadility for Gulf Wir

syndrome, He believes be might have
never known the nature of his iflrens had it
ot been for the efforts of Dr. Pamelx Asy,
& Ph.D. malecular bislogint who for the
past five yoars has waged a onc-women
huttle with the Pentagon ower the dingansis
aof Gulf Wur syndrome und lIs cause., She
has condueted her own research withoul 2
penny frosm the goveramant or any olber
berzlacior. Basuse of Aga’ work, Colopel
Smith bhas become more than & poster boy
for 3 public-healt disuster. Ase Drelioves
that i Smilh's blond there is evidence thet
sy hufd the answer 1o why so many veter-
ans of the Gull War are sick,

Vanity Fofe by uncoversd military doc-
vinents that show the Department of De-
Eensc made phis to run 2 clandestine tris]
of experimental vaccinet and muodicul
products during Desen Shield wnd Desert
Sterm. Mililary physicians called this ef-
fort Vibe Manhxlion Projec.” While muny
nf these vaccines were newer uzed, Mgy
Fair bas found svidence sugpeiling rhat
the Petiiagon miy huve developed 2 mad-
ified version ol it F1.A. licensed anthrax
vaecine during sn operation called “ Praj-
act Budper” (€ Pam Asa is righl, an ex-
pefimental substance [hat couses incur-
bl dissases i leb nnimile was mixed
fiter an oksown nuinber of GO -
WsEnce creling 8 now, unlesied anthiux
vaceine. The nctual agministration of such
a vaceine wnuld have vialaied the H-
point Noremibierg Codhs, which m 1947 e
Labiivhed the condions for experimenty
on humm bengse-the sardinal poitn be:
ing ornwd consent. Speaking for the
lentagan, Dr. Ronald R, Blanck, 3 throes
stur geoeral iy e arayd medical com-
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" mand, denics that wny of this look phee.

“Absolutely noL™ lix says, 1 will wedi vou
Aot out it wasx’l done”

South in Mam Asa’s azoent, i 1he way

'Ihcrc are echives of the antchellum
she can sueich three syllables put of a

word like "“hey” Her speoch i3 & genteel |

drawl, evoking images of hoopskins, sk
oy, and nugrnwlis Dlotsomz. Ask, 46
vears old and thwe mother of [pur, Tivex in

. Mcmphe:, Tannessec. “A merivan by birth,

southern by the grace of Giod,” she hkes
,to say, vspecially in the prosence of Yan.
kres. Duning the Civil War, Union caval-
rymen arrusid hor great-great-grandinthar
the Reverend John Murmy Roberson lor
refusing to pray for Ahraham Lincuin,
and thep turpesl hie charch, Hunbeille,

Alahama's Gpiseapal Church of the Natv-"

iy, intw « horse stable. Bot though Asa i
fond of making jokes aboul “the War of
Northerss Apgrossien,” she is ne regionul
chauvinist, Membens of her jamily luve
fought in jus sl every Amerivan von-
Micz, fram e Revolutionury War up
through Viemnibn, Fruncis Scon Key, who
wrole 1he words W the nalional anthem, i

“They're not going to equate my son with a lab rat,” says Asa. “It's not right.”

Eadinl F FPASER
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one of her wancestors. Her father retired
from the Murine Corps ax ¥ captain in
the early 1960¢, then worked as o quality-
eomirol director for nasa's Redsione Arse
nal in Huntevitle. Asx's toverenes for the
mililary Lorders on idulatey. “My Buber
tauplie me cver since | can rememnber to
have respeet fin anpone whe serves in the
militury, beczuse they panect us, They're
willing 1o take buliers for us”

[t was palrintism that rpotvaicd Asz W
sprraach he Pentagon in 1994 aboul vac-
cines administored ta the troops fr Dpere-
tion Desert Sioen:. By thea, ihe syriplonty
wlkied to Gulf War syndrome had been
widely publiciaud. They vwere wigue encugh
W paint to anylhing fcom a suoke 1o aller-
Bies 1o mete tension. “lut when these par
ticular sympioms dre taken logstber,” Ass
suys, “they paint o sumloimmune disease” =
WhEL 3 Pereon’s immung Systen pous Buy-
wire and aracks his or her awn body.

Mantly, dociors doa's know whit causes
autgimmune disease. Mzmy victims devel-
up & from unknown cauxcs. Since 1584,
Asw hud been working with e husband,
Kevin—an M.D. cenified i bath imernat
medicine and rheamiolugy - to ireat a

BAD MEDICINE percent of the 118, Tuce serving there).

i el Pamaly Apx-hilds 2 r of Anotirer staring fact pointed to
Y somalene, which she soapects  Ahc vaecitation program. Muay of

o wax added %0 mi¥tary Az Gull War-syndrome patients

B racelios aud is caoakig;  huad oever deployed o the Pensisn

y F (i They hed newr been cxposed
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Eruup of women with such auwcinimune
disedscs 13 thevmatodd acthritis xnd lupus.
Aficr a teries of Indmark jegal cases in
(he early 19905 which zlleged & tetation-
ship between silicnne bream implants and
autoimmune diseasc {the lawsuits put the
muit inanvfcivrer, Now Corning, inw
haaksupiey), % large number of Lhe Asas’
paticats revealed thal Uy hwd roocived
breast imaplunts, Pam Asa became con-
vineed tha silicenc had indueced discascs
such a3 scleroderios and lupus in her pa-
liepts—a conclusion that smbrofied her in
ane of the most eontentious public-heaith
disputiss al the 0. Tt is 1 vicw that has
prapelled hor inlo what promvises 1o 5 din
evien mare beilicost scrp.

Asa suspected (hul (he wvivimmune
ilinexsex showing up in (il War treops
were siso induced by o wxic substance, -
For one lhing, the gender brexkdown of
the viclions was suspicious. Woonen devel
vp autimmune diseases far moce ofien
lhan men do. With Ripus the ratic of B~
muk 10 male sulferen; cin be as great as
14w L But among Chelf War vetsnons the
victims were overwhelmingly male {an
anomsaly only partially cxpiained by the

tact thut women made up a mwere 6.8

to petrolewn fires, chemicalweupons
falloul, pesticides, o Lhe olher sus
pesisd causes of Gulf War syndrome.
But, st says. they shf have one thing
in conymo wilh Uie roops wiue were
uy theater: they had sollest up their
slecver snd potten thelr s,

adjivant. Adjunants ae (oxic Sub-

sances which amke wiecings mon:
sffective by aiiwiluling un cven SiTon-
ger reipune (rom the immune s
e slan 4 virus or bacterion might
an iy awy. In the course of imosti-
giling the possisde connuation be
tweed for eadier pationts’ brest im-
plutts wnd their dllgesses. Az siays
she coune aeenss o confidonid Dow
Cornag docament seswing that Gse
comghiny bl condueied  rosearch
witdy sificane as 3 vwcome miinl 0
1920, The wentr “atiuvant’” coires lrom
the Latis weseed enffaaserr, o aud.” Bt
thre squest Rar s safle, offeother adusant
brag b ke Lhe peediesad ahoiss

I: or As, all of this pointed o an
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quest 1o furp lezd into gold. Adjuvanis
work bocsuse they are toxic, gencrlly tan
tomice, Fighly years of mewewrth hes pre-
duced a pramd intal of one thal | consid-
vred saf for human dse: a salt called alo-
minumm hydroakle, sluo known ys Alum.
Qther adiuvarts kave been tejerterd i85 wo
dangerous; in toals on animals, adivvents
hawe been wed over and over wgun © i
Juce wutorpmune disuse,

A ftess, Asa suspecied sgboiage, “Ii the
vacrine manuiRciuners wers overess, thar
toyaltics could fic chiewlar ar be hought

" lor the right price.” I an ensmy wupicd
underming our fighting forees undetectod,
she zxys, this would be ene way o du it 1
camy ik of u more offective and insidie
aus way W reduce ihe affectiveness of a
military force going into combat. This dis-
risc process sfloms peaple’s minds. Pu-
tients vuffer mood swings, blackouts, and
cognilive diserders where 2 person loses

icals, 1 wasz geling sick erouph where |
cauldn’ sigue with anyonc, As you nu-
ticed,” Smith recadls now, “ihey were k-
ing xhout chemicals, [Former] sonalor Den
Riegle [Democeat, Michigas], his tewn.
and Jay Rackefeller {Demourat, Wesl Vit
ginia] wnd ha teum—they alf suid it was
chemicals,"

Waichting the progsany, Aws noticed (hat
Similks knuckle joints had & periicular
sweliing thal she bud secn bofore. She wis
sonvinczd he had 21 autobnmunc diswise,

Azu decided 1o wack down Colnncl
Smith, “60 Minuter catled me and suidl,
“We gul peopic calling and they wanha
wik o you. ™ suyr Smitl. “And 1 osmicl
'Vine, you know, geest't bother me. et
‘eon cull.” | was geuing peopls calling me
up sod seying, “You've got Lyme diseasc:
you've got chionic Ruligue syndrome; you
need to teke vitnmin C.° They were tryiing
w help, bur they were nuls. When D

helieve the V.A., who will you belicver
And this new doctor sayt, "We'll beline
cithsr N.LH. [Nstional Inslitstes of
Heslihj or Johns Hopkini.'™”

Smith sent hig Iab resulis 1o the NLH.'s
D¢, Johe Klippel, whe had co-edited a
standard medicat-schoal text in this Reld
called Rerumatadogy, “He reviowed the
cute” any Smith, “and he said lhe Asae’
diagnosis was correst, but he enuldnt sce
me, hecause he wasn'l accepting new pa-
tienn.” {Pr. Klippe! could not be reachas
for comment.) Smith then seat his recoeds
to another isading rheumawlogist, Dr.
Michellc Petri of Johms Hopkins Usiver-
sity Medical Schonl. “She caffed me up
and said the Asxy' diagnogis wes correct,
mu she's going {0 have w tun he own
tems {0 confirm this. | guve more blood,
Did a brin scan. And the resulls were
pretty much the seme”

When the Asas rroused Smith fer lupus,

“{ would have declined to give the vaccine. You do not obey an unlawful order.”

the ahality w nead of understand hingunge
or remmember dircutions. This i not what
you wanl 1o see happenng w puople who
handle gunt, bullets, and bombs " Ass
eoniends this “protess” ean develop atto
Fuloiown, demlitaling, and sometinrs Ta-
L aalofpmune disearas such as lupus,
rheumatoid arthritis, aod melliple sckrosis,
in June 1994, Asa phoned Colonal Julin
Derizbaugh of the Peatagon’s Defense Sci
ence Board with her theuty, Dengbaugh
said 1 made & lot of sease, and promiscy
(0 check i o, But e Seence Dound bad
st conspited a repost contiuding that
Thete was 00 porssasive ovidenee™ of Gull
Wat syudrome and 0o giagle cauve of il
wress relutegd (@ servige in the Penion (il
The repart had gone i prass, and no ang
wanted & reopen the inestgaoon. Siil,
Tenzbupygl: coulin' shake 1he Gezling thu
& With $TPOrtam 10 grve Asus thenry 8 dos
r look. In Decanber 1584, e asked her 1o
write @ repon and submit it 1 the Olfice of
the: Astiw Surgeor Germanl, Dertzbaugh even
made a persopisl piteh; be whki the oflice
that Asa’s theory appeoared for Saplain the
paticaly” groblems, an be susderstoad then,
Asu suye she usked she ollice B wiecine
swenpies 1o et froe oF chrge -0 00 andl.

valked it In March 1995 60 Minures

s g osegnaent on Clul)' War syndrome
thit mixede s case ke chenttsl wetpons as
s vz, Promotiag this view wirs pne ol
e wierins whom aewsian GJ Hodky
frlsviewedd, Colonst Hordiert Sorith, ™ We
wose polting Bammmered with o int of nfor-
anaton about us pettan alfectnd by choms

Hcrh Smith didivt csll Vam Asg, She

vatiile s adk
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<alied, | yhought, Well, here’s anothey one
gonna lell me, you know whal Ive gol
and haw o fix it And then she slans alk-
ing and it just makes serise to me” Aboul
i month later, Smah says, B flow o
Momphis 1w be tnested by The Asis.

Alies examinmg Smith, [3r. Kevin Ase
apreed with his wife that the disgross was
sysiemic fupes eryshematoss (5.L.E.).
Physivinns buk a1 Waller Reed balked.
Stnith recalls them proiesting, ™ You can’t
have hipus’ You'ts 1 while male in yuur
5Us. People tike you don't gel natoimmunc
diseases!™ They vefised {0 run their own
wits. Jmith was not surprised af s re-
spunsse from the people whe had boen
telting himm fhat hix problems were all psy-
chological. ] had o doslor thers, v gay
axmed Micksel Roy fmusn, U5 Armyl,
He necuted ma af hictding myscll to fake
my unemis,” says Smuith. “§ huve 2 degree
in chemistry u¢ well as being ¥ dactor of
weistinary sadicine. Anywiy, be says I'm
TRy sarlirt guy. wo §oinest Row how to
sorew wp oy Jub resuks,” (D Roy could
ngl be wached Ry cormmtsil, )

Smith woulde't Jet this insk g,
weats a leller 10 the commanding ganersd,
wnd 1 iodd hioe 1 Bad wp ofticen, & #ajor,
seeuse 3 supesior sfliner, me. o] enndiseq
unbecoming an afficer, and perpury. They
BAVE e (ks mow dodwr, and be Cumes
ue suying, “Well, you know, D1 Roy says
yoree gt A (b preachologiod probloms’
Al | suid, "What ot sll the VA b
ings [which supperied the gondion i
Smith was physiesily HI]Y “The VALY
Flicy’re wrong, They don't khow whi
they i odatap.” 8o § oashed, I yoo won't

e ey
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his pain submded. He could get out of hiy
wheslchair and walk again, pravided he
used cones.

wmet't Golf War-veteran gnpevine,
and others starod o ges in touch
with her, One was Dr Chuules Jacksoa, a
gencrxt prassidoner who used W work ol
the VA hospils) in Tiskeges, Alabamay,
Jukson tok! ber he had hundreds of Guil
War-syntirome patioms; he didn't know
whal 1L wits of how o tre it Asn asked
him 10 run sttadand disgnostic wns ke
auwimmunily. Jackson says the lab vilues
suppestad thal 2 full quarter of his Gulf
War patients had scimmuna problens.
Rt {1 Guill War syndrome s wliuvint-
jnduer! sutatmrenuaity, what i the adjn-
vani? In 1995, Asu gol e clue she sought.
An officil with the Senate Commilies on
Veterima® AlTwies inteaduced her to » pa-
tient who hadl volunteared for o NIH,
experinchlaHierpes-vacding trisl The pidient
complsined of cluanie fdigue, mussle uwnd
joinl pale, henttaches, and phorasensitive
cashes—the szine haseline symipioIns &% i
Gulf War syndrome. She wiao hud arthrifia
und other wuyloimmune disorders, diag-
soserl through b tesis, Bt this peticutar
paticnt had nuever reqeived the horpes we-
ciee. She'd Beest inkcied witl: a placebn, @
sirgle shol uf 8 compound caflod MISSE,
which captained 2 adjovars that Is uch
strovger than atin: squalene, Tihis was in
1900, the ssme yrar as 1eser Swom, At
discovercd Froam published svientific papets
13 wquleng was d culting-edge adjuvant
wad in ot kst thee eaperimeats] vooings

w ord sboul Asa bud sprejd an the In-
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in the 1990s, These were used in tghtly
contmiled experiments on animuls and
humans, but vaceines coalaining squa-
ke have never been approved by tix
KA lir human wsc.

be found in sebum, sn oily sub-

stance seereted by The huroen sehs-
coous glands, Conimereial sguslene &
exicacied from shark Lwvers. Yeu vun
buy it in heslth-Rood stures in capaile
which are purported w haast the -
mune <ysan, It is slvo wied in some
COSMELILY oy o misrizing oil. Squa-
lene manufaciurers say a's safe, upd
it appearm to be when swatlowed or
fubbed on the skin. HGl injecting « s
anolther matics, The adverse affects of
viecines cantaining squalenc hive been
documented in papers published in
such pesr-reviowed stientilic juurmul
3t Yaecine and \he Anned of internal
Medicine. Siuce the 1nid4970s ressarch.
o5 stdying suvimmunity have used
syuilene o induce rtheumatoid arthtie
s and a multiple-selorosis-iike discuse
culled mperimemal diorgic encephale-
wivelitis {E.ALL} in ts. Like cvery
other ofl Bused sdjuvant wer coneacied,
squalene i3 apparently unsafe,

Squnlcnc is o lipid, or fa1, that can

SWAN'S WY

Yef] Swexn with s smastif,
Eoh, s fuaiper, By

Kaugrdnes, March 1999,

ary declor 4ok b he

“wannan o nghat place”

e ot Gl Wear il s

.

“For almost 20 years | held a top-secret clearance. Suddenly I'm psychotic?” says Swan.

A theurnaolopist who conducts research
irdo adjuvans at the NI H_ disputes the ides
st adfuvas can induce sutormmunc dis-
ease in humans. The sexesrcher. who dJid
not wish o be nemed, culls these alleg
tiens “funk scwnee.” 1de admis that squo-
iene can maloce cheumatord acditig, but gl
lexxs (hat 1 does so only in one species of
ral. Pubhshed sciznbfic studics, huwever,
shew that squakene has been linked 10 the
development of suoimmume disesse in iz,
miee, and mgcdtle monkeys. When asked
il hue thinks the FT3A, will ever approwe
s lone ux e uluvark, the NLH. resenncher
suyd wo. " Ihe FIDA has not bad & ek
secard of spproving oit-bused widjuvants,”

Rescareh with squadens hes heen slone
it Stoekholm’s Karukuska Instinle, whjclt
namey e Boslivs for e Nobel Prize in
Medivine cach yoar L. Lars Kisreskop,
a rheunainlogist sl the afftliaed hospital,
cancurs tha compounds with squalisne
cualel Be dangerols o nwmans, i {rue
thaat adpavitaze eun. in chese axperiientd
nsbels, COm @ potentid aldonaun e
actisn that &5 wifierwse sob pathoyenw
top puchesstic e foncons, i
is troe an expenments] anunals, Whether
B o true o hinans, we doomad tesily
know, Hu we baaeve il s s Wiere

1A TY tae
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the evenl oreurs in reatity very much Je-
pendls on the genetic dickground.”

suegeon pencral e wpor Derzhaugh
tud asked her (0w, In responss, thy
Depuament of Thelnse m Maucth 1590 pub-
lished o ruport on the Interner. refuling her
theory walioUi sver putling i (o (he (et A
tetter y the commender of the LXK, Army
Medical Research and Muieriel ommand
fromy Dr, Waller Brindt, wha warks for the
Scienee Applications interpaticual Corpo-
eation, & Pentsgrn vondratior, suRiharized
the army's coitique of Asu’s thoory, claiar
g 1hat the only adjuvani the military
used! k1 \wiecines wis wlum, [e alse crit-
cized Asds usc of Ui phrase “human ad-
juving diseaye” (1AL B lorm wsed By
Japuneve doctors in e 19605 to deserihe
iommmune prabloms in women who ltid
received silizome inections o enlavgs their
Breasis. Brandls letter smid. “Thy term
wie coinged 30 ponss o and i gonernlly
nel el by tiesl informed pliysiciins s
din. .. Fhert is similanty boween 11403
it & A War Syedronne @ ddr syRphoni
whwy, Huwewer, e devadupioest of symp
wurs i [LADY regures wars, nol months ™
Abter the Ierc repors Castie @, Asics

|r1 early 1995, Asa submilied to the army

ACAETTF.A 0 AN 0T

wutia) (rustration with (he army’s ook of e
spante wrned (o wnger. “Adjuvang discase
doesr't take yours 10 Cresle symplom,”
Asa guys, “Angd | wrote them sboul stjut-
jene and they hardly mentioned s word
about it.” Recendly, Dr. Brandl cxplained
le: Mmity Fair, “The pesence of syualeue
of squalene sntibodies in blood sampies
would seemn o he & aslural vueurrence
ahd nol s indicator of sdjuvain injection.”
According to Dr. Robert Garry, 4 profes
sor of microbiclogy at Tulanc University
Schoul of Mcdicine who works with As,
this coniradicts the lundamenta] delinition
of autoimmunily. "IF vt were {rue, we'd
have aniboddies 1o afl (he proteing, oll the
tissucs in cur bodics. amui 1the immune sy
torn wonlds's Function a all™ he says,

In Awgmsst 1997, Vicr Adaural Harid
M. Kaenig. then the surgeon geaesal of the
mavy, witne 1Tt the sy “hits wsed sgua-
lene as a0 ajtovasl in several expcnimenta
vaveeities o (e pust fen g
Miditary members wits sereed in e ey
sian Gl oveived standacd vucdings, B
censed by the V1A, with o cxweption
fhopinum tosodd, which approzinadely
SO0 mogyx recema], .. Neptakone Wi 061
a conponent of any YRcouis DIt giwn”

0 June 1996, afer depving for yeues

Ay e
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Ehal Iraq had ever forwerd-deployed chem-
ical weapons during Desers Stormy, the Do
fense Depanment admined thiut the US,
had destroyed a lage cache af chemical
munituns a the Khamisiyah depol in Iy
in March 1991, Using only limited data on
weather and delonution patierns, in {997
the D.O.D. and CLA. reicased computer
modelr of a toxic plume emunating from
Kharmisiyah. walting downwind and pos-
sibly coneamningting 108.000 Iroops—by
remarksble coinzidence the approxinvate
number of veferans who 2 the time were
believed 1o be sick, (In Sepember 1998,
aller conducting itx uwn study, the Senxte
Tormnitiee on Veirany' Alairs would cen-
surc both the DG, and CLA for Tsuly
amddydis and for tending ktters w Gull War
veis suggesting . without aflicien evidfence
~that Guil War symimine may have been
dut: 1i felloul fom Khamishah,}

The Khamisivah computer motdals wers
suspect, but the spie was cflective. The
C.1A prodinced erimvalicns were pined and
replityed v ledevisian news shows. Almost
overnight, ehemicalweapons conturnination
became the conventionul wisdomn on the

to the region. Yet aveording 10 US. do-
fensc inlelligenue docusments, there are oo
reports of Gull Wer syndrome aniong the
Kuwaitis or Israelis. The Egyplians, whe
eontrlbuicd aome 40,000 tmops to the
coalitien foree, don't have it; neither do
e Trench or Ihe Belgians, All of them
senl oops. Amoiher cohart of people
who do not significently report cases arc
the journalists whe covorcd 1he war, my-
sell included. These groups ofl have ul
least one hing in caminaon: they did mat
receive shotx for biologicabwarfare agenty.
Retired air foree master sergeant Je{Trey
Swan, 41, says he gox his shois ot Fort
Balveir in Virpinia somziime atound March
1991, Only one of the veccines he mceived
was idemtificd {smallpux). so e doesn’t
knnw which oihtr shows he war actually
*given. Betnuse Swan speake Arabic, French,
and Cireek, te zir boree scnl him w Egypt
im April 1991 10 sorwe g3 3 Maison with the
Eqyptian military. Aboy! four moiths luter
the tremors staned, which made gm kook
us though te were sulferiog from uo glee-
holes DT, He developed joint and mus-
cle pain and cxpericnwed seizures similur

then svervhody would know 1wl the tick-
ness conjdn’t be due 1 chemical weapons.
We're (e prool” According 1o Asn's reade
ing of Sean’s b taa1s, Swan has hupus. He
s 8 VA, rhieamatslogint also told him
that he may have atypics! lupus, bul Gt it
would luke more time o confirm the dlag-
nosis, Asu Iuas evied Swan +2 positive Sor
wuakens on a sealc of 4,

n eaidy 1997 Asa bought 200 milliliters

of squalent from Acrns Orpanics o

Geel, Belgium. She developed a scratch
tex! &y messurs sensitivity (o the sub-
stance. Al 10 of her Gu¥ War palients were
“rzaciive.” Some suffersd symptoms such
&1 rashou or swelling at the injection sile,
She ulso woyied 3 conirel group of healthy
patients who had npever ken mikrary vac-
cines, nunc of Lhem rtecled. Still Ass
dign't bave her evidence. The scraich test
Krdicale] exposure, hur dida’l prove squa-
lene had heen injected.

Around this time, A teamed up with
Roben Garry st Tulkne University. Garry
arxl the universily received 2 (1S, patent in
1997 for an asnay that could detect anti-

“All [ know is, my son and other people are getting sick after getting the anthrax shets.”

cause of Gull War syndrome. Szddam did
it. sort of. So i the wind. And muybe army
enginesss should have laken more precu-
titms, As shors in the durk go, this seeted
to maks scnsc. The appearsnce that the
Penisgon and C.LA. had discloscd s pos-
sible coveraip et the idea cradibifty,

wled aid mioved o the direclion the
Deragons sakl L did, eneetping 10,000
taops wilh mintte dases of nerve agent, the
lheary collapses on stveis! points with re-
end 1o atosmemune discase. Finsl, the symps
loms den't maleh: the clleds of ehemical
weupons- seule bigadachke, uausea, shrink-
age ol the pupils w0 pigoines, and musele
purslysig—are well docwrnented. In more
thsn 50 yeam of dala on nerwe gaws, pub-
Belied sinee the Naziy invenlod e hemical
weanpans surlls smi samoan, there 't & sin-
gle nxonlal inslance of ¥ nerve sprnl ceos
H1g AWGImIME SYmpieme or diseises.
Second, votcrans suflering from the
symploms of Gull War syndrome wiio
never deploved 1o the Galfl vould mot have
teen exposed 10 chembushwoapons Bllowl,
or say olher (oxi wpent 0 the rcgion,
Somu of M weterang never lefl he Limited
States; sone wead fo other couotvies, sugh
as Ligypt. Tlese vowerns digd ool fake 1B,
pills, Morcover, Dad clemical weapowus
cawied il War symdrome, anc woukd cxe
pect o sew il snong these who are native

B ut even if A texiz plume had aclually ex

| vameer 4
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10 Smiths. In [996, back home in Tum-
worlls, New Mampshire, he Roli his ene ac-
celanting wal of control and he slanuncd
o the brakes. But it wusn’t mowing. be
wis perked il 4 shopping cemer.

Swan’s sysnpioms were the samc os i
of wierans who had Gull War syndrema,
but & V.A. physicia refiascd to put him m
Ihe government rgisiry lor il, “Iie told me
that § had Gulf War ilneyy, bt e couldr’t
write 1hal in the reoords, bezaimse [ hadn'l
beon sdepluyed there, T wasn't i ihe nght
plaee, So he wiote ‘undingnwad e,
Ade-farce physiciuny have Hsied Swan’s
mroblem 2y “Msjor Depression with psy-
chotie lestgres” “Hor almost 0 yoans {
helil & top-seerst security clesrmance.” Swaun
says, "On my medical chart {hore was 8
big red-andwhite slicker Thed said, "stiNst-
uve bungs” T oever bl a dovux or den-
{iR once nole anything suspicious wboat
my heluvion. Any hint of invtebtity bad w
he repored imnedisiely. . .. Aiything thut
might wffect nyy perbwmmanee bt to he -
pore, even & eapoondul of codeine. Sud-
denly P'm psychodc?

Swan thinks he kncows why he it other
vererins have epconiered this pencha o
exll their problens peychesomatic, i o
pryclistie. “Anyiling | said could be dis
missed. I pol w a poimt where 7 dul’t
ewen heliows 1 was hving these symptoms

- Mt 1 was invagining everything. 1w
werve rewistered for Goll” Wae svidrone,

modies 10 poalymers, of which squalene is
one. Asx sem Gurry an iohial batch of
serum sumples, including one frony the
subjeet who bad volumeersd lor the NILH,
herpey-vdeeine trial. Asz dxda't el {iavry
which polymer he would be eting for, or
which patiepts might huve been expased to
i1, Thix wouid be a Blind study.

When the samsplas all cume back posi-
tive for wniibodies 10 the upknuwn poly-
mes, Gurry repeated the iovtt and pot the
same resulta. He ulso tested frozen serum
wamples frony Gull Wee veterans send «li-
reatly 1o kim in 1993 by Depanment of
Deiense antt YA, researchzis, Ho bud
origineily been asked 10 ¥ the blood for
evidence (hat the petisnis had boon va-
pased to retraviruscs inchuding H.LV,, for
which they were vimually all negative.
Garry gol (hese samples out of cofd sior-
gge and ran the new asiuy v tem. lle
fhad been told that some of the swnples
wrte from hewfthy cuntrol subjects; 110w
69 poreent of 1he samples kested posilive
for antibodies 1o the unknown polymer.

It wix at aboul {his time, Ass suys. that
the phone exlls slured. She wanld gn-
swer the phone, sl ne oo aasweoed bk,
11er phone would ovcusionafly didd 511 by
isell . the middle of the wght. A year
pnd o hall’ carlier, just aler she had sub-
mitted e seport 1o the DO, thee hud
breun tw attempted breukdns A e Iouse,
Ter bashaind opposced any fardlwr inyolve-
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k BUPDEN OF PROVF
by fousor Batkoet Garcy
at Tudany Vgl ersily

corvenod 1he firkt nlecting of the trk
force, which hepnt v dmifl phins w
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“yurge” the production of vaucines for
anthres and hotulonom weths, At the
el paseling, on October 12, e tol-
ing chaimerson, Colone! Guriand Me.
Carly, znd x leam of 13 vider oflicery
b decided 1o give the irak Boce and is
§  enition the cads name Progect Hadyer

Of more (han 16¢ gompanics that
wore ssked 1 make sethrax vaecing,
el b ore said ne, Only LaderiedPmxis
Biojogicals of Prart River, New York,
figned on Under e suptrvision of
Gereral Ronaid R. Manck and Colo-
ae| Harty Dangerfickt, Pruject fadyme
oganized e prockiction of addiikensd
souficax vaccive at Use Natiess! Cancer
Instinate’s Frederox Cancer Reszarch
amd Devciopmen: Cenler, focaled xf
Fort Detvick. Doth Lederie und MC.E
were uplicensed and vnrcgulaiad by
the EDA The plan calied for subcone
tryctocs to ship viccine 0 the only
£.A diconsed  muaubictiny of ane
thex vacting, Midigan Bulagc Prod-
uets {nstimls {now WoPon), w lan
smg, Michigan, for boatling. tabuling.
poteacy testing, and sinnge. This woukd
hove been another deeach of federal
aalaty regulalinhs. As an surier Lask
fixes mems fom October B stazed,

“Our commander told us to destroy everything connecied with the vaceme,” says Dr. Dubay.

eyl wath the Gl Ware wixdrome pa
Tenls alter e Rixrussment begpl. I it was
tieed to 1hiy work. their chifdres conld be
it dungen, he briteved. Bt A persisied,
parily, she s, for the sskty of her chib
dren. Her cldest, Chrls, was in high schocl
and wnukl seon register for the draft,
“They vt ot gaing tu cluake my son with
« fab rat. | don’t cary wheu tha vaceoine s,
I deny core wha they claim its upposed
w0 4o Yo mankind. &'y not gt o sxpent
mes o people, over”

Aasa et Garry morg samples, and by
he fall of 1997, Garry had The sesohs.
Ninciy-leve porcent of Asw's Gall Wy
fyngronee paiems had wsted positive for
atthadies W the umitnown polymer, Col-
omul Nimith wWas positive, The subject Gom
the NALH. vavcine wit) wis positve, 0
iwime sick wiemns who bad never dee
ployed o she Guill Inl whio suid they baed
Reecivsd shois, 10D poreent wome pasiive

i il Asioand Crarry tested some 196
subgectsy. Rl of them consrols, “So win
Wits Lt SuIE? S ankerl Asa,

lagenaletie” xhe sanl

Thiis Wt o Augor quesiing pramswenst.
Wi poilitire sk @ Ssquedene ey,
fa wluck weciie did ey wse it

AT#.iporr0rswns
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invwlet Kuwail, ihere was paipable anx-
ity at the Pamagon over the prospoes thit
Snddany ¥ hugain wight use biclogical weap-
ofts 1o defend his newly smomed forritory.
On August ¥ imelligence ittcecepts of Tragi
military commumicabions mdicsled That
Baghuld had produced npd probubly wesp-
onized G.e., mads suitable for weefirre) queny
dewdly hiulogical agenis, inclading bote-
linuem wain and smbraz. The US. Army
fd been purchrsing small amnunts of vae-
cine fioe Bioth, hol Us Swocks wers woefully
short of what would actually be needed
A hygheranking army sourue confirms that
by August 1998 the Upited States had
sunckpledd besweon TLU00 and 12000 daius
uf anthrat wiccing, We sventuatly deployed
§92000 weaps in the Persian Guil.
Aveenling o decinsaifiod willitery docu
menls. in Appusl 890 the wrmy surpowt
generyt i Mo taw, Geoerd Frank 15 Led-
ford 2re. oodered ¢ o of Joutors apd o-
seqeledrs fone Uhe anng, (M ruvy, amd te
aw forer w0 fem 3 seergt TreSarvice Tosk
Fowew an vacoitvalinns e troops in thiv
Gl O Deoher 9, 1000 in a conferende
roam A e greys Forg Darick in Freder-
wk, Manyhoud, e Defonse Depustinend

ln Augast (990, the month lragf vonps

L A (- I fR-07 0

"N gt be nesed Dl ooy [ other Than
Michigsn will pmduer 2 waccing under @
LMD and nol a Geensed praxdac™ END.
siands for “investigalions] ow drug,” which
fequires wecial spprow! frum e FDA
for use, The amty. 8 the crecutive agot o
the 13ekinme Department’s biotngicak-wurfire
vacins prognan--shoukd have seught G
approval, 1r gid pot, and N.C.L conlims
thit i nevet applied e an LN.D, 1o po>
duce amtfinit wscvine, {WActh-Ayerst [nter
nationul, witkh now pwns Lederfodinesic
could pot he reuchdd for commenty The
FL3.A, . approve all vactines eed
The Linied S and xite Reense the pos
duction siles, military wecines nol excopied
Gienerx] Blanck dispuley this Scenaru un-
cauivocally, *1 huve no krowkdge of any.
budy producing sy anthrax vaccine nther
thun Michigan” he says, “MNubwxly provickd
wy or prodaced uny woeine, hecause the
sy gadard, brodeadly, is wha Riippened.”

Project Baclger hied Bepult phes 1o b
Qifric experimienial wccines on U8
tsaps i e Lol Broject seiopaistsy
ferred fox this endiorvor, pahier porieinh.
nx a “Manheiandie project.” or sply

Hy tic frs week of Detember W0
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“» "Manhadan Projoct” They organized 2

* cragsh program 1 manufecture, ar pur-

Yt

cltase, al feast four cxperimenisl vacceines:
Enierotoxigenic T. Coli. Hepatitis A, Con-
luxin, and Shigeila At least two other ex-
perimental products were uilimately used:
PB. pills 2nd botulinum toxoid vaccine,
fer Soth of which the army reecived from
the FDLA, u waiver of inforined consent,
As for the mysieriouy “Viceine A" var-
inusly viled a5 Vac A, Vac AL or Vac A2
ins the shot records of uigk veterans such

as Colonet Sinith, Jeclassified Defense

Deparement documents identily § 25 an
shrax wnccine. Dr. Gregory Dobay, who
cormanded the 129th Modical Comexny,
4 former Albamy Natonal Guand uait
oul of Mobile, gave thousands of snthrax
weeonations To toopy. He says, “Cach
soidicr had to read 3 clmilicd sheet of in-
slructiony, stating that e, or she, was re
ceiving a secrel shat, and thal this was so
bor reasons of operationnl sceurity. You
dop'l want w e the ememy that youre
geiting protection againgt one of Rit weap-
ots” Dubuy—whe both adminisitred und
ook the vaccinetions  says that he was une
der oniers not to recorl the inoeulalsns
i the soldwers” medical reconds, and thar
the troops were nat given # chince W do

even more compelling reasen 1o enhance
1he vaecine. Two former members of Prog
etl Badger suy the coalition sutpedted
that Irag had engineered a more powerful
antheax bio-weupon. “We were conterned
that Saddum may have made anthrax
rusistant (o penicitlin,” says one, who
dees nol wish to be identtfied. " We know
he had the skills (o do that people wiic
hud wrwined in the Luiied States. who had
she skills W wen the bug inlo 1 resistant
Bug. ... The Briss were [he ongs who gave
us {Be information, seraally. We actuslly
knew wita those people were” The an-
thrux vaceine licensed by the FD.A. buck
i 70 was designed to pratect apains
srthrar germs that ocessionnlly infect
woolsoriers and veiwerinarians., [l was not
known Io he eflective against o binwarfire

. hgent that frag had possibly madc more

ethul, 1l is plausible that the arny
thoupi an experimental anthmy viecinge
wis worth ihe risk, cspeciatly since squa-
lene was conatdered fa be a 3uperior ad-
Jueant, However, this wus o hypothesis,
Adminisiering such a vaccine to the
eops wuull have Been LBunmmiount 10 8
humian experiment. In erder o condnet a
kel trial with squalene, one would hava
1o fie an “investigstionsl new drug” ap-

labs o Ford Duirick, Contracts werd drawn
vp for fiscul yesrs 1992 and 1993, In a se-
cret Pentagan log kept continuously be-
tween Augusy 8, 1990, und Frbruary 7,
1992, there are nusmerous references Lo (he
atmy’s esprnded vaccing-prodkiction pro-
gram, but no Reord of auy desisien o
halt i or 10 sance! the contrael with PR.1L
Chuck Dazey, n spokesmun xt Fort Detrick,
ays that no anthrex vaccing wus over hro-
dueed thraugh he contract,

the Gulf War yre put of the Rockpile

naw being ndmintsieced in the wake
of the D.O.D December 1997 decision
w immunize sl 2.4 million peopie in the
armed services sgsinst autheax, When Feo.
tugon officials eld s press conference
about (he mandetory immunizations last
summes they insised rhat 1here had been
only seven reporicd adverse reudlions
the peardy 180,004 unthrax vaccinations
that the miliary had given in the preced-
ing six months. Bul according lo the
FDLAs Vaceine Advorse Bvenl Reporting
Sysicm, there were gt kast 84 fepoits of
wactions 1o 1he vigeine betwern Sepioy-
ber 2, 1998, and Mawh §, 1999 Acivis
Lori Greenleaf, 3 day-cars provider in

p rasumably, the vaccines made during

“No one in their right mind would volunteer for something like that,” says Jeff Rawls,

cline the shals, "You wene just napched
thiough, =xnd (hal was it ... Then (ur
commander kid u3 o destroy evervihing
conmeciod with n—the emply vials, the
boscy, wnd the package inserty. We buracd
thems all in §5-gzalion steel drums buck he-
hind the tepts.”

The Pentapon stys that 1S0.00D0 Gull
Wer troops received amvhraz inoculaions,
There are no documents availible proving
tiar the wrmy vicd ¥ squalone mljuvant in
the unapproved vaccings, snd the army
haus specifically denicd i, But tha siilf
lewves Agx and Garry with more than 100
sich veterans who had ticly sty and now
test positive {or aniibodics (0 squabenc.

Iy mighl the army have wsed squa-
w lenc instexd af alum, The oaly adju-

vawl zpproved for bunman wae? Probe
ably hecause syaatvte wiy sironger. The
Heensed anthmsx vicvine was relalively
weak, lmunity waatt achivved with ons
shwl. {10k gix shots, admisisaoned over
w period sl I wonidis, then an dnnsaal
bopster, lu 1991, teay of thousands of
LS. troops werived in Sawli Arabiy only
1 monih before the cowlition ey huyan
the ground war. Mosi could gut only ben
shota out of i wxshol feginie: womge
fust gt one. And Uiere was, perhaps, an

| whmete rarx
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plication with the FD A and buve thal
applicution approwed, This did unt hap-
pen. In Ocioher 1997, the Britisl: revealed
theit atempis to hoost Lhe <llicacy of
their wuhrx wecing durfing the Gull
War by using § portussis vacuine ss an
adjuvast. This controverail combimation
had caused xerivus side offects in ant
matls, But Asa believes she has evidence
that the British alsa boostos at least ome
of their vaccines with squalene. In K9%,
shie tosle five Rritish wetcrans sullering
frors symptoms similer © those of Gull
War syndrere. Four wume pusitive for
antibodies 1 syusicne. (The Rrivish Min-
istry of Defonce denies using syualene i
vaceines given (9 Gull War tronps.)
Arcng the (991 coulition ullics, ke
United Sustes, Bruain, Canadu, and the
Crech Republic howe reparted posyible
Gull War- nebaiadd illnesses. OF thess, the
first tluee whnit w0 buskmsdng roops
gzt biologicalwarfere agens.
Prohution of anthrax viteine in un-
Heenseul Jucilitas did not end willy Hw
wir, 00 Aupust 2% 1991, six months after
Trig's surrcader, the aniny supgeon gencrat
upprowd a 3134 million coniraet for u
comipnity valled Program Resources. Tna.
(RR.LL o Nutionel Cancer Instute sab-
canlniclor U matped some of NCLY

* PNy

Morrisen, Colorade, seys thar, based on
her E-mafl, Uiere are 4 f more military
perseancl teponting problems. Greenleal
hepin a grassroak CRONAIRG Agains] man-
ditory anlligex immunizations because
of her 234yeur-old son, Erik Juliug, wha
she says Rt {1l aficr seking the szcond of
sheee anthiax shols in Manch 1998, She is
avampet! with metszget from feaslal en-
listed mien xnd wonmen., Some of them
hawe wlready receiwed their anthrax shots,
“Theyve got mshes, chronic Ltigx, huir

Joss. memary lost, musele and juirs! i,

sumbpess in their extremities.™ Ciceeanleal
34yt she does not know what sn adjuvant
is. and the hus no klea what 41 siling her
son. “All 1 koow is, my son snd many
alher prople are genting sick afler geuing
the anlhrax shots, und it yumdn an awtul
o Jike Galf War syndrome

Two servecenicn who reecived (hstr xae
thtax shele a8l year lave (9510l positive
fir sniihodics o syusdens. One reeeived
wctine from Lot No. FAVO20, the tame
It serled 100 Cheeads anyd Augtradia, The othe
or serviceman receivesd wageing from Lot
N FAYURG. Dodes from Ui Jor werc
alsn sold to Camunta., accordiag i thal
conntys Depiyenr of Nniensl D
ke, There » uo evidence that gwery
o in FAVOZ0 and FAYE3D is voptami.
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natect with syuatene, but the antibodies in

thesc Iwo veteruns sugredl thal anyone im-

mumized from these lots may be playing
“vaccing rodlete” The LLS. has shipped
anitbrax vaccine from other lox to Ger-
many, leracl, and Taiwar,

{ e first cuswally of war is trvth, en the
rulc of Juw is a2 clost vevond. As Ciccro
wrote, “Laws are ilent in ime of war,” (n
the fall of 1990, the Pemagion began petition-
ing \ht FD.A. 10 waive informed-consent
rauinupents on so-calletl invesligational
, new drugs for Lhe Persian Guil This was
un wthical powder keg. In 1947, uncer Lhe
swtherity of the LS. mililary i Nurctn-
herp, Nuzi scicnlisl: and physicians stood
sceused of war comes and crimes against
bumanity for porforming experiments on

prisoners, Seven wore hunged. Following

the irials, (I8, judges deaBed the 10-point
Murzinberg Code, whith was intended ta
govern all Tulure experiments igvolving
buman subjects, The code’s first and hest-
known principle was volumary, informd
consent. Uil the Gull War, the US, mub-
tury had never srgued that there should be
any exceptions, 1o (he end, the [ID.A. de-

cided w granl waivers for BB, ptlts and for
i ey used and as yoi uniicensed vac-
cite: hagulinum wopoid.

In 1994, the Scnaic Veterans' Alfairs
Comntitlce called thia a violatien of
Nuremberg, 1he moral cquivalent of (ke
anmy'% Workl War 11-era mustard-gas tests
oa tipps and il LST experimers in the
305 and 60s. “We'd like to think these
kinds of abuses yre u (hing of the past, b
the kegacy continues,™ szid the commiues
chairnan wt the tinte, Senulor Rockefeller,
“During the Persisn Gulf War, hundreds
of thousands of soldiers were given cpuri-

menlsl vaccincs and drugs .. . theae med- -

ical products could be causing many of
the mysterious flincwcs those vetorans are
now eiperiencing.” Ruckekller could hare-
ly rontain himacll: “The D.0.D.'s failure
to provide medical treatmept or informa-
tion 1 soldiers was unjustiiabk, upethi-
cal, sometimes iflegul, amd causcd unnec
cysary gulfening”

ke was refeming 1o the experimental BB,
15l and bolwlinurm-taacd vaceine, Rocle
feller and fuis sta made oo mentien of un-
approved antheux vaecine, Project Dadger,
or the Versian Gull “Manhatlan Project”

Declassitied documeeis show that De.
Walter Brandt, who heiped organize the In-
ternet report amacking Asaw theorica, way
one of the onginal members of Project Bad-
zee. Dr, Michasi Roy, the phyrician who di-
agnosed Cokoned Smith's llness us psychioso-
matic, abo worked with members of the
tcam in cacly (991 the sme doctoes who
planncd the “Manhalten Project” The Pen-
wgon says that mos of the wnit logs in
which bivksgicabwarfure vaccinations were
recorded ane missing. Wty Reir bws found
un armry Jocumer, showing that at least
some of these reconds were ordered sonl &
the Office of the Surgeon (rencrul. General
fonald Btanck, who Yed the Project Budger
Wixking Grovp on expanded vaccine pro.
duction, i the currert 2nny surgeon peneral,

orne might understund the decirion to
sucekratc vacsine produciion by wmy
means possivke when faced with the
poospeet of biologic! warfare. But D,
Cireg Dubay hehieves he should have been
tald if he was administering ao alercd ver
sion of an existing vaccing, “IF I'd known
it was a vaccing that had been tampered
with iff iU way wmpered with=[ would

Production of anthrax vaccine in unficensed facilities did not end with the Gulf War.

FARAGE'S END
Serpeant JoH Rawls

with his §ather, Baun, at
home by Aea, New York,
Morch 1859, Rl
Wlaess rawscd pad of his
brain kg slisink.

YAl Ty Ak

have declined the orler w give il," he
suys. “You do et obey an unlawhl
ovder. If | knew it was dene clandes-
tinely. anu had solid cvidence, 1 woulkl
have disateyed the ordes. The Hrst
cath of every physiciaa is W do no
farmy. | dom't know any physiclun
wha would purposely do sinnething
kot is traby harmful, unless you're u
Mengele ur somcthing”

A spokownan or BioPort says
porir of Pojea Badger remain classi-
fied. Mentgon afficials deny wsing 4
squakene adjuvant in any Gull War
vaccines ad balk 4l Asa’s alleguion
that same undisgnosed Gull’ War it
nesses are suipimmunc Jiseascs, Can
a subslanes 1that induwces autoimisune
dizenze n a i of o mewse he Janger
ous 1o # hunan beimg? Former Meanine
Coms lank commander Jefl’ Hawls
s 3 wolwion lor the noayers, Rawdy
is a 3 |yenr-pld Gull Wir velerin who
mow lives with his parenls in upse
New York, He lias expericocel severe
shrinkage of part of his brain aod can
bisrely walk. AL +3, T is alnsost oll
e scale lor anlibodies W sqgunlene.
“laject them wilh e swae 1hing and
see whal happens,” Rawls says inoa
sturredd amnl halting wice. " No gne m
their night mind woulkd welunicer or
stmelbing Hie i L
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Congress of the Mnited States

WASHINGTDN OFPICE
408 CANNON HOUSE OFICE BUILDING
WASHINGTON, BC 203 18-
02-22%-28M1
htpcivenw, house.gavbryan|
DISTRICT OFFICES:

AWM. SECOND ST, SUTTE 11y
CLARKSVILLE. TN 3704¢-2210

OVERSIGHT AND INVESTIGATIONS 'H(lllﬁ[ ur‘ RED[‘EBEHI’BHUEB 9315030391
THE JUDICIARY & 5509 w::;:::s DRIVE
COMMITTEE ON Washington, B 205)5—4207 et s
July 7, 1999 e Tl

$31-281-2100

Dearl{(b)(6)"

Thank you for contacting me with your concerns over the anthrax vaccine. I appreciate
your taking the time to reach me, and I enjoy hearing your views.

I can certainly understand your position on this issue, and I think you make some good
points. You are naturally concemed for the health and safety of military personnel, and want to
protect our service members from serving as guinea pigs. On your behalf, I have shared your
concens with the Secretary of Defense, so that he can have the benefit of your views on this
matter. I will be sure to share his response with you.

I have also sent the information you mailed me on this issue to Representative
Christopher Shays, the chairman of the House Committee on Government Reform’s National
Security, Veterans Affairs, and International Relations Subcommittee, so that he will have the
benefit of your input. Representative Shays has held a number of oversight hearings on both
Persian Gulf War illness and the Department of Defense’s Anthrax Vaccine Program; your
information could be of great benefit to him as he further investigates this matter.

Again, thank you for contacting me. Please continue to keep in touch. I look forward to
hearing from you again.

Sincerely,

%\

Ed Bryant, M.C.
EB:als
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' JOHN ELIAS BALDACC!
SECOnD DISTRIET, Mang

COMMITTEE ON AGRICULTURE

COMMITTEE ON TRANSPOATATION
AND INFRASTRUCTURE

. Congress of the Enited States
_ frumeewer fhouse of Representatives

Wagrngton, DC 20518

BAashingtor, BE 20515-1902
(302 225-86305
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12021 2250485 TOD

badIcCi@meQl huuga.gov

Tuly 16, 1999

The Honorable William Cohen
Secretary

U.S. Department of Defense
The Pentagon, Room 3E880
Washington, DC 20301-1000

Dear Mr. Secretary:
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341 10 301440

13
e

1 am writing on behalf of Mr. and Mrs. Robert Johnson, (0)(6)

regarding their son Zachary Johnson who is currently pending court martial for refusing

to submit to the anthrax vaccine. Zachary is currently on board the USS JOHN F. KENNEDY.

Enclosed is a copy of an e-mail [ have received from Mr. and Mrs. Johnson, along with
newspaper articles, expressing specific concerus after having completed research on the subject.
It is my understanding that a pre-trial hearing is scheduled for August 9. Mr. and Mrs. Johnson
are especially concerned that their son’s attorney be allowed to present a defense on his behalf. I
would appreciate your reviewing this matter and providing me with information in order that I

might respond directly to the their concerns in a timely manner.

Thank you for your attention to this matter.

Enclosure
Please Reply to:

Congressman John E. Baldacci
P. O.Box 858

Bangor, Maine 04402-0858

ul1544 /99
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- Zachary Sohnson-Anthrax vascine k =
Subject; Zachary Johnson-Anthrax vaccine l ca_VL
Fll).:u;@;ed, 14 Jul 1999 14:50:33 -0400 A .
m:(h\6) |
To: <baldacci@meldZ.hounse.gov>. <senator@eolling senate. pov>. <olympia@snowe.senate.gov>
CC: "Tohnson, ATAN (HS-113(b)(6)

Desr peaple,

mwnxmmwwaﬁummrumehebwhn%ﬂwmm 's pending court marshal for refusal
t submit to the anthrax vaccine while serving in the U.S. Navy, We were told that sry himself would have to contact
your offica, Since he is on board the U.S. Jobn F. Kannedy, his aaly meaas of communication |s trough o-mail,
apd we understar d that he e-m youhstwnktonkfu'mhe{p.

We have road the military's “position papers” rogarding this issue, and ask that you help us in any way that you can, with

the following in ‘nind:

1. 1t 5 tha: the vaceins thal is curvently being given to personne] is NOT the same vaccing that was approved
b e T70. We e concersed tat Zachisy is being 45ked 1 SEbMD o 8 vaceine thetis nok approved for e by the
general public. .

2. While the mi jeary depies it, there is evidence — that we to find convincing or a least slarming - thattherw isa

corralation betw=eq the use of cermin types of the vacsine and aute-immuns ilinesses .

3}:‘&: sole mac ufscturer of the vaccias is about to go bankrupt snd has been clted for numerous safety and product quality
v ona, '

Zachary has sered throe in the Navy. Ifhe is found guilty of "failure to obey a lawfu] order” , he faces up to six
menths imprisojment and a bad conduet discharge from the Navy.

Wawauldwg'm‘nu.nhewwld.hnﬁn from you about this ixsue, A pre-trial hearing has been scheduled for August 9.

711599 1:45 PM
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Bangor District Office. I'O.Box 358 Bangor, Maine 04402.0858

FROM: - DATE: 7 -F_ 7‘7

Japet Dennis
___ Leonie Mullen
— Doug Dusbar

—_John Ripley

____Sally Polyat ‘\a
___Other

Number of pages (including this cover page): 2

Please respond to this office via:

FAX: 207-942-5907 or VOICE: 207-942-6935

Thank you!
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SUSAN M. COLLINS COMMITTEES:
NMAINE 1 999201 ‘0“00048 GOVERNMENTAL AFFAIRS
HEALTH, EDUCATION, LABOR,
172 RUSSELL SENATE OFFOCE BUILIANG AND PENSIONS
s o SPECIAL COMMITTEE

WASHINGTON, DC 20510 -
s Anited States Senate e
WASHINGTON, DC 20510-1904 0s AGWTW

JUL 2 ¢ 1999

11 Lisbon Street
Lewiston, Maine 04240
(207) 784-6969

July 13, 1999

Mr. Bernard Rostker

Special Assistant for Gulf War Illnesses
1000 Defense Pentagon

Washington, DC 20301-1000

Dear Mr. Rostker:

I am writing to you on behalf of one of Senator Susan Collins’ constituents, (b)(6)

®)6) |

(b)(6)  received a letter from your office approximately two years ago, indicating that
there is a possibility that he may have been exposed to the nerve agents sarin and cyclosarin, To
date, he has not experienced any symptoms which he believes are a result of such an exposure.
Howcvcr has had difficulty obtaining information relevant to his situation and would
like to know how to receive updated information on this subject. Specifically, he would like to
know what symptoms, if any, are being experienced by his fellow Gulf War veterans as a result
of exposure to these nerve agents. Also, is there any evidence indicating the possibility of long-
term effects from this exposure?

Enclosed please find copies of the letter (b)(6) |sent to Senator Collins requesting her
assistance and his privacy form. Thank you for your consideration and the Senator’s office looks
forward to your reply.

With best wishes, I am

Sincerely,

P

Kara Marcoux

Staff Assistant to
Susan M. Collins
United States Senator

Q PRINTED ON RECYCLED PAPER
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Senator Susan Collins
1 City Center
Portland, Maine, 04101

Dear Senator,

[ am writing this letter as a concerned Gulf War veteran. [ am a recipient of a letter dated 27 July 1997
and signed by a Bemnard Rostker at the Office of the Secretary of Defense. The letter indicates that my unit
may have been exposed to low levels of sarin and cyclosarin nerve agents. This is disturbing but not as
disturbing as the reception [ get when trying to obtain more information. When calling the numbers listed
on the letter, to the DoD Comprehensive Clinical Evaluation Program and the Department of Veterans
Affairs Persian Gulf Registry, [ am routinely asked about my symptoms. When [ explain that [ cannot
accurately answer that question due to lack of information | am put into hold/transfer limbo.

I am simply seeking information. The internet is so rife with “conspiracy theory™ websites on this issue
that I cannot determine if any of the information is accurate or not! My concern is simply what are other
| Gulf War vets experiencing? What ARE the symptoms so far exhibited by vets? And what about the
: Pyridostigmine Brornide (PB) tablets and the anthrax vaccine | was compelled to take? How do | ensure
that | will receive information as it becomes available?

Let me make clear that I do not believe that I am suffering from any illness I have contracted during the
Gulf War. However [ am concerned about what sort of long term effects I may experience. And what about
children? 1 do not have any yet, but I need to know what may occur because of the possible exposure to
agents and the drugs and vaccines I took. I realize there may be no conclusive answers yet. How do I getin
the loop so that information gets to me? | have already noted my experience with the Registry.

| know you are a busy person. You are probably not reading this yourself and that is fine. Any
information, or sources where | can obtain information, that your office can provide would be greatly
appreciated.

My thanks to you.

02 JuL 1998
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TEREET Hnited States Senate =

WASHINGTON, DC 20510-1904

To Whom It May Concemn:

In acsordance with__ the reguiremerts of the I’r'va::y Acteofd 074, whirk
protects my records from unauthorized release, I am taking this opportunity to
give U.S. Senator Susan M. Collins and her staff permission to receive

information in my confidential records relative to her inquiry on my behalf,

&% PRINTED ON RECYCLED PAPER




Checklist and Guidance
on Sending "Plums” and “Non-Plume" Letters

1 '/at2ran s unit was on the original plume hst. Veteran was previously sent a “plume letter.”
Action Pravide another copy of the “"plume letter” «f requested.

2 ] Veteransunit was on the onginal plume list. Veteran wasntsent a “plume letter” for some
reason

Action. Provide a copy of the "plume letter' if requested.

3. [0 Veteran documents his/her status as assigned/attached to a unit on the original plume list
Action: Provide a copy of the “plume letter” if requested.

4. [0 Veteran's unit was on the ariginal plurne list, but his unit has been identfied by the S3/G3
Conferences as being outside of the plume.
Action: This situation may arise if someone writes in requesting a copy of their plume
letter — coordinate carefully with CMAT and the PM on the course of action. A possible
response may be to send a copy of ariginal plume letter, but explain that attendees at the
S3/G3 Conferences are analyzing unit locations and his/her status is subject to change --
findings will be released when the analysis is camplete.

5. [0 Veteran's unitwasn't on the original plume list, but his unit has been identified by the
S$3/G3 Conferences as being under the plume.
Action. Explain only that attendees at the S3/G3 Conferences are analyzing unit locations
Findings will be released when the analysis is compiete.

§ ] Veteran's unitwasn't on the original plume list. Veteran was previously sent the “non-
plume’ letter because his unit was inside the 50-kilometer radius.
Action Provide another copy of the "non-plume” letter if requested

7. [} Veteran's unit wasn't on the ariginal plume list, the veteran wasn't ever sent a letter about
the piume, the veteran was outside the 50-kilometer radius. but the veteran asks for
information about the plume. _

Action Explain that if he/she was with the unit at the time, the plume didn't affect himvher.
Dont send a "non-plume” letter.

8 (] Veteran's unitwasn't on the original plume list, the veteran wasn't ever sent a letter about
the plume, the veteran was outside the 50-“ilometer radius, and the veteran hasn't asked
for information about the plume.

Action: Address the veteran's issues and concerns. Don't send a “non plume” letter.

9. D Special circumstances explained in memorandum. \‘2\5

(b)(6)

Comments.: N
1. Fill out this sheet and attach it to alt correspondence pertaining to Gulf War veterans.
2. Unit location data (e.g.. map plots) may be released upon request.

Exposure Letter /Verxsraet
4.33.33
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OFFICE OF THE SECRETARY OF DEFENSE
1000 DEFENSE PENTAGON
WASHINGTON, DC 20301-1000

SPECIAL ASSISTANT
ron
GULF WAR ILLNESSES

Honorable Susan M. Collins AUG 1 8 1999

United States Senate
Washington, D.C. 20510-1904

Dear Senator Collins:

This is in reply to your recent inquiry on behalf of your constituent, i
the Special Assistant to the Deputy Secretary of Defense appointed to oversee the Depmmcnt of
Defense (DoD) investigation of Gulf War illnesses, 1 assure you that we are fully committed to
investigating the events of the Gulf War to understand why many of our Gulf veterans are ill.

- pnmary stated concemn is a need for information. We have two excellent
sources: the GulfLINK web site ( http://www.gulflink osd.mil ) and GulfNEWS, our free, bi-
monthly newsletter. To ensure our findings are readily available 1o the public, we publish all of
our reports and other documents on GulfLINK. The site contains all of the public information
we have collected related to Gulf War ilinesses. We also offer e-mail communications on the

site ( brostker@gwillness.osd.mil ). Th.rough s service we are able to quickly respond to

' asked for a list of symptoms related to nerve agent exposure. There is no set of
symptoms identified for potential low-level exposures to chemical warfare agents. Current
medical evidence indicates that long-term health problems are unlikely. There are several
studies studying the issue funded by the Departments of Defense and Veterans Affairs. The most
common symptoms reported by Gulf War veterans are fatigue, skin rashes, headaches, muscle
aches, joint pains, abdominal pain, diarrhea, hair loss, memory loss, insomnia, depression, and
mental concentration problems. These are symptoms not specifically associated with any single,
possible « cause. I have enclosed some background information about his potential exposure for

is healthy, there is no need to for him to seek medical attention. However, he
is entitled to an examination if he would like one for peace of mind. If he is still on active duty,
active in a Reserve Component, or has retired from the military, he can contact the
Comprehensive Clinical Evaluation Program at (800) 796-9699. If he has separated from the
military, the VA Persian Gulf Registry offers a similar examination; he may schedule by calling
the VA at (800) 749-838 ))  has spoken with both of these agencies previously, but only
with respect to getting information about chemical exposures which they are not set up to
provide. Both programs offer a physical examination and laboratory studies, but he should know
that there are no medical tests to detect if a person was exposed to low-levels of nerve agents
some years ago. There is no charge to the veteran for these programs.

|expressed concern about health problems related to reproduction. On
June 6, 1997, the New England Journal of Medicine provided the results of an epidemiological study

FEDERAL RECYCLING FPROGRAM ﬁ PRINTED ON RECYCLED PAPER | |




of more than 75,000 children of Gulf War veterans and other service members on active duty during
the Gulf War. Evaluating data on all live births at 135 military hospitals in 1991, 1992, and 1993,
this study found no overall increase in birth defects among children of Gulf War veterans. The study
provides strong scientific evidence that the children of Gulf War veterans are not more likely to
suffer birth defects. We believe the work suggests that service in the Gulf War should not affect
family planning or a veteran’s decision on having children. I have enclosed a copy of the study for
your information.

_also expressed concern about the anthrax vaccination he received and the
pyridostigmine bromide tablets he took. Anthrax vaccine was given to a limited number of
service members for protection against biological warfare agent attack. The anthrax vaccine
was then and is still a licensed, commercially-available product with an excellent health record in
more than 30 years of use. Approximately 150,000 Gulf War veterans received at least one dose
of the vaccine.

During Operation Desert Storm, the threat of nerve agent use by Iraq was very high. After
careful deliberation by a specially constituted human-use review committee of the Food and Drug
Administration, it was determined that pyridostigmine bromide could be instrumental in saving the
lives of many service members. Their approval was based on extensive scientific information that
supported the safety and effectiveness of pyridostigmine bromide as a preventive treatment.

Pyridostigmine bromide is not an exotic or experimental drug. The FDA approved it in
1955 for use in treating myasthenia gravis, a neuromuscular disease that causes muscle weakness
and fatigue. However, when approved for use in the Gulf, the approval was s an investigational
new drug — this classification signifies that it had not been formally approved for general
commercial marketing as a nerve agent antidote. Part of our investigation of Gulf War ilinesses
aims to better understand how individuals during the war used the pretreatment drug. We are
also seeking information on how it acted in the presence of other factors to determine if it played
arole in the illnesses experienced by our Gulf War veterans. The Department of Defense is also
supporting research to further evaluate the health effects of pyridostigmine bromide. A number
of research projects are underway and a scientific review of the literature that we commissioned
will be released soon.

I hope this information is useful tg |If he has additional questions he can
contact our office via e-mail at the address above, or call (800) 497-6261 and speak with a
member of my staff. You have my assurance we are doing everything possible to investigate and
explain Gulf War illnesses — we owe it to the brave men and women who served our country.
Unless we understand what went on in the Gulf and what may be making our veterans sick, we
will never be able to make the changes necessary to ensure our forces are protected in the future.

People are our first concem.
Sincerely,
AN

Bemard Rostker

Enclosures
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The Honorable William S. Cohen MAY 24 1999

Secretary

Department of Defense
The Pentagon
Washington, D.C. 20301

DenW%—LQ

As 1 am certain you are aware, there exists a growing concern among our armed services
personne! as to the appropriateness of the Department of Defense's Anthrax Vaccine Immunization
Program (AVIP). These concerns are mirrored by many Members of Congress, of which I am one.

Specifically, anxieties arise over the anthrax vaccine's long term safety as it relates to possible
use of yet-to-be approved adjuvant formulations, and the soundness of its manufacturing process as it
relates to numerous unflattering Food and Drug Administration inspections of the Michigan-based
manufacturer of the vaccine. Giving further credence to service personnel's skepticism with AVIP is
DoD's and the FDA's reluctance to clearly answer these concerns as posed by Government Reform
Subcommittee on National Security, Veteran's Affairs, and International Relations Chairman
Christopher Shays, and other subcommittee members, at several hearings on the vaccine's safety.

Kb)(@ ‘ a constituent, was among those testifying at an April 29 hearing
before the subcommittee. My rural congressional district is home to many armed service personnel who
rely on G.1. Bills and other financial aid generated by their service, and lack the economic resources
required to endure a dishonorable discharge or loss of benefits resulting from their noncompliance with
AVIP. Many feel they must choose between their immediate economic livelihood and their future
quality of liic, wilch -- as subconunittee witnesses have testified -~ could be negatively impacted by
AVIP compliance.

In light of the questions raised by these young service men and women, by congressional
hearings, and by the recent General Accounting Office report which found possible linkage of veterans'
illnesses to vaccine administration, I respectfully request your consideration of administering AVIP on a
voluntary basis -- or perhaps halting AVIP altogether until congressional have ultimately been

addressed.
STATE COLLEGE TTUSVILLE WARREN
1E24 WeeT Colvent AvENUE 116 WEST SPei NG STREET 224 LBERTY Staers 03
StaTE CoLLeae, PA 1680 Trrusviie, PA 16364 Waragn, PA 16365
1814) 238-1776 1814} B27-3985 (814} 726-3970 )
1814} 236-1818 (FAX) i814) B27-7307 (FAX) {814} 726-076p (FAX)
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The Honorable William 8. Cohen
Page 2

We owe, at least, this modest assurance to the brave men and women who serve our nation
everyday. Not doing so may wrongfully obligate them to accept into their bodies a health-detenorating
agent with inadequately proven safety and effectiveness.

Thank you for your time and consideration over this matter. 1 eagerly await your reply.

Sipgerely,

ember of Congress

TEPAlv
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Chvistopher Shays, Connscticut
Chairman
Room B-372 Rayburns Buitding
Washingion, D.C. 20518§
Tel: 202 125-2548
Fax: 202 225-2382
£-Mail: hr.groc@mail.liouse.gov

Statement of Rep. Christopher Shays
March 24, 1999

This moming we begin the Subcommittee’s oversight of the Department of Defense
(DoD) force-wide Anthrax Vaccine Immunization Program (AVIP).

We Begin with questions: Why now? Why this vaccine? Why a mandatory program?
And why would active duty, Reserve and National Guard personnel jeopardize their military
careers, and even their [iberty, rather than take the vaccine?

After what has been described as a multi-year and deliberative, but for the most part
closed process, DoD launched the AVIP in 1997. But anthrax was 2 known threat in the 1991
Gulf War. Vaccine development and acquisition against biological threats have been an explicit
element of U.S. force protection policy since 1993,

Yet only now has anthrax been deemed the preeminent threat requiring this additional
medical force protection measure unique to that single organism. If, as has been argued, it would
be irresponsible, even immoral, not to use the available vaccine, what took so long?

To meet tomorrow’s very real threat of biological weapons cocktails and genetically
altered anthrax strains, DoD selected the vaccine approved by the Food and Drug Administration
(FDA) almost 30 years ago. It has been described as crude and dated medical technology. The

sole production plant is under renovation to address serious fatfures to follow good

manisfacturing practices which in turn can effect vaccine purity, potency and safety. Is that the
best we can do?




Statement of Rep. Christopher Shays
March 24, 1999
Page 2

The missing element of the mandatory anthrax vaccine program is trust. Radiation
testing, Agent Orange, the reckless use of experimental drugs and mysterious Gulf War illnesses
have made military men and women understandably distrustful of the Pentagon on medical
matters. Although DoD appears 10 acknowledge the problem, AVIP brochures and web sites still
seem heavy-handed and one-sided, glossing over legitimate concems about the safety and
efficacy of the vaccine, minimizing adverse reaction reports and blaming the Internet for fanning
dissent.

But it’s what they don't find on the Internet that gives many pause. There are no long
term studies of the anthrax vaccine. Limited use by veterinarians and researchers since 1970
does not provide the statistical weight to project the vaccine’s effects in 2.4 million young men
and women. After vaccinating 150,000 Gulf War troops, DoD had a unique pool of subjects to
study, but due to poor record keeping no large scale research has been conducted.

So those being ordered to take the vaccine face a profoundly personal choice, whether or
not to put something in their bodies they fear may do more harm than good. After military
service, the uniform comes off, but the anthrax vaccine stays with you for life. 1t's just not the
commitment many dedicated men and women made to their country when they volunteered for
military service.

We arrive at this inquiry after traveling a road that began for many veterans in the toxic_
battleficlds of the Gulf War, where they were exposed to multiple vaccines, experimental anti-
nerve agent pills and botulism toxoid vaccine, depleted uranium, low levels of chemical warfare
agents, pesticides, cil fire smoke and more. We will follow it until we are sure medical force
protection means assuring the long term health of U.S. forces not just short-term mission
capability.

Thanks to all our witnesses for being here today. We look forward to your testimony.
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The Honorable William S. Cohen MAY o4 1893
Secretary of Defense

3E880 The Pentagon

Wagshington, D.C. 20301

Dear Secretary Cohen:

I am writing with regard to the health and safety of our men and women in the
military. Specifically, I am concerned about the impact of the required inoculation of the
anthrax veccine upon military personne) in light of disturbing reports that the Department,
in some cases, may be administering non-FDA approved vaccines to military members.

After hearing from & number of my constituents, ] now feel thet I would be failing in
my respansibility if I did not call attention 1o the legitimate questions of safety that
surround the Department’s policy of administering the anthrax vaccination. [ have heard
from too many military officers from the state of North Carolina alone, whose fieroe
loyalty and dedication to this country has forced them to offer their resignation from the
service rather than disobey a direct order to receive a potentially unsafe immunization.

I fully recognize the impertative to provide our men and women in uniform protection
2gainst unconventional threats such as biclogical weapens. However, ] am concerned
that the Department may be moving shead with implementation of an anthrax vaccine
program prior to conducting the ful} range of scientific and medical tesis necessary to
appropriately reduce the risks of unintended health consequences for those required to

recaive the inoculation.

In this regard, [ believe the Department must proceed with maximum caution in light
of its inadequate response to veterans who have contracted serious and debilitating
illnesses as a result of their service to the nation during the Gulf War. In particular, I find
it troubling that the Department of Defense continues fo deny a comelation between
military personnel recefving inoculetions administered by the Departrnent during the
1990-1991 period and such illnesses irrespective of a recently released General
Accounting Office (GAO) report that hes confirmed the presence of the squalene
antibodies in sick veterans. These antibodies have been found in the blood of uniformed
personnel who served overseas as well 1s of those who remained within the continental
United States throughout the conflict,

yo7o0106 /99




Mr. Secretary, | am certain you share my conviction that we, in both the Congress and
Executive Branch, cannot falter in our responsibilitics to ensure the health, safety, and
welfare of those who serve their country in uniform, The GAO report recommended to
Congress that the Department of Defense immediately begin smdying the discovery of
antibodies in the blood of military personnel exhibiting characteristics of so-called Gulf
War Nliness for the presence of squalene anitbodies. I believe the recommendation of the
GAO is sound and I request the Department expeditiously move forward on such
analysis, Additionaily, I urge you to impose 2 moratorium on involuntary anthrax
vaccinations unti] & more thorough examination of the connsction between previous
veccinations and adverse health affects has been completed.

I appreciatc your attention to this critical issue. Ilook forward ta your action and
reply.

Walter B. Jones
Member of Congress
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I'm a tennis fan. I think we’ll start with you, Dr.

Winkenwerder.

STATEMENTS OF WILLIAM WINEKENWERDER, JR., M.D., M.B.A.,
ASSISTANT SECRETARY CF DEFENSE FOR HEALTH AFFAIRS, DEPARTMENT
OF bEFENSE, ACCOMPANIED BY MICHAEL E. KILPATRICK, DEPUTY
DIRECTOR FOR THE DEPLOYMENT HEALTH SUPPORT DIRECTORATE,
DEPARTMENT OF DEFENSE; ROBERT E. ROSWELL, M.D., UNDER
SECRETARY FOR HEALTH, DEPARTMENT OF VETERANS AFFAIRS,
ACCOMPANIED BY X. CRAiG HYAMS, CHIEF CONSULTANT, OCCUPATIONAL

AND ENVIRONMENTAL HEATLTH, DEPARTMENT OF VETERANS AFFAIRS

STATEMENT OF WILLIAM WINKENWERDER, JR.

Dr. WINKENWERDER. Thank you, Mr. Chairman. Mr,
Chairman, members of the subcommittee, thank you for the
opportunity to appear here today. With your permission, I
will suwmarize my written statement. And also with me today
to answer questions, if that ig acceptable to you--.

Mr. SHAYS, That is fine.

Dr. WINKENWERDBR, --is Dr. Michael Kilpatrick, whom

you've already introduced.

I want to begin--. .
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Mr. SHAYS. Let me just ask, can you all hear in the back
of the room? No. I need you to speak up a little louder.
Thank you very much. It is the silver mike that projects
your voice.

Dr. WINKENWERDER. All right. Thank you.

I want to begin by adding my condelences to those of
President Bush and the Secretary of Defense for the families’
of the United States casualties since operations began last
week. Each of you is in our prayers. Our country‘s ultimate
weapon against any enemy is the valor of the men and women in
our armed services who serve the cause of freedom. They
comprise the most powerful force on Earth, and, in this
particular case today, a force for peace and liberation of
the Iragi people.

On behalf of all the men and women in medical service to
our Armed Forces, I want to recognize the cause for which
many have now given their lives and the efforts to ensure the
safety of everyone engaged in this conflict. The courage,
skill and discipline of our military medical personnel is
matched only by the high-quality, swift and effective medical
care that they provide.

You have already seen reports by embedded media ¢f hercic
acts by U.S. Armed Forces medics to save lives; for example,

the MediVac crews and surgical teams that have gone into very

dangerous situations. We can be assured that today such acts
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will continue, and they will continue until our final mission
ig accomplished. In Operation Iragi Freedom we have more
than sufficient capability to move casualties from their
point of wound to any level of care their injuries might
require. We have more than sufficient medical supplies, .
including blood supplies, for all of our troops operatingfzhe
field, and all of this is regulated by an integrated
logistics system in the theatre.

Qur medical and soldiers--ocur medical medics and soldiers
are trained, equipped and prepared to operate in the
contaminated environment, if necessary, with equipment
decontamination and antidotes. We are prepared for what
Saddam Hussein might attempt to deliver to United States
forces.

As the Assistant Secretary ¢f Defense for Health Affairs,
safeguarding the health and safety of our military members is
my highest priority. Our fprce health protection program has
made great strides basedlsn the lesscons leayned from the Gulf
War and subsequent deployments. I believe cur efforts are in
line with your own objectives, as these have been expressed
in public law.

The Department is committed to providing an ongoing
continuum of medical service to service members from entrance
into the military through their separation and as many

transition to the Degpartment of Veterans Affairs after their

MPY
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. 332| service.

333 The vigorous requirements of entrants’ physical exams,

334 | periodic physical examinations, pericdic HIV screening,

335| annual dental examinations, routine physical training and

335| periodic testing and then regular medical record reviews are

337| all part of this continuum.

338 We‘'ve egstablished a comprehensive program to sustain and

33¢9| document cur service members’' health and fitness for duty.

34C| All deploying personnel are required to complete individual

341 predeployment health assessments. These health assessments

342| are coupled with a review of medical and immunizaticn

343! records. We look at whether there is a DNA sample on record,

344| and if a blood serum sample has been drawn within the prior
. 345| 12 months. This information is considered, along with the

146 | availability of personal protective and medical equipment.

347} Predeployment briefings on deployment-specific health threats

348! and countermeasures are alse provided. All personnel

349} complete postdeployment health assessments when they return.
350 Any indication of health concerns results in an

351| individual health review and, if appropriate, referral for
352| further medical evaluation or testing. These health

353 | assessments are Lo be maintained in the individual’'s medical
354 records and centrally in electronic format in the defense

355| medical surveillance system.

ase Additionally, all immunizations are tracked by
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éerVice—specific systems, and the data are fed into a central
database. We’re currently transitioning from paper-based
medical records to automated medical records for patient
encounters and reporting of nonbattle and disease events.

Health care focused on postdeployment health concerns is
available through both military and VA providers who are
using jointly the postdeployment health ¢linical practice
guidelines. These guidelines were designed to ensure that
the medical providers render effective and appropriate
responses to the medical concerns of our deployed service
members and their families upon return.

We’'ve established three deployment health centers. One
focuses on deployment-related health care, one on related
health surveillance, and the third on health research. All
are working towards prevention, treatment and understanding
cf deployment-related health issues.

Desert Shield, Desert Storm taught us knowledge of the
envircnment is vital if we’re to protect the health of cur
gservice members. Today the Army’s Center for Health
Promotion and Preventive Medicine conducts envirocnmental
health assessments that enable intelligence preparation of
the battlefield before and during deployments. Thisg unit
employs equipment to monitor the combat environment, ang it

samples goil, air and water. They also perform extensive

environmental assessments of staging areas and base sites.
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This information is used to make determinations of where we
can safely put our military people. We also archive that
information sc that we can go back amend, look at it later to
evaluate for correlation between an area of known or
suspected exposure and illness that may appear in the future.

In the past few months, we’ve been working to develop and
have implemented a joint medical workstation. Thig is an
important development. We're using a Web-based force health
protection portal to our classified system, and DOD now has
the electronic capability to capture and disseminate
real-time and near real-time information to commanders about
in-theatre medical data, patient status, environmental
hazards, detected exposures and critical logistics
information like blood, beds and eguipment availability.

The transition from paper-based procesgses to automated
systems offers us a much greater opportunity for collecting
and analyzing medical information that is useful in real
time. We proceed with that work with an awareness of
operational security and personal security for our service
mambers whc expect their medical records to remain
confidential.

When we deploy, we bring a formidable medical capability.

Thig includes far-forward surgical care, and we’ve seen this

on the battlefield just in the past few days; medical

evacuation assets, with the ability to provide intensive
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care, ICU caré, ingide an airplané;uand ship-based medical
capabilities.

In the event of a biolegical or chemical attack, we alsc
maintain significant decontamination egquipment and the
ability to treat both chemical and biclogical casualties.
All services have made training improvements, and they’'ve
been significant to do that, to assure that their medical
personnel can work successiully in a contaminated environment
and decontaminate and rapidly evacuate their patients to
safer environments.

Much has been accomplished in the past decade. OQur level
of effort and our capability to protect cur forces is
unprecedented in military history. However, today we face
new and deadly threats and the possibility that a brutal
regime would use chemical or biological weapons.

As military professionals and as health professionals,
we're well aware that war, and particularly this war,
involves real risks, but our message toO you, to our service
members, to their families, to the American pecple is that
we’re. prepared, and we have extraordinary capability to
protect and care for cur people.

Mr. Chairman, I thank you again for inviting me here
today. I’'m pleased to answexr your guestions, and I know
there will be many. Thank you.

Mr. SHAYS. I thank you.

pC
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I'm pretty clear, when we voted cn this law, what that
meant to me. I'm just curiocus to know why we’'re not seeing
it implemented. And, Dr. Winkenwerder, would you kind of
tell me why nct?

Dr. WINKENWERDER. We believe that we are folloﬁing the
law, and that we're doing it in a way that makes sense. As
you read--and I think it is very helpful to read the actual
language of the law here--you note the fact that we’re
required to develop a system to assess the wmedical condition.

I think that’'s the cperative point. It is to understand
what is the basgeline health, and when one is locking at a
young generally healthy populaticon, the most useful
information to ask--or to determine the health of the--the
health status of that individual is a set of questions. I
think, from my experience ag a phyesician, that history-taking

is really the most useful information toc get a picture cf the

health status of the individual, not so much a hands-on-

physical examination. Usually those types of examinations
are of very limited wvalue.

We do perform periedic full physical examinations, along
with the drawing of blood, but it is our view that we are
meeting the letter and the spirit of the law--.

Mr. SHAYS. Let me just tell you, from my standpoint,

you’'re not meeting the letter of the law clearly, and 1 don't

even think you‘re meeting the spirit of the law.
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Sc I'd like to know where it says that this examination

‘should be a self-agsgessment. Where in the law do you read

gelf-assessment?

Dr. WINKENWERDER. Well, it is net only a
self-assessment. There ig a review by a medical provider
with questioning by the medical provider that gets at the
history of the indiwvidual, the medical history of that
individual.

Mr. SHAYS. The challenge that I have is that we’ve had
countless numbers of hearings since Gulf War, because our
fclks came home gick; 125,000 thousand are registered with
the VA out of 700,000, And it started out when we had our
hearings that the government officials would respond and say,
no one came home sick, and our second panel were people who
were gick, and you knew they were sick just looking at them.
And then when you heard their history--s¢ we then reversed
it. So we had them go first énd then had the VA and DOD come.
second and be the second panel.

What I'm struggling with right now is we didn't accept
self-assessment when our VA folks--when our military folks
came back. We gave them a physical. And we didn’t ask them
to £fill out a questionnaire. With we gave them a physical.

I can understand vou’d have them fill out a questionnaire,
but doesn’t the law say that there’s supposed to be a medical

examination?
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Dr. WINKENWERDER. Well, again, medical examination and
physical examination are not synonymous. Some may have read
that to be the same, but as a physician, 1 would say that
they're not the same.

Mr. SHAYS. You know--.

Dr. WINKENWERDER. What we're attempting to do +e-
really--to answer your question, which I think is a very fair
guestion, is to ensure that we have a good baseline of
information for every individual that gives us what we need
to know about the health status of that individual.

Now, I will--I’l]l stop at that. I was going to go into
the issue of the postdeployment.

Mr. SHAYS. Well, I‘m sure you'll have an opportunity.

Let me just say before I recognize Mr. Kucinich that one
of the challenges with the concept of medical examination
versus physical examination is that it reminds me cf what was
alluded to by Mr. Kucinich when we went to DOD and gquestioned
whether our troops had been exposed to chemical weapons, and
we found them using the word, they weren't exposed to
offensive use of chemicals.

And then we had a hearing in which we had a video of the
blowing up of Khamisiyah, and DOD has a press conference on
Friday at 4 o‘clock before our Tuesday hearing to disclose

that our troops were exposed to defensive chemical exposure.

And T just hope we’‘re not getting a play on words here.
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8c at any rate, Mr, Kucinich, foﬁ have the floor.

Mr. KUCINICH. Thank you very much, Mr. Chairman. Again,
I want to thank you for demcnstrating your concern for the
men and women who serve by calling this hearing.

Dr. Winkenwerder, I weould like to ask you about the press
reléase that you issued in January. In it you made a broad
statement. You said the U.S. military 1s prepared to protect
its personnel against the use of biological weapons. That’s
a direct quote. You gtated that, quote, America's trocps are
well trained and protected with a robust multilayered set of
defenses againat bioweapons, unquote.

Now, you s;y the troops are prepared. Does your’
definition of prepared include training in a realistic ‘ |
environment?

Dr. WINKENWERDER. Yes.

Mr. KUCINICH. But, Dr. Winkenwerder, the GRO testified
before thie subcomm;ttee last. fall, guote, no realistic field
exercises for medical personnel of chemical and biological
defense have been conducted. -None. How can you say that
you’'re prepared with no chem-bic field exercisgses for your
medical personnel?

- Dr, WINKENWERDER. That study, -if it is the same one that
I believe you're referring to, was in 2001. That is the time
when that information was collected was approximately 2 vyears

ago. And I gan just tell you that since that time there has

&1 ?L




HGO084 .0€0 PAGE 34

. 666| been an intensive effort to train a large number of people,
6€7| both nonmedical and medical.
668 When 1 took my position about 18 meonths age and then was
6691 before this committee about 14 moniths ago or 13 months age, I
€7C| think, now, I committed to you that this matter of training

671| pecople would be cne of my highest pricrities.

872 Mr. KUCINICH., Thank you.
673 Dr. WINKENWERDER. And let me just say, we issued--.
674 Mr. KUCINICH. Decctor, I’'ve got a guestion here that is a

€75! follow-up, and I appreciate you taking this time to answer

676 the guestion, but I have another question.

677 Dr. WINXENWERDER. Okay.
6§78 Mr. KUCINICH. And that is that are you familiar with the

. 679 war game called Millennium Challenge 20027%
680 Dr. WINKENWERDER. Generally. So yes, I--. :
£81 Mr. KUCINICH. You say we're talking about 2001. Now i

682| ler’'s go to 2002. That was the largest war game in American

683! history, and it was also the most expensive at $250 million.

684} It involved over 13,000 socldiers, sallors, airmen, But when

685} the commander claimed the enemy wanted to simulate the use of
686 | chemical weapons, he was told to disclose his troop locations
€87 | and be destroyed. He told the Army Times that instead of

€B8| testing against the most urgent threats, the game was rigged.

689 Now, how can you say, 2002, that you’re prepared, when from

€90} rhis report realistic field testing had not been done?
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691 Drx. WINKENWERDER. I‘m not geoing te try to speak for our
692 commanders in the field, Army cfficers that planned and
693 conduéted those exercises.

654 Mr. KUCINICH. But how do you answer the question,

€95 though? Do you have an answer to that cuestion?

696 Dr. WINKENWERDER. Well, I can’t answeyr your question,
€97| because I'm not in a position--.

698 Mr. KUCINICH. Let me move on te the next question if you
699! can’'t give me an answeyr.

700 Mr. WINKENWERDER. Well, let me just stay this. I gtand
701| by what I‘'ve said in terms of the preparation of our medical
702] perscnnel to operate in those environments, the preparation
703} and training to care for people, whether there’s been

704| exercises--.

705 Mr. XUCINICH. Doctor, Doctor, with all due respect, you
706 said you stand by what yvou said, but I gave you an example
707| that contradicted what you said, but you still =tood by what
708| you said. Now, I just want that on the record.

709 Does your definitien of "prepared" include providing

710! troope with the minimum level of necessary chem-bio equipment
711] as said by you and the Defense Department?

712 Dr. WINKENWERDER. The minimum level of equipment to

713 | protect people would be part of being prepared, absclutely.
714 Mr. KUCINICH. And in light of all the equipment

715| shortages identified by the GAO, the critical deficiencies




HGO084 .060 PAGE 36

716
717
718
719
720
721
722
723
724
725
126
727
728
729
730
731
732
733
734
735
736
737
738
739

740

identified by the Army audit agency and the false inventories
identified by the inspect general, tell me, Doctor, how can
you assert that you’re prepared?

Dr. WINKENWERDER. The first thing I would say to you is
you‘re bringing up issues that are not directly within my
area of responsibility, but I will tell you, based on my
conversations with other pecple in the Department of Defense
who do have some responsibility in that area, that the
concerne about suits and eguipment have been addressed, and
that there is confidence, a high level of confidence, that
the issues that you refer to have been addressed and that
people believe that we are prepared.

Mr., KUCINICH. Myr. Chairman, thank you. I just want to
conclude with this. HNow, the doctor has sald that the
problem has been fixed, and we were told this as well, and
that‘s why Congresswoman Schakowsky, who was part of our last
committee, wrote to Secretary Rumsfeld and asked him to
certify to Congress that these minimum required levelis of
c¢hem-bioc equipment have been met. She got her answer 3 weeks
before the war, and her answer was no.

Dr. WINKENWERDER. I‘m not sure--I might respond, because
I think this is an impeortant issue.

Mr. SHAYS. Sure. I do want you to respond. And I would

like the gentleman to put on the record the letter. I think

the letter didn’t say no. I think it said they had two
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JSLIST suits, which then you couldliﬁterpret as not meeting
the minimum requirement. The JSLIST suitslhave 30 days each
to them.

Dr. WINKENWERDER. Right.

‘Mr. KUCINICH. Mr. Chairman, here is the letter.

Mr. SHAYS. We’ll put that in the recoxd.

[The information follows:]
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Mr. XUCINICH. Here’s the letter, here’s the response,
and it‘s very clear the answer was no.

My. SHAYS. For the record, since this is soc technical,
find the--where the no is on that letter.

Mr. KUCINICE. The text of this does not answer the
question as far as certificaticn.

Mr. SHAYS. Okay.

Mr. KUCINICH. She asked for certification. If the
Secretary of Defense will not certify that these suits are
okay, the American pecple have a right to know that. The
answey wasg no.

Mr. SHAYS. I got the same letter, and my interpretation
of it was that he was certifying that they weould have--well,
I first have to make sure I have the same letter. I711 look
at it and then--.

Dr. WINKENWERDER. I want to attempt teo answer your
gquestion, even though I want to be clear that the issues
you’re talking about are not within my area of
responsibility, but I don’t want to avoid trying to answer
the issue that is in front of us.

Mr. SHAYS. I realize we have a 5-minute rule, but I will
extend a little more time if a Member, vou know, is nervous
that the answer is a little long. But I don’'t want to have

the answer not be thorough encugh to respond.

Dr. WINKENWERDER. The issue with respect to chemical
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protective suits, I believe you're referring to, is the
number of them, and each service member has been issued at
least two, and I’'m told--the information I have is that each
will have three within a matter of less than a week.

Now, obviously that’s tc reach 100 percent. Sc they’ve
been moving towards that target cbviously for the last
several weeks. 8o the--and then I think there was ancther
issue with some defective suits, and, again, I‘m going to
relate £o yvou my best understanding of that, but my
understanding is that those have been removed from the
inventory, and there was a very deliberate, scrupulous effort
to remove all of those suits, and they are not being used in
this situation today.

Mr. SHBRYS. Well, we'll be here for a bit, sc we can nail
this one down.

Mr. Turner.

Mr. TURNER. Dr. Winkenwerder, I just recently met with
represeniaéivés from tgé 6ﬁic National Guard, and they were
talking to me about the issue of National Guard reservists
that do not have a continuous health care coverage. They

have indicated numbers between 20 and 40 percent of the

regeyvistas do not have continuous health care coverage for

insurance.
To what extent do you have a concern that that might have
an impact on the medical condition of those deployed?
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Dr. WINKENWERDER. If I might just ask you, the 20 to 490
percent, is this without health insurance coverage, and
they're sort of private--.

Mr. TURNER. Cecrrect. Correct.

Dr. WINKENWERDER. My hope is that it would not impact
upon their health status. We do have a check on that,
however, and that is that we require a certain level of
medical readiness before people come on to Active Duty, and
so we would hope tco screen for and identify individuals who
are not medically ready to serve,

Obvicugly the issue of health insurance or the lack
thereof among certain members of the population is an ongoing
problem.

I will say that with respect to caring for National Guard
and reservists and their families, when they come on Active
Duty, they are eligible for the military health system
benefit program, TRICARE. We’ve made--in a change that we
had just 2 weeks ago, made it easier for them to gain
coverage for their families. There had been a glitch in the
system where if a person was living, for example, in one part
of the country and got deployed from another, that because
they weren’t residing with their family--or their family
wasn’'t residing with them, they would not be eligible. We
changed that. They’'re now eligible right then and there.

There was also a hurdle that one had te be activated for 180
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days. We chahged that and said they only need tc be active
for 3¢ days. So all those benefits are commensurate between
reservists and Guard and our ongocing Active Duty.

And we gladly did that. Our reserviste and Guard arxe
playing a very important role in this conflict, and
particularly so in the medical area. So it’'s important that
we take care of them.

Mr. TURNER. Thank you.

Mr. SHAYS. Thank you. I think we will go to Mrs.
Maloney.

Mrs. MALONEY. A few, Mr. Chairman, and I want to be
associated with your comments and those of the panel in
appreciation of our men and women who are serving in the
armed services.

I would like to ask some questions that were raigsed in
this bock, Saddam’s Bowmb Maker. It was written by Khidir
Hamza, who says that he was in charge of Saddam’s efforts to
secure materials from foreign governments to build nuclear
bombs, and he alsc talks about their chemical and biclogical
weapon program. And I would like permission to place in the
record page 244 and page 263.

[The information follows:]
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Mrs. MALONEY. Angd he raises really an alarming
statement, and I would like to Jjust quote from his statement
here. He says, the Gulf War syndrome was well known to
everyone in Irag, but Saddam remained silent. In this he had
a secret ally, the U.S. Pentagon, which continued to deny
that there was proof of a war-based disaster--war-based
disease despite growing evidence to the contrary. But
evidence soon leaked of allied forces blowing up chemical
dumps during the war and of the U.S. Government efforts to
suppress repeated efforts of reports of the contamination of
cur troops.

He also on page 244 talks about Saddam’s effort to put
biological--or that he did put, according to him, biclogical
and chemical weapons into missiles that he was going to fire
on the U.8. military if they went intc Baghdad, but that he
had a more sinister plan in that he buried chemical and
biclogical weapons in southern Iraq, knowing that the tactics
of the U.S. military would be to blow up the bunkers;
therefore, they would release the contaminated material, they
would not even know that they were affected, and that they
would then be laden with chemical angd biclogical disease from
these terrible weapons.

I'd like to ask you if you, number one, have read the

book; number twc, your comments on what Saddam’s bomb maker,

Mr. Hamza, who is now a--has defected to the West and I
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understand is working with our military and has been very
outspoken against Saddam in hearings and publicly and so
forth.

Dr. WINKENWERDER. I have not read the book, Congressman.

I have heard of the book. And by all accounts, it is
a;—from what I understand, is a reliable piece of
information.

Mrs. MALONEY. Are you aware that our troops were exposed
to these biological weapons? The allegation that he makes
that out Pentagon knows, that Saddam knows, that people in
Irag know that our troops were exposed to these terrible
chemicals in the Gulf War?

Mr. WINKENWERDER. Well, from all the information that
I've been presented cduring my tenure, nc one has ever
indicated to me that there is any knowledge of an acute
exposure or the exhibiting of symptoms that would suggest an
acute exposure to chemical or nerve agents during that
conflict.

Mr. SHAYS. Would the gentlelady yield? I‘ll make sure
she gets additional time.

Mrs. MALONEY. Sure.

Dr. WINKENWERDER. That is a separate question, an acute
expogure, scmeone who is acutely ill, than the issue of

whether there were low levels of exposure--,

Mrs. MALONEY., Were there low levels of exposure?
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Mr. WINKENWERDER. Well, that is what the whole
Khamisiyah incident is about.

Mr. SHAYS. This is very important, and I don‘t
want--since this is testimony under ocath, I do want to make
gure. There are really twe issues, but one issue is sites.
The only one that the Department of Defense has acknowledged
is Khamisiyah. 8o I would love it if you would ask the
guesticn of whether there were other sites, and then get into
this other shoe. But I want t0 make--.

Mrs. MALONEY. Were there other sites besides Khamisiyah
where they were exposed to chemical weapons?

Dr. WINKENWERDER. Not to my knowledge.

Dr. Kilpatrick.

Dr. KILPATRICK. I can answer that. In loocking at--.

Mr. SHAYS. A little closer to the mike, Doctor.

Dr. KILPATRICKX. In looking at the air war campaign, it‘s
very clear that his storage sites at Al Muthanna and
Mahamadia, that there were releases of chemical agents. 1In
one location we have no indication there were American troops
in the area where that plume would have gone, and the other
area there were possibly up to 70 Special Forces people in
that area, but there were no ¢oalition forces or American
forces in that area.

Then Khamisiyah is the third area, and that’s been widely

publicized and put out, and certainly we‘ve identified the
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101,008 BAmerican forceg who were in that hazard area that was
determined.

Mrs. MALONEY. Well, Mr. Hamza alleges that Iragis were
likewise exposed, and women gave birth to deformed children.
People died of cancer early. People had Parkinson’s-like
neurclogical problems. &And he blamed it all on malnutrition,
according to this professor, and he likewise said that the
same symptoms--or he alleges are now in the troops who
regrettably were exposed to these terrible chemicals in the
war.

If you have any other information, if you could get back
to the chairman on it, on how many troops we think were
exposed, where they were exposed and what chemicals--what
chemicals do we think they were exposed to? Do yocu have an
idea of what the chemicals were or biological weapon they
were exposed to? Do you have an idea what it was?

Dr. WINKENWERDER. Yes.

And Dr. Kilpatrick.

Dr. KILPATRICK. In all three areas, it was
sarin--c¢velosarin were the agents.that we were concerned
about. &as far as biological agents, we don’t have any
indication that American troops were exposed to biological
agents. We do know that bombs and rockets filled with

biological agents were found by the United Nations Special

Commission, but we have no indication that they were ever
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947! launched against Americans.
. 548 Mrs. MALONEY. Excuse me. Go ahead, Mr. Chairman. My

849| time is up. I°'d like to continue with this questioning.

850 Mr. SHAYS. Why don’t you ask the next guestion, and then
§51| we’ll--.

852 Mrs. MALONEY. 1If you have anocther guesticn.

953 Mr. SHAYS. I just want to say tc you that it's a little

854{ unsettling te me, because we‘ve had sc many instances--DOD ]
955} has insisted that the only place that our troops were exposed
85¢| was at Khamisiyah, and now we’re hearing that we had cther
957| troops that were nearby. $So I'm not sure whether I should
$58| consider this new informaticn or old information, but it is =z
9597 little unsettling to me, because either way it’s new to me.
. 960 And so I want tec be clear that you have said that--there were
961 two other sites. I want you to say what those sites were,
962! and I want you to be very clear as to what level of the
963 amount of c¢hemicals we think were on site and compare them to
964 | Khamisivyah.
965 Dr. KILPATRICK. Those reports we released in the laetr 2
966| years, and I can get you specific details. Al Muthanna is
967| cne site, and Mahamadia is the other site. These were large
968 production storage sites in Irag near Baghdad, and they were
969 | damaged during the air war. We don’t know exactly which day,
970 because the bombing ones in each ©f those sites were somewhat

71| over 17 days. We don’t know whether the release was at one

W
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972 time or over multiple periods of time. The determination of
. 973| the hazard area assumed a release of all agent at one time,
9741 and the amount of agent is information that we receive from
875| CIA, and they have recently released a report tc give that
976 amount. We can provide that to you.
377 Mr. SHAYS. Well, I understand we have the GAO locoking at
978) this, but--the plume modeling--but one thing I want to ask 1
379; you would be then how many American troops do you
880! think--first off, it’s unsettling no matter what humanity was
981 | there, but how many Americans dc you think were at--.
982 Dr. KILPATRICK. At A} Muthanna, we don’'t believe there.
" 983 were any Americans in the area. 2t Mahamadia, we believe

984 that there were up to 70 Special Forces, and we have

. 985} identified them and notified them.
986 Mr. SEAYS. And have you notified the VA?
987 Dr. KILPATRICK. And that’s been done also, ves.
988 Mr. SHAYS. Okay. I thank the gentlelady for asking

983| thomse questions.

as0 Mrs. MALONEY. Mr. Chairman, could I follow up with other
$21) sitesg that--.

992 Mr. SHAYS. Yeah. Why don’‘t we do that real guick.

993 Mrs. MALONEY. They menticned that they had it really as
994 | a war strategy, burying these chemicals knowing we might bomb

995! them. The symptoms would not arise until weeks, months

996 | later. They would not know where it came fxom.
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. 958| DCMN MAYER
999! [1:59 p.m.]
10C0 Mrs. MALONEY. But they mention that--he mentions that
1001| they were buried, thousands of chemical weapons in southern
1002| Irag at Basra, Nasiriyah, Simawa, Diwaniyah, and Hilla, the
1003| likely routes of the allied invasion. A&nd he says that
1004 that’s what they did, and that we walked into that trap.
1005 Dr, WINKENWERDER. I think you can conclude that this
1006 provides a good window into the twisted mind of Saddam

1007! Hussein.

1008 Mr. SHAYS. But is that an answer that is a yes?

1009 Dr. WINKENWERDER., We will take that information for the
' 1610} record, and certainly--.

1011 Dr. KILPATRICK. and I have no information at this time

1012, to be able to comment positively or negatively. I have no
1022} knowledge that that in fact is true.

1014 Mrs. MALONEY. Just very briefly, for years, literally,
1018| the Pentagon denied that they were exposed to chemical

1016| weapens, and he says that in the book. Why did we do that
1017} when we knew that they were exposed? And when did we

1018) acknowledge in the time frame thalt they were exposed to

1019 | chemical weapcns?

1020 Dr. WINKENWERDER. Let me just say this. I cannot speak

1021| for those who had my responsibility or were associated with

%&K{’
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those responsibilities 5, 6, 7 years ago, at the time the
Ae igﬁkﬁ"

information began to come,.

Mrs. MALONEY. But can you get us that informatien?

Dr., WINKENWERDER. Well, what I can tell you is that I am
committed to getting that kind of igformation out ané making
it avalilable, and that we know what happened. I think it is
in everyone’s interest, our service members, their families.

Mrs. MALONEY. And you will get that information to the
chairman, 80 we can--.

Dr. WINKENWERDER. We will take your regquest. But I Jjust
want you to knew that I am committed to making that kind of
information--and we have sought to establish a track record
with this for the ralease of the information regarding the
SHAD.

Mr. SHAYS. Let me just say. You are not just taking the
request. Yeou are going te get us the information, c¢orrect?

Dr. WINKENWERDER. We will.

Mr. SHAYS. Thank you.

(The information folliows:]

o o de v de e o b COMI’I‘TEE INESERT *%%kkhkd%
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Mr. SHAYS. Mr. Murphy, thank you for being so patient.

Mr . MURPHY. Thank you, Mr. Chairman. Are there
differences between British trocops and American troops in the
Gulf War syndrome incidents?

Dr. WINKENWERDER. I am going teo turn to Dr. Kilﬁatrick
for that.

Dr. XILPATRICK. I think the research that has been done
to date shows that there is tremendous similarity, not really
difference. BAs far as numbers of British troops, the numbers
of course are smaller. They had deployed some 50,000 and
they'’ve had some 3,000 people go through their health
assessment program, which is wvery similar to cur
clinical--comprehensive clinical evaluation program, the VA’s
Persian Gulf registry program.

Mr. MURPHY. Is anybody still pursuing the line--I found
the article from Pain and Central Nervous System Week from a
vear age, a vear ago last week, saying that research teams
identified clusters of postcombat syndrome, some debilitating
syndrome from the Boer War and the First World War, somatic
disorder focused on the heart from the First and Second World
Wars, and neuropsychiatric syndromes, in essence saying that
every war seems to have those.

Are people still follewing that or has that been seen as

not scientifically valid to say that perhaps Gulf War

syndrome is similar to what is seen after every war?
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Dr. WINKENWERDER. My ansewer to that is that even though
different kinds of issues and maybe even gsome similar kinds
of issues do occur in all wars, we saw something and later
better understood something coming out of the Gulf wWar that
was a constellation of symptoms and complaints that were
quite real, that were occurring in higher proportion among
those peopie who were deployed than among those whe didn’t
deploy.

S0 I would distinguish what we saw there from what maybe
had occurred in cother, prior wars.

Mx. MURPEY. I have also read some studies that have
locked at animal studies of some chemicals used for example
for insect control and other things, particularly DEET,
permethrin, and an antinerve gas agent, pyridostigmine
bromide--I hope I am pronouncing that right--PB, which was
administered to both U.8. and British trocps; and have found
a number of problems--cell degeneration, cell death, animal
behavior differences--and have found that those things were
exacerbated more when the animalg were under stress, a2t
cetera.

Given that these were--there alsc seems to be an additive
effect, a multiplier effect, that any individual chemical,
when used alcne, doesn’t have that, even when the dosage of

those chemicals is low. But when you add them together, you

end up with some pretty severe cutcomes.




HGO084.060 PAGE 52

199z

1093

1094
1095
1096
1997
1038
1098
1160
11¢l
1102
2163
1104

1105

11¢Ce

1107
1108
1109
1110
1111
1112
1113
1114
1115

11186

Wwith those, that kind of data, have there been changes in
how the military is using such things as immunizations,
insect control agents, and other things in dealing with the
Gulf War now?

Dr. WINKENWERDER. First of all, let me just say that the
area that you are talking about is an area of research that
we continue to support and believe is very impeortant to
better understand whether a variety ¢f simultanecus or
near-simultaneocus insults from low-level agents produces
these effects. And that is very important work. It is
ongoing. We are supporting that.

I would distinguish that from immunizations. From my
perspective, particularly with respect to the use of the
anthrax vaccine, we have had millions of doses given. We
have followed all of that very closely for the last several
years, and from my perspective, don’‘t believe that there is
any--and I think others woculd corroborate this, experts,
outside experts, Institute of Medicine--that therxre is any
association between the use of that vaccine and any of the
symptoms that we saw.

Mr. MURPHY. Not even an interactive effect with these
agents?

Dr. WINKENWERDER. Not with respect to the vaccine.

But I think your other point is very well taken in terms

of low-level chemical exposure, nerve agents and pesticides.
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The way they work in the body is similar, and so you could
hypothesize or theorize that there might be this additive
effect. And I think that is important work that is ongoing,
and we are supperting that.

_Mr. MURPEY. Is that changing, though, how--a lot of what
is being done that we are talking about here is the
epidemiology of exploring pre- and post-data. But I am just
wondering if there has been a difference in handling things
like insecticides and knowing that there may be nerve agent
exposure.

Dr. WINKENWERDER. There have been asome changes in the
use of pesticides and pesticide management policy, and I
think the long and short of that is that they are used more
sparingly and more carefully, and with a lot better
documentation and ceontrol. So that is something that we had
already begun to respond to and change practice.

My. MURPHY. One cther factor 1 want to ask, perhaps
because of my background as a psychologist. But what I see
frequently in these studies is the impact or the interagtive
effect of stress upon any ©of these.

Can yocu comment on how that works?

And it also relates to some of the comments--you talked
about scldiers who are in the actual theater of war and those

who remain home,

Dr. WINKENWERDER. I think it ie certainly plausible that
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stress could add to any scrt of physioclogic--yeah, and as Dr.
Roswell was saying. But I would distinguish that from saying
that stress alone is responsible for the symptoms: I don't
happen to believe that.

Mr. MURPHY. I understand. I just think as we discuss
these things, as one is looking at pre- and post-histories,
that getting some understandings of the mental health, which
is oftentimes extremely difficult to get from just a
self-disclosing guestionnaire, is very important.

That is not to say that these folks have mental illness,
that is not--aithough some may have pogt-traumatic stress
syndrome. It 1s important to understand that stress has an
impact on many diseases, cancer being one on which there has
been extensive amounts of research. And cone that you can’t
build a cure to protect you from that, but it is one that we
need to be aware of, how we help scldiers with that.

Dr. WINKENWERDER. We agree with you.

Mr. MURPHY. Thank you, Mr. Chairman.

Mr. SHAYS. Thank you, Mr. Bell, your patience. And you
kave the floor.

Mr. BELL. Thank you very much, Mr. Chairman.

i want to follow up on some lines of questioning that
were begun by my colleagues, Congresswoman Maloney and

Congressman Kucinich., I want to begin with this letter that

Congressman Kucinich refsrred to, since we didn’t really--1I




HGO084 . Q60 PAGE Eb

1167
1168
1169
1170
1171
1172
1173
1174
13175
1176
1177
1178
1179
1180
1181
1182
1183

1184
1185
1186
1187
1188
1189
1190

1181

know it’s been offered for the record, Mr. Chairman, but we
didn’t really get to delve intoc the text.

aAnd I would disagree with my colleague that it waes a no;
actually, it was a little more disturbing than that in that
it was a non-answer completely. And Representative Shakowsky
had asked a very direct guestion in her letter to the
Department, requesting information on the suits and would
they provide protection for our troeps. And I am not going
to read the entire letter since it has been entered in the
record, but where you come to the paragraph where he could
eagily answered the question yves or no, he says, instead:

"since QOperation Desert Storm, the Department of Defense
has fielded a new and improved CD, defense detection
equipment and individual protective equipment. Every service
membar, te support near-term operations in Southwest Asia,
will carry at least two of the newer, Joint service
lightweight integrated suit technology J8 list suits and will
hafe an addiﬁional two suits in contingency stocke. The
contingency suits will be the battle dress overgarments,
BDOs, until replaced by JS list suits.” .

So we know what they will have in terms of supplies, but
we have no idea whatsoever whether they are safe because
nowhere in the letter of response does it say that they are

safe. And I think the frustration felt by me and some of my

colleagues in recent weeks is that it is hard to get a direct
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answer.

And the purpose of this hearing is to focus on lessons
learned from the Persian Gulf. Persian Gulf War syndrome was
not something that was immediately announced after the
Persian Gulf War, if I recall correctly. I was
not--obviously not serving as a Member of Congress at the
time, butr if memory serves, it took months, perhaps yeare in
some cases, for all the information regarding that syndrome
to filter cut regarding what people had been exposed to.

And we are highly critical of our enemies in this
conflict as to their propaganda machine. &and 1 am not saying
chat our information system compares to that in any way,
shape, or form, but it does seem that we do engage in
misinformation sometimes. And I would like for your comments
on that and whether you think that we could learn a lesson
from the Persian Gulf War and perhaps do a better job of
educating both Members of Congress and the American people as
to the risk we face. Because I don’t think any
right-thinking individual in this country believes that we
don‘t face very serious risk by going forward with this
conflict,

Dr. WINKENWERDER. Congressman, 1 can just assure you
there is no thought of misinformation or trying to misinform

either cur gervice members or the public. That does not

serve any of us in the short run or the long run.
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I think that, from my review of what transpired in the
past, it did take months and years to find out more about
what happened. I do believe that that has informed a lot of
action and activity on the part of the Congress, as well as
DCD and VA, to put into place better recordkeeping, better
tracking, better equipment, better monitoring detection
across the whole board.

And my conclusion is that we are prepared. However{ we
face an enemy that is prepared to use some of the most lethal
and awful weapons we have ever known, and that is a daunting
situation. So I don’t think there is any effort to tread
lightly over this issue or to not acknowledge the seriocusness
of the risks that are out there. These are very serious
risks that we face.

Mr. BELL. And I think that is a very important
statement, because by putting a statement on the record that
we are prepared, basically you put yourself in a position
that, if we come up against something that we really didn‘t
know we were going to come up against during the course of
this cenflict, then you are ih a box if we come back and face
scmething and you have to say, well, we weren’t prepared
completely for that.

But aren’t we in a situation, Doctor, where it is almost

impossible--based on your statement about what he is prepared

to do, almost impossible to completely prepare for what we
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might face?

Dr. WINKENWERDER. That'’s a judgment. I think we have
very good information about what the threats are. We have
good information about the detection capabilities. We have
good information about the protective capabilities of the
equipment and suits. We have good information about the
protective capability of medical countermeasures. 8o I think
that we are prepared.

There are certain situaticns, there are circumstances
that one can envision where an enemy can create harm and
damage, and we have already seen that in the war thus far.

So being prepared does not mean being able to completely
prevent any adverse outcome in every single service member
serving.

Mr. BELL. Can I ask one more question?

Mr. SHAYS. Sure.

Mr. BELL. As far as the lessons-learned category, are we
prepared, after we face whatever we are going to face in this
conflict, to come back and say, this is what we are loocking
at, this is what we are testing our troops for?

Dr. WINKENWERDER. Yes,

Mr. BELL. And to treat that instead of trying to pretend
that we didn’'t face any of those things?

Dr. WINKENWERDER. Absolutely. We will be loocking at

peoplie very carefully after deployment. And we have =z
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process in place, We are looking at and currently evaluating
that system to ensure that it will collect all the
information in a timely way that we want and think that we
might need.

Mr. BELL. Thank you very much, Doctor.

Thank you, Mr. Chairman.

Mr. SHAYS. Thank you.

Jugt for the record, my counsel, our counsel, the
committee’s counsel reminds me that all three sitesa had been
discussed. The only thing that we think is a kit new is that
maybe we had Spescial Forces near cone of those sites, but that
the committee is trying to determine where those plumes went.

So I just want the record to state that.

Also say--Dr. Winkenwerdexr, you are getting all the
guestions right now.

Dr, Roswell, you are going to get some.

But you have--you have, for the record, turned cver some
stones and have been very cooperative and very helpful with
thig committee. So these are big issues. But I do want the .
record to note that you are been pushing DOD t¢o be more
candid, to be more open, and to treat these very seriocus
gquestions that you are being asked with a lot more attention
than has been done in the past. I do want the record toc ncte

that at well.

Dr. WINKENWERDER. Thank you.
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. 12%2 Mr. SHAYS. Mr. Janklow.
1283 Mr. JANKLOW. Thank you very much, Mr. Chairxman.
1294 You know, let me, if I can, ask questions kind of like we

1295 used to take our English lessons--what, where, when, how,
1296| why, and to what extent--if I can. |
1297 Let’s talk about the current war that we are in. 1In
1298 order to try and make sure that we don’t have some of the
1299 problems that--and nobody wants to repeat the problems of
1300 Desert Storm. OCne, is it--will it be Qifficult at all--and
1301 you used the phrase before, production areas, storage areas.
1302] Would it be difficult now, if we come across any production
1303’ areas in the country, to document, using GPS, GIS, whatever,
1304| exactly where these locations are;

. 1305 Two, exactly what storage facilities we come across

i13cs| within the country;

1307 Three, exactly where utilization of chemical, biclogical
1308| types of weapons are used--three; and

1309 Four, to the best extent possible, identifying, if not
1310| tke individuals, at least the units that are in the area so
1311] that all of these kinds of problems that we have wrestled
1312§ with from Desert Storm don‘t have to be revisited?

1332 Is there a plan in place to deal with it that way?

1314 Dr. WINKENWERDER. I will try to give you the best answer

1315] I can. But I will note that, again, vyou are asking very good
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gquesticns. They are out of my--.

Mr. JANKLOW. Are they out of your bailiwick?

Dr. WINKENWERDER. They are really, truly are out of my
area of responsibility.

Mr. JANKLOW. Okay. If they are, then could you find
scomebody that could--could you at least take the message
back?

And I*ve got to believe they're doing this. It isn‘t
that they operate in a wvacuum over there. They are the best
there are.

Dr. WINKENWERDER. Absclutely.

Mr. JANKLOW. This is a way teo try and obviate some of
these kinds of problems.

Dr. WINKENWERDER. I c¢an just tell you from my exposure
toc those types of digscussione, there ig an exquisite level of
sengitivity tc the issue of how to deal with the issues that
you brought up and teo aveid any inadvertent or any kind of
contamination.

Mx. JANKLOW. Doctor, based on your position, your
experience, your kackground, are you satisfied that we have a
gocd baseline on the troops that are currently in the field
or will be going to the field over in Irag?

Dr. WINKENWERDER. I am. '

Mr. JANKLOW. In terms of a medical baseline for them?

Dr. WINKENWERDER. Yes, gir, I am.
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. 1341 Mr. JANKLOW. And Mr. Roswell, are you satisfied that
12342{ within the President’s budget, the existing budget or the

1343. supplemental request, there are sufficient funds to take care

1344; of the medical Ziens, medical needs that are reasocnably
13451 foreseern--and I realize we could argue about terms--but the
1346 | medical needs that are reasonably foreseen, that may be '
1347| necessary for these soldiers, sailors, airmen, Marines when i
1348| they c¢ome home? Or, cbviously, in the field, but when they
1349] come home?
1350 Dr. RCSWELL. Certainly, based on the current
1351| availability of resources we have concerns. But given their
1352 high prierity, I have no reservation abeour our ability to--.
1353 Mr. JANKLOW. When you say that, is there any

. 1354} anticipation at all that you will be bumping other people
1355| that are currently eligible out of the system or aside to
1356| take care of these folks when they come home?
1357 Dr. ROSWELL. That is a contingency that the Secretary of
1358| vVeterans Affairs, in exercising his statutory authority as
13%9{ mandated by this Congress, would have to consider. So it is
1360] poseible that if there was an unpredicted demand for care
1361} from the Department of Veterans Affairs, by law, Secretary
1362 Principi would have to consider other lower priorities of
1363 veterans and their ability roc continue to enrcll in and
1364 | receive a full health care henefit.

1365 Mr. JANKLOW. Mr. Chairman, can 1 see that letter for a

K'e
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second? I guess I have it here, the one that was mailed to
you. I am unfamiliar with these letters, until today, that
have been talked about. But one of the letters I saw is a
letter from Mr. Eldridge--or an E.C. Eldridge, Jr., I am
sorry, I assume that is a Mr. Eldridge--to Representative
Shays; and in it--I am sorry, one signed by Mr. Eldridge on
February 27th of 2003.

And in that one, Mr. Eldridge says to--excuse me--Ms.
Schakowsky that every member of Desert Storm will carry at
least two--excuse me--every member support near-term
operations in Southwest Asia will carry at least two of the
new joint service lightweight integrated, the J list suits,
and will have an additional two suits in contingency stocks.

Is that the case for the pecople currently operating in
Irag?

Dr. WINKENWERDER. That is my understanding. Yes.

Mr. JANKLOW. Okay.

Thank you, Mr. Chairman. I have no mere questions right
now.

Mr. SHAYS. Thank you very much., We are going to put
both letters in the record. But the bottom line is, that was
the response to my regquest and also Ms. Schakowasky‘s.

[The information follows:]
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Mr. SHAYS. Mr. Tierney, you have the flcor for a
generous 5 minutes,

Mr. TIERNEY. Thank yvou, Mr. Chairman.

Mr. Chairman, thank you for the long series of these
hearings that you’ve had ovei the years. I think they have
served t¢ benefit the men and women that are there now, 1
don’t think that without having had the hearing on the
conditicon of our suits and things of those materials, that
they would have the two new suits; and sc I appreciate that,
and I am sure their families do.

Mr. SHAYS. It has been a team effort on both sides of
the aisle,

Mr. TIERNEY. Doctor, let me--Dr. Winkenwerder, let me
ask you for a second:

Cne of the concerns that we had in doing the homeland
security measures and overseeing those was that if there was
a contamination, the people respeonding to that, from medical
personnel who oftentimes found themselves unprepared,
sometimes exacerbated the gituation and completely knocked
out an entire medical unit because they hadn’t prepared to
separate out the contaminated folks, out from the others.

My understanding is that, in the Gulf, most ©of the
medical people, the doctors and nurses sent over there, are
Reservists, which would raise the specter that their training

iz 1 weekend a meonth or 2 weekends a month and 2 weeks in the

;P
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summer; and I would guess that that would precbably be barely
encough to.keep up on their training for medical treatment in
the field.

Can you give us gome assurance that those Reservists
have, in fact, been properly trained to meet what might
happen in terms of a chemical or biolegical attack?

Dr. WINKENWERDER. We expect every service toc be trained
equally to the Active Dut%fgg‘take care of those situatiocns.

Mr. TIERNEY. BRow is that happening if they are getting 1
weekend a month and 2 weeks in the summer, and in that period
of time have to keep up with their own medical treatment?
How are they getting this additiconal training? Where are
they getting that in a fashion that would give us the comfort
that they are really prepared and ready?

Dr. WINKENWERDER. Well, there are a variety of training
courses that we offer. 2and it is part of this oversll
requirement that I set intec place last year that for every
medical person in the militarf health system, professional,
that depending upon his oxr her level, there should be
training to deal with chemical and biolcogical events.

hnd so we expect that. That is a responsibility of each
of the services, to provide that training and to ensure that
we meet the standards.

Mr. TIERNEY. Have ycu be monitering that?

Dr. WINKENWERDER. Yes, we have been.
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My TIERNEY. And how much additional training other than
that 1 weekend a month and 2 weeks of summer are these
personnel getting?

Dr. WINKENWERDER. Well, I had some figures that we
recently generated from the three services, and I want to be
careful with this, to describe it as accurately as my
recollection will allow. But the percentages are in the high
double digits now as opposed to the low single digits, what
they were a couple of years ago.

S8c there has been--.

Mr. TIERNEY. Double digite? Single digits? What?

Dr. WINKENWERDER. That means like somewhere between 60
and 80-something percent. And again, there has been an
effort to make sure that those that are deploying are the
ones that get the training. So when 1 describe those
statistics, that is across the whole system.

Obviously, not everybody is going, so the training has
been targeted more towards people that are serving. But I
will--I understand the gist of your question and we will try
to get back with that information.

Mr. TIERNEY. Would you get that information?

Dr. WINKENWERDER. Yes, sir. We would be glad to.

[The informaticon follows:]
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Mr, TIERﬁEY. Thank you.

and just, again, becauge I continue to have concerns
about those suits, and even though you've now told me how
many suits they have, in wmy reading anyway, it indicates that
that may well not be encugh depending on how leong this
conflict goes. |

But you put out the impression at least, that Mr.
Kucinich menticned earlier, about the people being ready; and
I am wondering, can you give us the assurance .that Secretary
Rumefeld, through Under Secretary Aldridge, was not able to
give us? Can you give us the assurance here today that the
troops have sufficient equipment to protect them against
chemical and biological attacks in quantities sufficient to
meet the minimum required levels previcusly established by
the Department of Defense?

Dr. WINKENWERDER. Certainly, from a medical standpoint;
and by that I mean the medical countermeasures, the
antibioties, the wvaccinations and all of that; those are the
issuea that come directly under my area of responsibility.
The others, my understanding from racent conversations
with--Dr. Anna Johnson Winegar, who is the chief reéponsible
person within the Office of the Secretary of Defense for
those matters and has testified before this committee and

others, has indicated that she believes that we are well

prepared on the issues that you have just raised.
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Mr. TIERNEY. Well, your impressicn at least was not
contained just to the medical end; it also involved the suits
or whatever. Or 4id 1t not?

Dr. WINKENWERDER. That is not--and I know from your
perspective, as well it should be, you should be concerned
about everything, and so I don’t want to be bureaucratic
here. But--.

Mr. TIERNEY. 1 appreciate that.

Dr. WINKENWERDER, It is not directly within my area of
responsibility. It is another area that does work under Mr.
Aldridge. We work «ea¥ closely, very closely with those
pecople. The responsibility for executing those policies
resides within each of those services.

Mr. TIERNEY. Thank you.

And just to finish up my generous 5 minutes, the reascn I
raised the initial guestion was that we had an exchange here
in commiﬁtee with Dr. Kingsbury, Nancy Kingsbury, at some
point in time; and her answer indicated, to me at least, that
in instances of mass casualties she did not believe that the
exercises that have been done so far indicated that we could
deal with those appropriately.

So whatever assurances you could give the committee in
--returning to that in terms of medical personnel being ready

would be greatly appreciated.

Dr. WINKENWERDER. We will do that.
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Mr. TIERNEY. Thank you.

Mr. SHAYS. Thank the gentleman.

We are going to do a second round here, and I just want
to ask--so we can close up the issue of the questionnaire, I
want to know why our men and women aren’t given physicals
when they go into battle, so that we know., What is the logic
of that?

Mr. JANKLOW. Aren‘t given what, sir?

Mr. SHAYS. BAren’t given physicals. They are given
questionnaires, but they aren’t given physical examinations.

Dr. WINKENWERDER. I think, Mr. Chairman, that the logic
is that a hands-on physical examination yields not a great
deal of information in terms of the baseline health status of
young, healthy individuals. And far more Important and
relevant is a series of questions that are asked that can go
intc greater detail if a flag goes up that indicates that
there is some problem with that person’s health.

Mr. SHAYS. 1 could hear the--first off, I am not going
to concede that we didn’‘t intend that they weren’t going to
have physicalas. So I understand your doing the
questionnaires, and I understand when we talk about a medical
examination versus a physical examination, you have decided
that you have some flexibility there.

But what about the Reservists and the Naticumal Guard

folks who simply, you know, might be eating a little
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differently, might--you get my gist. Why wouldn’t they have
physicals? They might be oplder. They might not have been
active for a while. Why treat them all the same?

Dr. WINKENWERDER. Why treat them all the same? -

Mr. SHAYS. Why treat them all the same? Why not have a
little bit more of an interest in giving a physical to
someone who may not have been in the Active Bervice?

Dr. WINKENWERDER. You raise a good point. T think it is
something we could certainly take a look at.

Dr. Kilpatrick.

Dr. KILPATRICK. If I could, for the Regervists that are
called to Active Duty, there is a more stringent process put
in place to look at them, having physical examinations, their
periodic physical examinations.

For Reservists under 40, they need tec have cne every 5§
years; over 40, every 2 vears. 1 think there is a recent GAC
report that showed that people were not meeting the mark--I
mean, the numbeéé were terribie--on deing that. So when
people are called to Active Duty at that mobilization center,
if they have not had a physical within the last 5 years for
under 40 or the last two years over 4(¢, they have to have a
physical before they go, so they are caught up.

Mr. SHAYS. Why not at least draw blcod and why not do

that?

Dr. KILPATRICK. And I think the drawing of blood is--we




HGO084 . 060 PAGE 72

1566
1567

1568

1568

1570

1571

1572

1573

1574

1575

1578

1577

1578

1580
1581
1582
1583
1584
1585
1586
1587
1588
1589

1590

do make sure that everyone has an HIV screening sample done
within the previous 12 months prior to deployment. That
serum sample is banked in a serum bank. It is kept
permanently. There is no sort of portfolioc of tests to do on
a serum sample, but that is kept in the eventuality there is
an exposure, either recognized or unrecognized, and then a
determination of a set of tests that could be done. So the
serum sample is saved, but there is no testing done, prior to
leaving, for levels of any agents.

Mr. SBAYS. Dr. Roswell, how much involved were you
on--how are you involved in the predeployment questionnaire?
How much inveolvement did you have in this gquestionnaire?

Dr. ROSWELL. Relatively litctle, Mr. Chairman.

Mr. SHAYS. Does relatively little mean, really, I didn‘t
have much inveolvement at all?

Dr. ROSWELL. The survey was shared with us. We have
effective communication through the Health Executive Council
that Dr. Winkenwerder and I cochair. Sco there is an active
sharing of information.

Mr. SHAYS. But this was basically designed by DOD, Dr.
Winkenwerder?

Dr, KILPATRICK. Yes.

Dy. WINKENWERDER. Designed in 1397.

Mr. SHRYS. 18%7. Ckay. We have a letter that

Principi--Principi; I'm sorry, I went te a college called




HGO084.060 PAGE 73

1591
1592
1583
1594
1595
1526
1587
1538
1599

1600

1601

1602
1603
1604
1605
1606
1607
1608
1608
1810
1611
1612
1613

1614

1615

Principia, sc I have a bit of a problem with that name--where

the Secretary had written. And he said--and this is a letter

‘he drafted to Mr. Rumsfeld on--Secretary Rumsfeld on February

14th of this year; and the second page says, "In the event of
hostilities, VA further requests more extensive postconflict
health data. Within the first meonth after hostilities cease,
VA recommends administration of a detailed postwar health
guestionnaire to accurately document the health status and
health risk factors and health in Gulf War troops immediately
after the conflict.® ,

Can yvou explain that a littlie to me?

And, Dr. Winkenwerder, can you respond?

Dr. ROSWELL. I think what Secretary Principi was asking
for was to get--to get risgk assessment and self-reporting--.

Mr. SHAYS. Excuse me. Let me just say for the record,
with just three members, I am going to reoll to a l0-minute
question. So you’ll have 10, and we’ll go from there.

Thank you. Go ahead.

Dr. ROSWELL. Our concern is that particularly with
Reservists and National Guard, when they are demobilized, the
immediate concern--and it’'s true of Active Duty as well--is
to get home to family and loved ones. But unlike the Active
component, when the Reservists are demobilized, they may be
logst to follow-up, and it may be difficult to get

infoermation.
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¥We learned, painfully so, in the Gulf War that when we
surveyed service members who had separated from military
service months or years after their service in the Gulf War,
that there was a high level of what we would call *recall
bias.' they don’t really remember the specifics, it is hard
to recall a specific date. A service member might not
remember an actual grid coordinate or an actual physical
location,

80 I think what Secretary Principi was asking Secretary
Rumsfeld was that, inrn the event of possible exposures, we get
as much information as possible at the time military members
are demchilized and separated from service. That would help
us evaluate possible symptomatic exposures and health
consegquences that might have--.

Mr. SHAYS. So there's logic to doing this.

Let me just ask, Dr. Winkenwerder, do you--we had in
1297, you have this--develcped this questionnairé we are
using today.

Do you have a pestsurvey qguestionnaire that was done in
1997, or is that still a work in progresas?

Dr. WINKENWERDER. That was developed in the same time
frame.

Mr. SHAYS. We are asking that that questionnaire be
updated and improved.

Dr. Roswell?
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Dr. ROSWELL. The postdeployment survey that Dr.
Winkenwerder speaks of would certainly be helpful.

Cbviocusly, we’d seek more complete information if there was a
documented or suspected exposure.

Mr. SHAYS. 1It‘s just a two-page document?

Dr. ROSWELL. Correct.

Mr. SHAYS. It deesn’t even lcok as extensive. I guess
it’s the same as--both are two page.

I would hope, Dr. Winkenwerder, that you will give
tremendous consideration to Prineipi‘s lettey and request,
and absolutely determine that our troops, shortly after--not
after they are sent back home, bhut you know, & month or two
after the conflict ends, that they are going to have this
kind of guestionnaire.

&And I am geoing to--1 am seeing the nodding of heads. I
would love to know if you could put something in that we
could transcribe here.

Dr. WINKENWERDER., Yegs. Well, I share the objective of
getting accurate information in a timely way.

Mr. SHAYS. And do you believe that maybe a more than
just two-page questionnaire would be helpful?

Dr. WINKENWERDER. I have already initiated an effort to
reassess this survey tool to see if it collects all the

information that we think it ought to collect.

Mr. SHAYS. Do you give some weight to the Secretary of
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veterans Affairs, who ultimately has to deal with this,
that--.

Dr, WINKENWERDER. Oh, absolutely.

Mr. SHAYS. Okay.

Dr. WINKENWERDER. Yeah, absoclutely. So I've, numbex
one, done that.

And secondly, ideally, if we could collect that
information even before people come back to the United
Stares, it would be great. Logistically, we are still
looking at that. Obviously, we have to have a lot of
ccoperation and assistance from many, many people to--.

Mr. SHAYS. And you may have to do some physicals. You
may have to add more than physicals to the gquestionnaire, and
you may have tc have more of these folks actually take a
physical when they leave.

Dr. WINKENWERDER. Well, I would expect, with a good
detailed questionnaire that whenever pecple gave any reason
for concern, they would then be very carefully evaluated.

Mr. SHAYS. Okay.

Mres. Maloney.

Mrs. MALONEY. Thank vou, Mr. Chairman. I would like
permission teo place in the record an arbticle written by
Judith Coburn entitled Suited for War, and it is very thought

provoking. In it, she alleges--.

Mr. SHAYS. Without objection, that will be put in.
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Mrs. MALONEY. Thank you. 1In it, she alleges that it
took a four-year struggle of Gulf War veterans from Georgia
before they got the Pentagon to declassify documents which
revealed that Irag’'s stocks of sarin gas stored in Khamisiyah
had been blown up, and that rcughly 140,000 American troops
were exposed,

I realize, Dr. Winkenwerder, this did not happen on your
watch, but I fail to understand the mentality or the mind
frame of a department that would withhold valuable
information on the exposure to chemicals that could hurt
people.

and I understand this was not on your watch, but if you
can find any documentation on what they were thinking about
or what, in their minds, they thought they couldn’t reveal to
our men and womwmen, that they may have bheen exposed, I weuld
love to get that back in writing.

But my guestion--and Ms. Coburn further goes omn.

Mr. SHAYS. Let me be clear. What do you want back in
writing?

Mrs. MALCNEY. Why the Pentagon fought the release of
information on men and women being exposed to sarin gas when
they knew they were exposed in that particnlar area.

Mr. sSHaYS. The record will note that they acknowledged

that our troops were exposed, before our hearing, at a press

conference. Then there was a guestion as to how many troops
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were ultimately exposed, and the numbers kept going up.

And sc what would be helpful is if, in fact, additional
information was held and for how long and why. Aand that will
be--it is just not a wish, it is & request that--Dr.
Kilpatrick, you are nodding your head--you will get back te
s on.

Dr. KILPATRICK. Yes. There is a great deal of
information. We will pull out all tegether and provide it.

[The information follows:]
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Mrs. MALONEY. She further states that 148 Americans
died in the war, but that roughly 160,000 have fallen ill;
and that 11,000 have died gince the Gulf War--much higher
than other men and women in the military--and that they have
collected a series of 57 symptoms for which there is no known
cause, which is the Gulf War Syndrome.

I would want to ask what we are doing tc protect the
health of the men and women that were exposed and the
possibility, Geod forbid, that they may be exposed yet again.
And I am the cochair of the Parkinson’s Diseass Task Force,
along with Fred Upton; it is a bipartisan effort. AaAnd my
father suffered from Parkinson‘s.

But it has been reported that some of the Gulf War
veterans have suffered symptoms similar to Parkinson’s. And
each year we have been working with the Defense Department,
and we have received funding for Parkinson’s research on
neurctoxin exposure, seeing if that is a reason for the brain
damage that causes Parkinson’s. But I would argue that,
likewige, it may be a study for what we can do to help the
men and women that may have been exposed to chemicals.

So my question right now is more of a proactive one of,
what are we doing in research?

As I understand it, we have no cure for Gulf War

Syndrome. And what are we doing to find--are we spending

gome Of ocur research dellare in trying to find a cure for
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neurotoxin disease that may be caused by the sarin gas or
other things? What are we doing? 1 am very thankful to¢ the
Department of Defense for funding the Parkinson‘s research.
My guestion is, is this likewise connected to the Gulf
War Syndrome?
Dr. WINKENWERDER. To your general question of what are
we doing? We are continuing to fund with millions of dollars

ongoing research into many of these guestions that you have

raised. As I alluded to earlier, it‘s difficult to determine
with the levels of certainty that cne would like in this
case, if one is talking about evaluating these individuals
that served, when the baseline of information and what was
coilected and what people may or may not have been exposed to
is not good.

The information is not good, so--by definition, to deo

good research, you need good information. That shouldn't
prevent us from funding additional research, as we have done,
to look at some of these questicons of what would low levels
of exposures do to laborateory animals. Certainly we would
never do this to any individual on an experimental basis.
But studying what happens with animals and locoking at some of
these things is very important.

Mrs. MALONEY. Specifically, is the Parkinson's research

that you are funding--and I thank you for that research. Is

that connected to the Gulf War Syndrome?
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Dr. WINKENWERDER. I am going to turn tec Dr. Kilpatrick.

Pr. KILPATRICK. Let me just addregs it. It is being
pursued in two directions.

One is a clinical basis, locking at people; and then that
is very tightly tied to a program looking at chemical nerve
agente in particular and the effects that they have on brain
function. &And there are projects funded at $5 millicn a year
over the next 3 years; 1.5 million is looking at repeated
low-level exposures of animals to sarin nerve agent, to look
at long-term health consequences. That is very applicable to
what Gulf War veterans’ concerns are..

The other part of the money each year is spent toward
what we ¢all the high end of low-level exposure, below
symptomatic response tco nerve agents, one exposure, and then
seeing what are the physiclogical responses.

And those data from those research sets are really very
closely shared with people looking at Parkinson’s disease,
because they are really looking at the same pathway
potentially as far as diszease cause.

Dr. ROSWELL. If I may respond to that from a combined
perspective.

Since the Gulf War, over $200 million in federally funded
research has been focused on possible causes for Gulf War

Syndrome. I would like to set the record straight.

One of those studies has looked at death rates in
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veterans in the Gulf War, and in fact, the overall death rate
for vererans whe served in the Gulf War is not increased
compared to their military counterparts who were deployed
outside the theater of coperations. If you look at
specific-cause mortality in veterans who served in the Gulf
War, there is a very slight increase in death due to trauma,
such as automobile accidents. But other than that, the
mortality rate is not increased in any subcategory, and the
overall mortality is not increased.

And I certainly wouldn’t want to create a fear for the
men and women currently serving in Irag.

Let me point out that Parkinscn’s disease is one of
several neurodegenerative diseases that DOD and VA are
currently studying. VA recently funded the creation cf a
neurcimaging Center of Excellence for neurcdegenerative
digeases to look not only at Parkinson’s but also other
diseases, even when unpublished data suggested that there
might be an increase in a degenerative disease known as
amyotrophic lateral sclercsis, or Lou Gehrig’'s disease.

Secretary Principi moved guickly to presumptively
service-connect vaterans who suffered from that iilness and
served in the Gulf War, so that they received disability
compensation.

I would also point out that 160,00C veterans of the Gulf

War have received approved disability claims. But most of
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. 1826| those claims are for diseases that we would expect to see in
1827| a military age population, and it is a relatively small
1828 number for undiagnosed illnesses or the Gulf War Syndrome you

1829| spoke of. ;

1830 -Mrs. MALONEY. When you mentioned the clinical trials,

1831] are you doing them on our veterans? Are we tracking our

1832 veterans and seeing if--particularly those that we know were

1833 exposed to sarin gas? That would be helpful to see, because

1834 | some of them apparently--I am talking tc doctors that treat

1835} Parkinson‘s. They have told me that they are developing

1836- Parkineon’s-like symptons.

1837 Dr. ROSWELL. We have extensively reviewed literature for

1838 | symptomatic exposures to the organcphosphate, which is the
. 1838 | class of compounds that garin nerve gas falls into. The

1840} study suggests that there is cognitive impairment in people

1841] who suffer symptomatic exposures, but I am not aware of

1842 evidence that conclusively links any kind of organophosphate
1843} or nerve agent expocsure to Parkinson’s diseasé specifically.
1844 Some investigators have reported a possible

1845! neurodegenerative disorder that involves part of the

1846 | vasoganglia, which are structures that are affected in

1847 Parkinson’s, but in a way different than in Parkinson‘s

1848 | disease, which is why we’ve funded the neurocimaging center.
1849 Mrs. MALONEY. Where is the neurcimaging center?

1850 Dr. ROSWELL. Actually, there are several within the Va.

-
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There is one in San Francisco; there is--a final selection
for the designated center has not yet been made, however.

Mrs. MALONEY. Well, thank you for investing in research
for coming up with some cures. Anc thank you for your
testimony. My time is up.

Mr. SHAYS. We have just two more members who will ask
some guestions, and then we are going to get to the next
panel.

Mr. Janklow.

Mr. JANKLOW. Thank you very much, Mr. Chairman.

Help me, if vou could. With the testimony--the hearing
is about lessong learned from the Gulf. My question is, both
of you in your capacities, you, Dr. Roswell, and you, Dr.
Winkenwerder, have you lcooked into the history of why was
this 80 secryet so long? With everybody clamoring for
information, why did it take so long to get the information
out? Why did it have to be dragged out of pecople? What was
the reason for the mystexy?

I guess--have you ever been able to find out, or have you
ever looked as to the reason for the mystery? It couldn’t
have been naticnal defense pecrets.

Dr. WINKENWERDER. I can’'t give you a good answer. I
will give you the best answer I know, and that is that in

many <cases it took months and even years for symptoms to

develcp with pecple. And that, combined with the poor record
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base, made it very difficult to do research or to even
develop good, plausible mechanisms, causal-related
mechanisms.

Mr. JANKLOW. Have those problems been solved?

Dr. WINKENWERDER. In my judgment, we have a far superior
basgeline cf information. We have a far iwmproved
recordkeeping system. We have a far improved ability to
gurvell and actually keep records in the theater. We have
these pre- and postdeployment assessments. So our
information base, by all accounts, should be far, far better
in our current situation.

Mr. JANKLOW. Doctor, I believe you said you have been in
your position about 18 months.

Dr. WINKENWERDER. Yes, sir.

Mr. JANKLOW. And for you, is there anything, at least at
this point in time in your tenure in this position, where we
have got a lesson we haven’'t learned?

Dr. WINKENWERDER. Well, I hope Qe don’t have one that.I
am not attending to.

Mr. JANKLOW. Are there any--do you know of any that
concern you or that we ought to be concerned about?

Or you Dr. Rogwell?

Either one of you, are there any lessons we haven't

learned?

Dr. ROSWELL. If I could, I think the Gulf War was an
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unprecedented conflict., The breadth and nature of military
occupational exposures had never been experienced by our men
and women in any prior conflict. So part of the delay,'if
you will, the confusion--1 think, in retrospect, it is fair
to say there was some confusion about exposures and poessible
health conseguences--was because we didn't recognize that a
vast number of unprecedented exposures cculd be factorg: the
anthrax vaccine, the pyridestigmine bromide that was used,
the dense o©il fire smoke, the fine particulate sand in the
desert, the use of petroleum products to cut down on the
blowing sand, the use of permethrin and DEET to protect
people from insects--there were so many exposures--the use of
depleted uranium as both an armour-piercing munition and a
firearm piate, even chemical agent-resistant ceoating paint,
which was applied to vehicles to make them resistant to
chemical agents--were just some of the possible exposures
that were investigated methodically, consistently over time
to try to ferret cut pessible causes for the illnesses we saw
in Gulf War veterans.

And I thinpk that, to me, if there is a lesson learned, it
is that we have learned that all of these exposures, singly
or in combination, as has been peointed out in this hearing,
could pe factors Iin the development of illness. Certainly,

every major conflict that U.8. Men and women have served in

has yielded urexplained illnesses.
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But that decesn’t obviate ocur need to methodically and
thorcughly investigate each and every exposure. And that is
why we are committed to do that, and I think that is the
partnership that VA and DOD, through the Deployment Health
Working Group, are vested in right now.

Mr. JANXLOW. Dr. Kilpatrick, are there any unlearned
lessons that you know of lingering from the Gulf War?

Dr. XILPATRICK. I think one of the hardest ones ie
communication. It doesn’t matter how good a job you do,.you
can always do it hetter,.

And I think one of the issuas that we are working at very
hard now is to make sure that leaders in the field are
communicating te their troops that they are concerned about
these various exposures, their health. They are concerned
about documenting where they are. They are concerned about
makxing sure they have that access to health care when they
come home--I think DOD and VA share the same concern for
thése wholare getting off Active Duty; they will be locking
perhaps to the VA for health care--that they understand that,
in fact, there is the ability for them to have 2 years of
health care coming out of a combat zone now. That was not
present after the Gulf War in 12%1. And I think that that
ip-~getting that communicated to peoplé, s¢ they know they

have that access to health care, is so important.

So I think that that is one of the areas where, as good a
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job as I think we are doing, we always need to look to say,
now can we do it better. And I think deing that, through
even this hearing, is very helpful to those men and women who
are serving today.

Dr. WINKENWERDER. And if I might add to that to say, you
know, you never know when you haven’t learned a lesson
until--there are many times you don’t until you’ve learned
it, which to me speaks tc the need culturally to have an open
mind, be open to learning things that you didn‘t know before.

and so if there is one thing that I would continue to
hope to convey to our people it is a continued vigilance
about different sources and causes of illness and ways tc
improve. It is sort of a culture of learning and getting
better.

Mr. JANKILOW. Assuming we have the baseline data that we
need for the current war that we are in, recognizing that our
troops coulid be exposed to biclogical or chemical warfare, do
we have the systems in place?

I mean, that is the key thing. Do we have the systems in
place to be able to get the information about the individuals
and about the chemical or the agents or the toxins that are
being--~that they have been exposed to, so that we will have
the database of information te address it without all the

types of--new types of frustration that we will have to go

through in order to find out whether or not there are or
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aren’t legitimate reasons for illnesses or problems that
people have after the war?

Am I making sense to you?

Dr. WINKENWERDER. Yes.

Mr. JANKLOW. Do we have a system in place, is what it
comes down to. I realize we had no history before the Gulf
War. We now have a history.

Dx. WINKENWERDER. I believe we do have the system in
place.

Mr. JANKLOW. 1Is there anything we can do to make it
better?

Dr. WINKENWERDER. Yes.

Mr. JANKLOW. What?

Dr. WINKENWBRDER. One of the things that we can 4o to
make it better is to ensure that there is 100 percent
compliance with all the poclicies and all the procedures, the
training we have talked about.

Mr. JANKLOW. Havé those orders gone out te the military?

Dr. WINKENWERDER. Absclutely.

Mr, JANKLOW. Is there any reason that the military would
have for not following orders from sbove that are lawful?

Dr. WINKENWERDER. No. I have no reason to believe that
people have not taken this issue extremely seriously.

Mr., JANXKLOW. Do they understand that if they viclate

direct, lawful orders from a superior, that it scmetimes is
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. 2001) far more serious in the militayy than it is in civilian life?
20G2 Dr. WINKENWERDER. Yes. 1 think there is a good

2003 | understanding of that.

2004 Mr. JANKLOW. Those are all the guestions I have, sir.
2005 Mr. SHAYS., Thank you. _
2006 My. Tierney.

2007 Mr. TIERNEY. Thank you. I have only a follow-up

2008 question.

2009 We know that this 2004 VA budget, Dr. Roswell, has
2010| several provisions that are going tc restrict the ability of
2011| certain classifications of veterans, Priority 7 and Priority
2012 8, to get treated and to get the cost of care covered--I
2013 can’‘t get this thing to stop moving up and down.

. 2014 Isn’t that one of the lessons we'‘ve learned, though? If
20157 we have incidents that are not really showing signs of
2016} symptoms or illnesses for several years after people get ocut
2017| of the service, being covered for the first 2 years may not
2018 be sufficient. BAnd haven‘'t we learned through scme of the
2019| Gulf War Syndrome incidents that it can be any number of
2020 years before people start coming down with these symptoms?
2021 S0 having learned that lesson, we put out a budget that

2022) still doesn’t seem to address these pecple’s concerxns.

2023 What are your concerns about that, and what can we do
2024’ about the fact that some of these people may nct exhibit

2025} symptoms in the first couple of yvears? And how is the VA

7
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going to deal with those pecple without excluding them from
écverage?

Dr. ROSWELL. Well, certainly one way to do that is to
authorize special access for care for people who have,
illnesses that occur following a conflict.

We actually had that authority that just expired in 2002
for veterans of the Gulf War. It would be obviously,
depending upon the outcome of the current conflict,
appropriate for this Congress to consider special
autherization for priority care for veterang who have sgerved
in this confiict.

The 2 vearsg is a minimum. It would certainly continue
beyond that if an identified need were discovered during that
period or if an illness, injury, or disability associated
with military service were identified that led to a service
connaction.

Mr. TIERNEY. I think your firast recommerndation is
probably one that we ought to look into, and that is making
sure that we provide some sort of flexibility or ability to
cover those for people that may be coming out of this
confliict, and I appreciate that.

Mr. Chairman, Y have no other questions at this time. I
want to thank our witnesses for their thoughtful answers and

for their assistance here today. Thank you.

Mx. SHAYS. Thank the gentleman. Let me just do a few
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little minor points for the record.

Lxr. Roswell, we are locking at VA data and reports on
mortality in the Gulf War. And its recent reports, based on
VA data, have been late. There was one report that showed
kind of a real spike in deaths, and it was called back and we
are curious about that.

Sc we are geoing to invite the VA back te have a dialogue
about this, but I just kind of feel your comment about not
showing much difference is something that this committee has
a big question with.

and I would alsoc just say, Dr. Winkenwerder, that I have
some speclific guesticns about the status of the Armed Forces

Radiobiclogy Research Institute and their work on a drug to

counteract the effects of radiation expcsure.
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Mr. SHAYS. And we’re going to second these guestions in
writing to your office and ask that you respond. I don’t
think we need to take time to do that now, we think.

Dr. WINKENWERDER. We’d be glad to do that.

IThe information follows:]

hkkkkdkkk COMMITTEE INSERT *htxdadhuk
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2073 Mr. SHAYS. And alsc say, Dr. Hyams, you have the biggest
. 2074 | challenge here, and I have a theory and it never fails me

2075| that the person who says the least has the greatest

2076 | contributicn at the end to make. So I'm going to just

2077| ask--no, I'm not going to do it guite that way. But I‘m

2078 | going te say to you that I would like you to put on the

Z2079] record anything that you think needs to be put on the record

2980! or any observation that you would like to put on the record,

2081t and then we'll get to the last panel.

2082 And Dr. Hyams, I would alse invite you as well. I'm not

2083 | being facetious. I know all four of you have expertise here,

2084 and we didn‘t ask Dr. Roswell as many questions so you didn’t

2085] need to jump in, but I'm happy tec have all four of you make j
. 2086 any final comment. I¢11 start with you, Dr. Kilpatrick.

2087 Dr. KILPATRICK. Well, I think that the Departmen: of |

2088 Defense is very focused from the lessons learned in the Gulf

2089| on how do we better take care of our men and women in harm’s

2090 way today. I think the Force Health Protection Program is
2091| that cascade effect of programs that will protect health. It :
2092| does depend on gocd leadership and cchesive units. We

2093} believe we have that that we see that in actior today, and it
20%4] is our duty tc make sure from a medical standpeoint that those
2035 | men and women have their health ccncerns addressed, and our
2096! medical department stands by waiting to make sure that their

20987{ health concerns, whether they are related to the deployment

M
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or any other concern, get addressed with. facts about
exposures we know occurred.

Mr. SHAYS. Thank you.

Dr. WINKENWERDER. Mr. Chairman, I'd just say we
appreciate the opportunity to be here today. I think this
has been a productive exchange of information. I hope you've
found it that way and useful.

My first comment is just to say that I deeply appreciate
the sacrifice that our men and women in uniform are making,
and I alsoc deeply appreciate the cutstanding job that our
medical people are doing. I think we’ve seen from the TV
reports and all just the incredible job they’re doing.
They’ve made us all very proud.

We are absolutely committed to trying toc protect ocur
pecple who are taking on a very challenging situation, a
brutal regime that has terrible weapons. We’'ve done
everything that we know we can do to protect them. We will
continue throughout this conflict and after the conflict is
cver to ensure that we look after pecple‘s health care needs
and that we do right by them for the good service that
they’ve done. 8¢ I'm committed to that.

Mr. SHAYS. Thank you.

Dr. ROSWELL. Mr. Chairman, let me begin by thanking you

for your leadership over the last decade in moving our

government closer to a more full and complete understanding
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of the day. You have the floor and you‘re asking great
guestions. I’'m done.

Dr. MOXLEY. In our written statement, we--.

Mr. SHAYS., Could I just thank--before--I'm interrupting.

I'm sorry. I just wanted to thank Dr. Winkenwerderx for
staying here and having the courtesy of listening to their
points. I'd like to do a little connection between you and
them and also to point out Dr. Kilpatrick is here and also
Dr. Hyams as well, and thank all three of them for showing
you the courtesy and also learning from what you might say.
That’s very helpful of vyou.

Thank you.

Dr. WINKENWERDER. Thank vou. We‘ye glad to have more
interaction here.

My . SHAYS. We’ll make sure that happens. Thank you.

I'm sorry to interrupt.

Dr. MOKLEY. Welli, I was trying to come back to some sort
of answer to your question. I was geoing to s’y in oux
written statement we recapitulate our recommendations. I
mean, it would be a fairly long list of inquiries, but one
could ask whoever is responsible has this been implemented.
I don't know that going over it I could improve upon it, and
they are in the written reccord.

Mr. JANKLOW. &ir, after this repcrt was submitted to the

Defense Department, did you ever hear back anything?
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November 5, 2002

The Honorable Richard C Shelby

United States Senate

110 Hart Senate Office Building
, Washington, D.C 20510-0103

Dear éen. Shelby:

I strongly and sincerely recommend that you read and act upon this, I
sincerely request that you will lock into each malitary member's recoxrds
and redress the wrong af they were harassed, courtmartialed, or forced out
of thexr respective branch of service for "noncompliance® for refusing
thas vaccine. I was in the Air Force and Reserve for 26 years over a 31
year period and took countless doges of vaccine, some of which were only
sl:ghtly tested and the military used as guinea pigs Heaven knows what
caused the bouts of sudden depression I now suffer from but I'm willing to
bet that it 1s a side effect from something I was supposed to over the
years, whether military connected or not

puraing the '80's I refused an AIDS test at Eglin AFB, Florida, along
with an AF Officer, until the mediacal technician washed the blood of a
previous patient from his rubber glove that he had not changed Has
excuse was that they didn't have adequate supplies of gloves to change
after each patient I was ostracized by my superiors and co-horts for my
adamant stand, but I vould have gone home with a court-martial before I
would have let him handle me with a bloody glove Of course, I could not
have taken thas stand during a combat condition, but this was during a
training mission or weekend draill

Thank you for your cooperation and consideration an thisg patter.

(b)(©) I
" 7 7{In case the article does not céﬁ}, 13“;;“§B§111£-§chlafly‘s syndicated
article dated November 5, 2002).

e

Phyllis Schlafly ({(archive)
(printer-friendly version)

November 5, 2002

Clainton scandals continue to surface

The General Accounting Office reported last week that 16 percent of our
National Guard ard reserve pilots and aircrew have transferred ouk of
their combat positions An additional i8 percent of those surveyed have
stated theair intent to transfer or leave ©Did they suddenly lose their
zeal for Elying? Are they fatigued after years of service® Are they
avoirding possible deployment for an invasion of Iraqg® None of the ahove;
the prlots' departure has nothing to do with flying or with war The GAO




discovered that those pilots departed because the Clinton administracion
orderad them to receive the anthrax vaccine, and 86 percent of those who
did take the shots reported adverge side cifects.

Now, afrer scores of resigratitns and hundreds of carsers destroyed by
court-martial, we discover that our brave servicemen and womén were right
to resist the anthrax orders, and the government was fatally and corruptly
wrong. A lawsurt filed by two Connecticut Air Force Reserve piloks
assercved that the vaccipe wsed on the military wag never properly tested,
and the Food and Drug Administrat:on's recent rasponse was to halt use of
existing stocks ¢f the vacgane

Several months earlier, the FDA had ordered that a warning be included on

the vaccine's package insert stating that the vaccine can harm people wWith

immunaty disorders, can cause a hest of gerioug long-term adversse

reactions, and could already be responsible for mixw deaths and & number of

birth defects These warnings were based on complaints by m:litary wvaccine

users sance 1998 and show am .anjury rate that fsr excasds casualty-rgtes— - -~ - =
in combat.

The FDA warning alsce states that adverse reactions are expected in 5
percent to 35 percent of people who get the injection That 16 an
absolutely shocking danger difference from the advertised 0 2 parcent rate
whan Clinton ordersd everyone in the military to be grven the vaccaine

Clinton saw in the anthrawx vaccane a way to stick it te the milaitary he
*loathed, * literally, while handing a pot of gold to an importankt
political ally It was wan-win for the Clantonastas, but lose-lose for our
finest servicemen and women,

The baggest beneficrary of the order to Eorce the anthrax vaccine on the
mrlitary was adm William Crowe, the former chairman of the Joint Chiefs
of staff, whoe had provaded political “"gover" {or Clinton at a key moment
during his bad for the presidency in 1922 Crowe personally wouched for
Clinton against charges that he was a draft dodger.

A grateful President Clinton rewarded Crowe wibth the plum appolintment as

Ambassador to England But even that was not encugh, Clinton handed

BioPort, a corporation where Crowe was a director and a stockholder, an

exclugave multimillion-dellar contract Lo supbly 2.4 million servicemen

waith the anthrax vaccine. Crowe reportsdly received substantaal stock an

BiroPort's parent company without naying for 1t A Pentagon audit n apral

2000 revealed that BioPort wasted funds on "éxceggave rravel costs,. .. —— -
T EXceEsive severance pay and unsubstantisted sonsulting costs,* including

$1 28 mallaion ain “"unreasonable® bonuses for senior management.

About a year after BioPort contractually obligated rtfself ko supply the
anthrax for 525 7 million, the Clainton administration nearly doubled ats
promised payments to $49 8 million, even though the FDA repeatedly cited
BioPort for gual:ity deficaiencies and BioPort failed federal inspections
agaain and again HioPort was even indemnified against all liability from
advergse reactions te kthe vaccine, which Army Secretary Louis Caldera
admitted was "unusually harardou=" for certain recapients

An emergency medicine physician at Keesler Air Force base in Mississippa,
Capt Jobn Buck, chose to face a court-+art:al rather than be injected
with the vaccane

*A red lump on the arm 18 not gsomethaing that scares me," Buck saird, *bhut
an autoimmne disorder for the rest of my life 15 *




The Clinton administration cruelly court-martialed hundreds of servicemen
for declining the unsafe, untested vaccine.

The anthrax vaccine, whach was imposed on servicemen and women alike, was
never tested for harm to unborn chaldren. Clinton's feminast advisors
would never permit treating women differently from men, even for the sake
of avoiding barth defects

The number of deaths that the FDA now concedes could have been caused by
the anthrax vaccine exceeds the casualties from the anthrax itself when
the mails and office buildings were contaminated last year The postal
workers showed gcod common sense when 98 percent of them rejected the
government's hard sell to be voluntarily injected with the vaccine

We are waaiting for the Department of Defense to do the xight thang-

restore the careers, with rank and pay, of the hundreds of servicemen and

women who were punished for refusing a corrupt order to be injected with

the unsafe, untested and unpecessary vaccine., One- reason we elected Seorge — 7
W. Bush was to remedy Ball Clinton's mistakes, and thas is a good place to

start
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THE ASSISTANT SECRETARY OF DEFENSE

WASHINGTON, D, €. 20301-1200

HEALTH A EFALRS 27 178 1485
Honorable Arlen Specter
Chairman 4

Committee on Veterans' Affairs
United States Senate
Washington, DC 20510-6375

Dear Mr. Chairman,

Thank you for giving me the opportunity to respond to your letter of March 30, 1998
requesting information to complete the hearing record of Marck 17, 1998,

1 believe that the attached answets to your post-hearing questions underscores our
determination to ensure that the health of our men and women in uniform are fully protected

against health hazards they may encounter as they deploy around the world in support of our
national interests.

Should your office have any further questions, please contact my Chief of Staff, COL
Terry Rauch at {703) 697-2113.

Sincerely,

(3 e

~ Gary A. Christopherson
Acting Assistant Secretary of Defense

SOPILE
%94 95




Department of Defense (DoD) Responses
to Post-Hearing Questions from U.S. Senate Commiittee on
Veterans’ Affairs Hearing - March 17, 1998

Question 1: DoD coordination with the Department of Yeterans’ Affairs

1) What has DoD learned over the last seven years from its experience with Desert
Storm/Desert Shield and Bosnia veterans that will change the way veterans will
receive post-deployment health care and services?

2} How has DoD coordinated with the Department of Veterans Affairs any strategies
to address health problems associated with exposure to BW/CW?

3) What has DoD done to coordinate with the Depariment of Veterans Affairs the
development of individual medical baselines on military personnel who are being
sent to the Guif and who may be sent to future military engagements?

Answer: DoD and the Department of Veterans Affairs (VA) have worked together
successfully on several levels to ensure that we have learned lessons from the Gulf War
and subsequent deployment experiences and that we apply those lessons to current and
future agency and interagency activities. The two Departments and the Department of
Health and Human Services {DHHS) have worked together since January 1994 through
the Persian Guif Veterans Coordinating Board. The success of that effort has led to
plans to establish a Military and Veterans Health Coordinating Board to continue
interagency coordination. Once established, the new Coordinating Board should ensure
coordination between VA, DoD, and DHHS on a broad range of health care and
research issucs relating to past, present, and future military service in the U.S. Armed
Forces. The Coordinating Board provides the forum to ensure the agencies develop and
provide, as necessary, coordinated and timely registry and evaluation programs, clinical
care programs, comprehensive health risk communication, and benefit and
compensation determinations.

Under the National Science and Technology Councit (NSTC), DoD, VA, and DHHS
were the primary participants in development of an interagency plan to address health
preparedness for and readjustment of veterans and families after future conflicts and
peacekeeping missions. This effort was in response to Presidential Review Directive
(PRD)/NSTC-5, which required the participants to review policies and programs and
develop a plan that can be implemented by the Federal government to better safeguard
those individuals who risk their lives to defend cur Nation’s interests. The plan focuses
on existing policies and lessons learned from the Gulf War and other recent
deployments such as those in Bosnia, Haiti, and Somalia. In addition, heaith
preparedness for defense against and the health consequences of deployment-related
exposures to biological and chemical warfare agents is an essential part of the plan.
The President’s Committee of Advisors on Science and Technology is currently
reviewing the plan.




Under the leadership of the VA/DoD Executive Council, the Department’s are
advancing other cooperative efforts. VA and DoD have a commitment to create a
computer-based patient record (CPR). The CPR will capture heslth-related data from
the service member’s accession into the military, through training and deployments,
and to separation or retirement from military service. The CPR and supporting systems
will capture (and improve tracking and analysis) of (1} health events (outpatiept visits
and inpatient hospitalization), {2} periodic, pre-deployment, and post-deployment
health assessments, (3} immunizations and other preventive countermeasures, and (4)
potential health risk factors {including deployment-related, occupational,
environmental, and personal). Upon separation or retirement from active service, the
CPR will be transferred to the VA for their use in providing long-term health services
and benefits, and in improving our understanding of the health of veterans.

Question 2: Improved medical tracking

In your prepared statement, you mentioned the computer-based patient record (CPR),
the Theater Medical Information Program and the Personal Information Carrier {PIC)
as systems designed to improve medical tracking. What are the development and
fielding schedules for these items?

Answer: The Composite Health Care System II (CHCS II) developmental and fielding
schedules are attached, CHCS II is an evolutionary development program which will
uitimately provide the CPR. CHCS Il consists of incremental deliveries of increased
functionality supporting the President’s 8 November 97 memorandum and the
Department’s Force Health Protection (FHP) Program. The Preventive Health Care
System (PHCS) and the Personal Information Carrier (PIC), both integral to improved
medical tracking capability, are functional components of CHCS II. PHCS and PIC in
the near term, will be deployed as a stand-alone system in FY99, pending identification
of funding. The long-term plan, however, is to fully integrate PHCS and PIC
functionality into CHCS 11 Increment 3. The CHCS II Program development schedule
and deployment plan are attached as Enclosure 1.

Question 3: Pyridostigmine bromide.

1} The records for the documenting vse of pyridostigmine bromide (PB) during the
Persian Gulf War are incomplete. For example, in June 1994, the Defense Science
Board Task Force stated, “Although all units were given PB, the Depariment of
Defense does not have records of which military people actually ingested PB, nor of
how many tablets may have been ingested.” a) What is DoD’s current policy on the
use of this drug and how its use will be monitored?

Answer: The Department is committed to working with the Food and Drug
Administration (FDA) in the development of a policy that wili allow for the use of
Investigational New Drugs in combat missions. The Department currently has
established working groups to resolve issues relating to the use of INDs in military
combat or civilian terrorism emergencies. In the military combat context, the DoD is
working to establish a protocol for use of PB which is acceptable to the FDA and which
is executable by line commanders. DaD is pursuing the application of the Army’s
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" MEDPROS system to track IND products in operational scttings. Additionally, future
immunization tracking systems will include capability to record IND usage.

Question:

3.2) Given DoD’s new guidelines that PB will be used only if there is intelligence
information indicating threat of the use of soman or tabun, s DoD -
acknowledging that there may be health risks when PB is used in association to
an exposure to other chemical warfare agents, such as sarin? Does DoD now
have reason tc believe that PB may otherwise be harmful when used by a
healthy population?

Answer: The guidelines being developed for use of PB are based on well designed and
executed research protocols and on information available from Operations Desert
Shield and Storm. The Department believes that the pharmacological action of PB is
effective as a pretreatment against the use of soman and possibly tabun. PB is not
effective as a pretreatment against sarin. Based on available data, the Department does
not believe it is harmful. The FDA has noted that until there have been clinical trials
using PB as a nerve agent pretreatment at the proposed dose and schedule, effectiveness
in humans cannot be fully evaluated. However, it is unethical to do clinical trials in
humans to prove effectiveness for this proposed use. Therefore the FDA is considering
the use of surrogate animal data to further evaluate the drug for approval. It should be
noted that PB has been licensed for use as a treatment for myasthenia gravis for 5
decades at much higher doses for long periods of treatment. The FDA has not
questioned the use of PB at these higher doses for these patients.

Question: _

3.3) Given the disputes between DoD and FDA on DoD’s ability to comply with
Investigational New Drug (IND) agreements and requirements, what is DoD’s
policy for current or future application for the use of Investigational New Drugs
in peacetime or combat missions?

Answer: The Department is committed to working with the FDA in the development
of policies and practical protocols that will allow for the use of Investigational New
Prugs (IND} in combat missions and civilian terrorist emergencies. The Department
complies with the FDA requirements for use of INDs in medical treatment facilities and
in research facilities. However, the doctor/patient or principal investigator/patient
relationship required for the use of INDs in a medical treatment facility or research
facility is very different from what is required to use an IND in a disaster emergency or
cambat exigency situation.

Question 4: Anthrax Vaccine Program

1) When Secretary Cohen initially announced that DoD would proceed with
inoculation of all U.S. service members against anthrax, he cutlined four conditions
that needed to be met: (1) safety testing; (2) a plan for tracking of vaccines; (3)
approval of operational plans to administer the vaccines and inform troops; and (4)
review of the program by an independent expert. The plan to vaccinate troops has
been understandably moved up because of the presence of our troops in the Gulf.
But, we still need to learn from the lessons of the Gulf in making plans for future




deployments. Please describe DoD’s current progress on each of the four
conditions that Secretary Cohen initialiy outlined.

i Answer:

{1} The Department requested that the vaccine manufacturer, Michigan Biclogical
Preducts Institute (MBPI), conduct supplemental or additional testing -onall fots
of anthrax vaccine in the stockpile that had been previousty approved by the FDA
for release. The supplemental testing was requested by the Department because
the FDA, during one of its routine inspections of MBPI, had raised questions
about vaccine production and quality control procedures. Although none of the
concerns dealt specifically with anthrax vaccine production, the Department felt it
would be prudent tc have the manufacturer conduct supplemental testing to assure
the general safety, potency, sterility, and purity of the anthrax vaccine in the
Department’s stockpile. Supplemental testing began in January 1998 and is
scheduled to be completed by November 1998. Thus far, the results of ali
supplemental testing have been satisfactory. Even though supplemental testing
will not be completed until November 1998, only those lots of anthrax vaccine in
the Department’s stockpile that have successfully completed suppiemental testing
will be distributed to the field for use.

(2) The Services have implemented short-term, interim tracking systems that are
currently documenting anthrax vaccinations in Southwest Asia (SWA). The
Services interim systems will transmit data to the Department’s central data base,
the Defense Enrollment Eligibility Reporting System {DEERS). A long-term,
immunization tracking system, Preventive Health Care System (PHCS), will
begin initial deployment in the fall of this year. Wheu the total force anthrax
vaccination program is implemented, the interim tracking systems will be used to
document and manage the program until the long-term immunization tracking
system is fully operational.

(3) The Air Force operational and communication plan has been approved by the
Chief of Staff of the Air Force. The Army and Navy plans are in the final stages
of coordination and are expected to be signed by the senior leadership of both
Services by the end of April 1998.

(4} Dr. Gesard N. Burrow, Special Advisor for Health Affairs for the President of
Yale University, agreed to conduct an independent review of the Department’s
anthrax vaccination program. Dr. Burtow, who previcusly chaired the Institute of
Medicine Committee on Health Consequences of Persian Guif War Service,
completed his evaluation around 19 February 1998 with the following findings:

¢ “Anthrax vaccine appears to be safe and offers the best available protection
against wild-type anthrax as a BW agent” ‘5

* “ Steps have been taken to ensure the safety and quality of the Deparlment’s
vaccine stockpile”

« “The Services are developing a comprehensive plan to design and track the
immunization program”

» The communication program will be coordinated by individual Services”




»  Other than delaying vaccination during pregnancy and in immu_nodeflcient
personnel, there would not seem to be the need for special considerations
» Nor would there seem to be the need for special follow-up”

Question:

4.2) The current anthrax vaccine program requires military service personnekto .
receive six shots over a period of eighteen months, followed by a booster shot '
every year. It is the Commitice’s understanding that the Department of Defense
is exploring the efficacy of a different shot regimen.

(a} Ifthere is indeed a new program being considered, what is DoD)’s plan for
implementation?

Answer: Studies evaluating reduced vaccination schedules for administering the
anthrax vaccine are ongoing, 10 include clinical studies in humans. The initial goal is to
reduce the initial part of the primary 6-shot series from three shots given at 0,2, and 4
weeks to two shots given at 0 and 4 weeks {the current 6-shot primary series is
administered at O, 2, and 4 weeks and 6, 12, and 18 months). Although some
preliminary data has been collected, these studies are scheduled for completion in
Fiscal Year 1999. A precise implementation plan has not been established because the
clinical data and surrogate animal studies, when completed, will have to be reviewed
and approved by the Food and Drug Administration (FDA). The FDA must approve
any change in the licensed vaccine regimen. Therefore, as studies are completed, the
data will be presented to the FDA. This is necessary because a change in the -
vaccination schedule represents a change in the labeled use of the anthrax vaccine
which must be approved by the FDA. This abbreviated vaccination schedule will not
be implemented as part of the current plan to vaccinate the total force.

Question:

4.3) OnMarch 6, 1998, CNN reported that 200,000 doses of anthrax vaccine had to -
be recalled because they had been frozen, and thus ruined, during shipment to
the Middle East. This illustrates some of the significant logistical hurdles of
vaccinating our troops.

(a) Please describe other logistical hurdles needed ta be overcome for this plan to
work.

Answer: Other logistical concerns that must be adequately addressed to successfully
implement the program are:

* Monitoring/rotating vaccine stocks intra- and inter-Service to best ensure use of all
vaccine prior to the expiration of vials of vaccine.

» Ordening and distribution of correct size syringes for administering the vaccination
to minimize waste in administering the .5 ml shot from a 10 mi vial.




e Ordering and pre-vaccination distribution of anthrax risk communication
information and educational materials to service members and other personnel
designated to receive the vaccination.

Question: .
4. 3) {b) What is the shelf life of this vaccine? ’

Answer: The shelf life of the FDA-licensed anthrax vaccine is one year from the date
the product is bottled and labeled by the manufacturer.

Question:
4 4) Given DoD)’s poor performance in maintaining medical records during the Gulf
War, what agsurances can you provide that this program will be properly
administered and documented in the future?

Answer: For both the accelerated program in Southwest Asie and the total force
program, the anthrax vascination program has high-level attention and oversight within
the Office of the Secretary of Defense, the Joint Staff, the Services, and the warfighting
Commanders in Chief (CINC). The Ammy Vice Chief of Staff is the Executive Agent
for implementation of the anthrax vaccination program in Southwest Asia.

The CINC has placed a high priority on successfully implementing the vaccine
program. On February 20, 1998, CENTCOM updated their deployment policy on
implementing comprehensive joint medical surveillance measures, as outlined in the
August 1997 Department of Defense Instruction 6490.3, Implementation and
Application of Joint Medical Surveillance for Deployments. In addition to
requirements for pre- and post-deployment health assessment questionnaires and daily
and weekly disease and non-battle injury reporting, the CENTCOM policy stresses
immunization tracking with special focus on the anthrax vaccine. CINC CENTCOM
has directed that deploying personnel hand-carry their immunization record. Guidance
on vaccination programs and other force medical protection measures for the theater are
explicit regarding the requirement to document, retzin, and, if appropriate, archive
individual medical information. At the CINC's request, joint medical surveillance
teams (JMST) have recently arrived in the CENTCOM area of responsibility to closely
monitor and report on compliance with force medical protection/surveillance initiatives,
including the anthrax vaccinations administered in theater.

An interim immunization tracking system (ITS) is in place to meet the immunization
tracking requirements for the anthrax vaccination program. Currently, the Services use
use different systems to capture and retain data locally, but they also transmit a core set
of information in a standard format to DEERS, As individuals redeploy or mave from
one geographic location to another, the interim ITS will allow query of the DEERS
database to confirm the vaceination status of an individual or update the individual
service member’s immunization recard.

DoD is proceeding with a single, long-term solution o immunization tracking. In
1995, the Military Health System (MHS) began developmient of the Preventive Health
Care System (PHCS)—a component of the Composite Health Care System (CHCS) 1L




Immunization recording and tracking for military members, and all MHS beneficiaries,
are essential components of PHCS. Requirements were approved in May 1996.
Funding for PHCS was approved in August 1996. Prototype testing is occurring at
MacDill Air Force Base, FL, Brooke Army Medical Center, TX, and Naval Hospital,
Beaufort, SC. Operational testing is planned for FY 1998 with worldwide deployment
anticipated in FY 1999, PHCS is programmed in the FY 99-2003 POM as a part of the
Defense Health Program: CHCS 1I Deployment Surveillance Program. For active,
Reserve, and National Guard activities that may lack a ready electronic link to CHCS
I1, a stand-alone PHCS product is being developed.

Question: )

4.5) Reuters News Service reported on March 7, 1998 that several research articles
published within the last three months demonstrate that anthrax canbe
genetically altered and there is some evidence that forms of resistant vaccines
already exist. A March 26, 1998 New York Times article also reported that
Russian researchers may have produced strains of anthrax that may defeat the
American vaccine. Does DoD have any evidence that anthrax can or has been
genetically engineered to defeat the current American vaccine?

Answer: Russian scientists have reported the creation of an antibiotic resistant strain
of anthrax--a relatively simple technical manipulation. They also described, in a 1997
publication, a study to improve their own anthrax vaccine. As part of that study, they
genetically engineered = strain of anthrax to contain two foreign genes. That strain was
resistant to the Russian anthrax vaccine unless the vaccine was modified to contain the
same genes. This genetically engineered strain likely causes disease by a different
mechanism than that used by naturally occurring anthrax strains. Such an organism
would essentially be a new organism and not anthrax, as we know it.

Scientists from Los Alamos National Laboratory have described identification, using
gene probes, of muitiple strains of anthrax in tissue specimens obtained from victims of
the 1979 Sverdlovsk anthrax incident. The laboratory press release implied that
mixtures of anthrax strains might overcome the protection afforded by anthrax vaccine.
Bowever, this assertion was purely speculative and is not supported by any data.

The current 1J.8 -licensed anthrax vaccine is considered to be highly effective against
naturally occurring strains of anthrax, including antibiotic resistant strains. The
development of genetically engineered new organisms using anthrax or any other
biological warfare agent is a potential threat that must be evaluated carefully. We are
not aware, however, of any information to suggest that these modified strains have been
used in any context other than the research laboratory. Creation of a new vaccine
would require initiating a substantial research effort. Even a "new" strain hopefully
would be susceptible to an antibiotic, and thus treatable. While vaccines offer the best
means of protection and are an important component of our overall passive defense
posture, physical protection in the form of the mask remains a critical element in our
defense against biological weapons.




Question:

4.6) DoD has decided to invest $130 million, over a six year period, in vaccinating
the entire force of about 2.4 million personnel. Were other siternatives
considered, for example, vaccinating only those personnel in relative high-risk
areas and investing the remaining funds in developing a better biological agent
detector? : ;

Answer: The decision to vaccinate all service members against anthrax was made after
a thorough two-vear review effort and based on the recommendations of the Chairman
and Joint Chiefs of Staff. During this review, all available alternatives were
considered. Development of vaccines and other medical countermeasures against
known biological warfare threats are vitally important because they increase our ability
to provide full spectrum protection against these threats. Protective clothing and gas
masks provide excellent front-line defense against biclogical warfare agent threats, but
require detection of the agent to be effective. While research is ongoing to improve the
threshold of point and stand-off biological warfare agent detectors, variables like
weather, wind, and other external factors affect their ability to detect BW agenis,
particularly at low levels. Vaccines against biclogical warfare agents are given
prophylactically, or before exposure, and provide individual protection when detection
is absent or delayed and forces are exposed.

Quaestion:

4.7) Inits May 1957 reportt, the General Accounting Office {GAQ) recognized some
progress since the Gulf War in DoD)’s medical surveillance procedures.
However, it also identified some weaknesses during the Bosnia deployment in
maintaining accurate deployment information, the timeliness of post-
deployment medical assessments, and medical record-keeping. Given the
relative small number of personnel invelved in Bosaia compared to the pool of
2.4 million personnel DoD now plans to vaccinate, how can DoD ensure that the

anthrax vaccination program will not be subject to these same, serious
shortfalls?

Answer: The response to Question 4, sub-question 1, documents the requirements in
place and the future plans to minimize problems with the anthrax vaccination program.
[t is important to note that the GAQ report focused on the administration of tickborne
encephalitis (TBE) vaccine to some service members in Bosnia. TBE vaccine was used

 as an investigational new drug (IND); anthrax vaccine is a licensed vaccine. While it is
important to sccurately document all vaccines, IND vaccines have more extensive
documentation requirements imposed by the Food and Drug Administration in their
regulatory oversight of IND products,

Question:
4,8) Currently, DoD only requires medical exams every five years for most active
and reserve personnel. How will DoD ensure that personne! are notified that
they are to recetve their annual booster shot and receive that inoculation?

Answer: The immunization tracking systems that wilt document the anthrax
vaccinations will also be used as a management tool to inform commanders about the




status of individual and unit immurizations and to provide reminders when shots are
required.

Question:
4.9) In November 1993, DoD established the policy, responsibility, and procedures
for stockpiling biological agent vaccines and determined which persongel
should be immunized and when the vaccines should be administered.

(a) Why did it take until now 10 approve this policy for anthrax?

Answer: The department took a very methodical approach in developing this policy
which translated into a slower than usual process. It was the first policy involving total
force immunization against a biological agent so an extraordinary amount of analysis
and coordination were deemed prudent, Additionally, tracking systems were not fully
operational which was a requirement prior to implementation.

(Question: :
4. 9} (b) What were Dol>’s concerns about this policy and how were they resolved?

Answer: DoD had no major concerns relative to the efficacy or requirement for this
policy.

Question:
4, 9} (c) Are there any other vaccine programs in DoD that have a similar dosage
requirement {six shots followed by annual boosters)? Please describe how those
vaccines are administered and documented.

Answer: No, there are no other vaccines in current use that have similar dosage
requirements {six shots aver 18 month time interval with annual boosters ).

CQuestion:

4. 10} A number of issues regarding potential problems with implementation of the
new anthrax vaccination program with active military personuel have already
been raised. Please describe DoD’s plan to implement and monitor this
program for Reserve and National Guard personnel who are supposed to be
prepared for activation and possible deployment to problem areas such as the
Pergian Guif and Korea where these threats exist.

Answer: The Service total force anthrax vaccination program impiemeniation plans,
which have either been signed or are in the process of being signed by their respectively
Service Secretaries, address how each Service will implement and monitor the program
with respect to Reserve Component {RC) personne! (i.e., Reserve and Naticnal Guard).
In general, anthrax vaccinations for the total force will be administered to RC personnel
by health care providers at the following locations: Department of Defense medical
facilities; Coast-Guard medical facilities; Veterans Affairs (VA) or Public Health
Service medical facilities; Federal Occupational Health (FOH) Service medical
facilities; Indian Health Service medical facilities; and where necessary, by civilian
contract teams or facilities.




Phase I of implementation for total force anthrax vaccinations will vaccinate ali forces,
Active Component {AC) and RC, forward-deployed or assigned to high threat areas of
South West Asia (SWA) and Korea. Those RC rotating back to CONUS after
deployment will continue the vaccination schedule to complete the six shot series.

Phase 11 will vaccinate AC and RC early deploying forces (C to C+35) supporjing
SWA and Kotea. The remainder of the total force, accessions, and sustainment
(including the remainder of Reserve Component).

Question 5: Why only Anthrax?

Anthrax is not the only biological weapon that U.S. military personnel may be exposed
to in future conflicts, During the Gulf War 8,000 doses of botulinum toxoid vaccine
were administered to U.S. troops to protect against a weaponized version of that agent.
Why only protect our troops against anthrax when exposure to botulinum toxoid is also
a possibility?

Answer: Although botulinum toxin is a biclogical weapon threat, we do not have a
licensed (FDA-approved) vaccine to use as a countermeasure. Given the technical and
logistical considerations associated with & vaccination policy that provides total force
protection, the Depariment currently plans to use only licensed vaccines with the total
force. In a military combat emergency, when the best medical defense against chemical
and biclogical warfare agents requires the emergency use of drugs and vaccines not
approved by the FDA for general commercial use as a chemical or biological warfare
agent treatment/antidote, the Department may require the use of products classified by
the FDA as INDs. The use of botulinum toxoid vaccine is in this category.

Question 6: Health Preparedness.

Health preparedness includes ensuring that troops are sufficiently healthy to deploy to &
conflict. Reservists who lack health insurance through their regular, non-military
employment may lack access to medical care. Since Reservists are only required to
have a DoD physical every five years, health problems may go undetected. How can
you ensure the health preparedness of Reservists and National Guard personnel?

Amnswer: In accordance with Section 10206 {(a){2), Title 10, USC, each Reserve
Component (Reserve and Guard) member is required to execute and submit annually to
the respective Service Secretary a certificate of physical condition. This certificate is
completed by the member, and subsequently reviewed by z military medical authority.
If a medical condition is identified, the member is informed of the condition, and they
are advised to seek medical follow-up (treatment) for corrective action, and

continuation in an active Reserve status. Failure to comply may mean separation from
Reserve status.




/ CHCS IT Program Schedule
| with Incremental Milestones/TPRs |

ik 't JCE I 129 501

??Y?Y?

ﬂlnmmtiﬁitas
nie !I}ep]nyfmmentz '

Force Health

\ Symbol Kay: % VT InPrecass Renien G HW““W T kGl Oparsioval Syablty Wil TstoniePie )
Vendey Canlrast
@ hoemerRiestme. < Facs lmr. LFIP < LowRte i Pecntion

?
Enclasure 1 fﬁgggglm witcledplrtg NS
Nikeslane i mnlingmpmﬁm‘iE Repat oo suosassful CTAE resuly,




CHCS II Deployment Plan

Frgz  _F¥ss  Fyes (i FYH! o2 P8 FYM  FY05  FY(B

PR
Devaopment

[ RN L )

cPR
[ Deplejment

FYa7 FYgs Fi%

* Regions seven and eyt dave bezn combined and ae novw

cafted the TRICARE Ceatral Region, bul for e CHCS I Proguam,

the des;gmavion “seven” snd "eight,” and K rarber fourteen

versts Cittaen TRICARE ropions, will be retained fo mach
Enclosure ] deloyoment xchedulzs of othes MHS programs abeady mderway,




ARLEN BPECTER, PERNSVLVANA CHAIRMAN
STROM THURMOND, SOUTH CARDLSNA,  JONK D, AOCKEFELLER ¥, WEST VMIGHAA

" FRAMK H AMUZKOWSKL ALASKA 08 GRAHAM, FLORID
JAMAES M. JEFFORDE. YEMMROKT DANGHL [ AKAKA, HAVAH
PEN MIGHTHORSE CAMPEELL, COLORADG  PAUL WELLSTONE. MINNESOTA
Loy £, CRAG, 08RO PATTY MURRAY, WASHINGTON

s s Anited States Senate

I GOTTLIES, MINGRITY CHIZF COUNSELI TAFF DNECTOR
COMMITTEE ON VETERANS' AFFAIRS
WASHINGTON, DC 20510-8375

March 30, 1998

Mr. Gary Christopherson

Acting Assistant Secretary
of Defense, Health Affairs

Department of Defense

The Pentagon

Washington, D.C. 20301

Dear Mr. Christophersons

Thank vou for testifying before the Committee on March 17, 1998 about the
shortcomings that the Department of Defense has identified in chemical and biological
preparedness and medical readiness during the Gulf War, lessons leamned from the experience
and strategies for future deployments. Unfortunately, time constraints hindered Committee.
menmbers from asking a number of questions that would have completed the hearing record.

We would appreciate your response for the record to the enclosed set of questions by April 6,
1998.

Please forward your responses to:
Senate Committee on Veterans' Affairs
412 Russell Senate Office Building
Washington D.C. 20510-6375
Attention: Mr. Dat Tran
Should you have any questions, please contact Terence Lynch (202-224-4305) of the

Commitiee staff. Thank you for your prompt attention to this matter.

Sincerely,

Arlen Specte




Secretary Christopherson: ‘

DoD coordination with the Departinent of Veterans' Affairs

13 What has DOD leaned over the last seven years from its experience with Desert Storm/Desert
Shield and Bosnia veterans that will change the way veterans will receive post-depldyment
health care and services?

2) How has DOD coordinated with the Department of Veterans Affairs any strategies to address
health problems associated with exposure to BW/CW?

3) What has [XOD done to coordinate with the Department of Veterans Affairs the development
of individual medical baselines on military personnel who are being sent to the Gulf and who
may be sent to future military engagements?

Improved medical tracking

4) In your prepared statement, you mentioned the computer-based patient record (CPR), the
Theater Medical Information Program and the Personal Information Carrier (PIC) as systems
designed to improve medical tracking, What are the development and fielding schedules for these
items?

Pyridostigmine bromide

5) The records for the documenting use of pyridostigmine bromide (PB) during the Persian Gulf
War are incomplete. For example, in June 1994, the Defense Science Board Task Force stated,
“Although all units were given PB, the Department of Defense does not have records of which
military personnel actvally ingested PB, nor of how many tablets may have been ingested.”

a) What is DOD’s current policy on the use of this drug and how its use will be monitored?

Anthrax Vaccine Program

§) When Secretary Cohen initially announced that DoD would proceed with inoculation of ail

U.S. service members against anthrax, he outlined four conditions that needed to be met:

(1) safety testing; (2) a plan for tracking of vaccines; {3) approval of operational plans to
administer the vaccines and inform troops; and (4) review of the program by an independent
expert, The plan to vaccinate troops has been understandably moved up because of the presence
of our troops in the Gulf, But, we still need to learn from the lessons of the Gulf in making plans
for future deployments, Please describe DoD)’s current progress on gach of the four conditions
that Secretary Cohen initially outlined.

7) The current anthrax vaccine program requires military service personnel to receive six shots

over a period of eighteen menths, followed by a booster shot every year. It is the Committee’s

understanding that the Departmcnt of Defense is exploring the efficacy of a different shot

regimen.

a) If there is indeed a new program being considered, what is DoD’s plan for implementation? 8) I:\

4/




On March 6, 1998, CNN reported that 200,000 doses of anthrax vaccine had to be recalled
because they had been frozen, and thus ruined, during shipment to the Middle East. This
illustrates some of the significant logisticat hurdles of vaccinating our troops.

a) Pleasc describe other logistical hurdles needed to be overcome for this plan to work.

-

b) What is the shelf tife of this vaccine?

9) Given DOD's poor performance in maintaining medicai records during the Gulf War, what
assurances can you prowde that this program will be properly administered and documented in
the future?

10) Reuters News Service reported on March 7, 1998 that scveral research articles published
within the last three months demonstrate-that anthrax can be genetically altered, and there is
some evidence that forms of resistant vaccines already exist. A March 26, 1998 New York
Times article also reported that Russian researchers may have produced strains of anthrax that
may defeat the American vaccine. Does DoD have any evidence that anthrax can or has been
genetically engineered to defeat the current American vaccine?

11) DOD has decided to invest $130 million, over a six year period, in vaccinating the entire
force of about 2.4 million personnel. Were other alternatives considered, for example,

vaccinating only those personnel in relative high-risk areas and investing the remaining funds in
developing a better biological agent detector?

12} In its May 1997 report, the General Accounting Office (GAQ) recognized some progress
since the Gulf War in DOD's medical surveillance procedures. However, it also identified some
weaknesses during the Bosnia deployment in maintaining accurate deployment information, the
timeliness of post- deployment medical assessments, and medical record-keeping. Given the
relative smoal! number of personne! involved in Bosnia compared to the pool of 2.4 million
personne] DOD now plans to vaccinate, how can DOD ensure that the anthrax vaccination
program will not be subject to these same, secions shortfatls?

13) Currently, DoD only requires medical exams every five years for most active and reserve
personnel. How will DOD ensure that personnel are notified that they are to receive their annual
booster shot and receive that innoculation?

14) In November 1993, DOD established the policy, responsibilities, and procedures for
stockpiling biclogical agent vaccines and determined which persennel shou]d be immunized and
when the vaccines should be administered.

a) Why did it tzke until now to approve this policy for anthrax? -

b) What were DOD's concerns about this policy and how were they resolved?

15) Are there any other vaccine programs in DOD that have a similar dosage requirement (six




shots followed by annual boosters)? Please describe how those vaccines are administered and
documented,

Why only Anthrax?

16) Anthrax is not the only biological weapon that U.8. military personnel may be exposed to in
future conflicts. During the Gulf War 8,000 doses of botulinim toxoid vaccine werd”
administered to U.S. troops to protect against a weaponized version of that agent. Why only
protect our troops against Anthrax when exposure to botulinum toxoid is also a possibility?




Posthe;aring Questions
Concerning March 17, 1998 Hearing

For The Honorable Gary Christopherson
Acting Assistant Secrefary of Defense, Health Affairs
' Department of Defense il

From Senator John D. Rockefeller IV
Ranking Minority Member
Senate Committee on Veterans' Affairs

Pyridostigmine Bromide .

1) Given DoD’s new guidelines that PB will be used only if there is intelligence informaticn
indicating threat of the use of soman or tabun, is DoD acknowledging that there may be
health risks when PB is used in association to an exposure to other chemical watfare agents,
such as sarin? Does Dol now have reason to believe that PB may otherwise harmful when
used by a healthy popunlation?

2) Given the disputes between DoD and FIDA on DoD’s ability to comply with Investigational
New Drug (IND) agreements and requirements, what is DoD’s policy for current or future
applications for the use of Investigational New Drugs in peacetime or combat missions?

Anthrax Vaccine Program ' :

3} A number of the issues regarding potential problems with implementation of the new
anthrax vaccination program with active military personnel have atready been raised. Please
describe DoD’s plan to implement and monitor this program for Reserve and National
Guard personnel who are supposed to be prepared for activation and possible deployment to
probiem areas such as the Persian Gulf and Korea where these threats exist.

Heglth Preparedness
4) Health preparedness includes ensuring that troops are sufficiently healthy to deploy to a

conflict. Reservists who lack health insurance through their regular, non-military
employment may lack access to medical care. Since Reservists are only required to have a
DoD physical every five years, health problems may go undetected. How can you ensure
the health preparedness of Reservists and National Guard personnel?

i
i
1
|
i
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R Rnited States Senate
1 WASHINGTON, DC 20810-1401
It;ne 24, 2002
The Honorable Donald H. Rumsfeld
Secretary of Defense
1000 Defense Pentagon

Washington, DC 20301-1000

Dear Secretary Rumsfeld:

[ have noted recent developments in the Department of Defense’s anthrax vaccine policy.
Reports suggest that you have signed off on a plan to set aside your predecessor’s policy (o
vaccinate the entire force in favor of a plan that will only vaccinate those who are at risk for
exposure. As you finalize details of the new plan, I ask you to review carefully the effects that
the old program had on the uniformed military who refused to submit to the shot series and left
the mili tary. i

In October 2001. my staff and I were inconvenienced for over thres months by
contamination resilting from the famed “Daschle letter,” which contained a highly virile strain
of anthrax. We all gained new understanding about the effectiveness of anthrax vaccinesas well
as the great degree of variance in suseeptibility of individuals to anthrex spores, We also came
to the realization that what we kmew previously about anthrax was limited and that supposed ;
protections against exposure may not have had any effect in this instance. i

More recently, [ read a book by Licutenant Colonel Thomas S. Heemstra, entitled
Anthrax, a Deadly Shot in the Darkwhich was given to me by [(B){ _la
constituent who refused to take the shots and was subsequently discharged from the (BMG).
(B)6) | LCOL Heemstra writes eloquently afteplight of those who believed that }
the anthrax vaccine was not effective and was not safe, and perhaps more so, felt that the ‘

goverment they served was not dealing honestly with them, [ recommend it to yo. i

The old policy was promoted as a lawful order and used the Uniform Code of Military
Justice to bring members into compliance, but neither the policy or the UCMT were i
uniformly across or within the services. For example, in the Indiana Air National Guard, 16
pilots (nearly half the squadron) were dismissed or resigned from a single squadron and no
longer serve. LCOUHeemstra notes the glaring disparity between those actions and the lengthy
informed consent procedures ysed when postal workers and Senate staff were offered the sams
vaccine last year. i

A5 youreview the actions of the pastAdministration and the institutional military that
camried out the orders involving the anthrax vaccine, and as you lay out the road ahead seeking
best protections of our troops against this deadly substance, [ urge you to carefully consider the

ividuals who were victims of a policy that atean easily be called flawed, partienlacly
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|[Eii6 i and the other pilots of the (b)(6) | And,I

hope you will find it appropriate to extend to them invitations