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OFFICE OF TI-!E ASSISTANT SECRETARY OF DEFENSE 

WASHI~GTON, DC 20301-12.00 

ACTION J\.fEMO 

CMAT Control #I 

2003006-0000017 

January 3, 2003 2:45 PM 

FOR: ASSISTJ.fi:~.T~Y OF DEFENSE (HEALTH AFFAIRS) 

FROM: ~en·~t~ASD, Force Health Protection and Readiness 

SUBJECT: Representative Oxley's Inquiry for Infonnation on the Anthrax Vaccine 
Immunization Program 

• Rr~ Dx11 requested we provide a respcmse to one ofhis constituents, 
Ms (b)(6) re,dinalbc t!"'"" Vaccine Immuni,tion Program. A!J 
a conceme c1tizen, s. (b)( 6) . numerous concerns regarding our 
servicemembers and the anthrax vaccine immunization program. 

• The proposed response explains A VIP policy that addresses her concerns. 

RECOJMrvlENDATION: Sign letter at TAB A. 

COORDINATION: TAB C 

Prepared by: CO~(b)(6) I A V1P Office, PCDOCS # 44427 R/44440 
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l(b)(6) 

From· 
Sent 
To· 
Subject 

DATE ==i (b)(6) 
ADDR2. 
ADOP3 
CITY 
STATE 
ZIP: 
fHOllE: 
~1.. 

msv: 

l 42fll 

wnterep 
Friday. October 25. 2002 1.12 PM 
OH04W'fR 
WriteRep Rasponsas 

flO 5303 

~ar eon;:ess~n ~•Y• 

I an wr.u::~.rg as 4 .:onc2zned 1:-~.uen I am urcr-nv you to :a.nves~:.gate 
and. help •~P ~!le :aandatorv JIIAtlu:a:~o. V;scc.M tNNJUzaouon 'P.r~va:am cAV:tr, 
ot our sei:Vl.c• 11181\ and. wotaen . A:1clu:a:z vacC1ne u .ms&fe, 'W'Ites~ .. 
u:-..cec:e••uy, wapap,.la.r, e.DI!I~luo:al, ancl aot t:otally el!tec:c~ve. Early 
s~toms tollaw1ng the f~rst or second shot that have been reporeed ~D 
~gb ~umbexs ~:l~da head.aeh.a, mal~se, resp1~a:o:y dlstzeso, ~~ls, 
~&~rh~e, f&ver. a~d. abdom~~a1 cra~p~~· Later chron~c aympto~ ~~~ 
reP~rted ofcer. ~fter tha ~%d. or four~h Ehot A•ve ~tluded d1zz~ss, 
chron~~ !4~1;ue, ehes~ pa1as. sleep diSO~~·~~. ~%1 loss, headaches, 
JO:LDt and muscle P•:a.n, per~pheral aensorJ ncurop&~h1e•, ~ecu~r1D9 
~.st~a. b1ac~auts, auto1mmune d~seasea, swe1l~n9 cf l~mbs. collagen 
vascular d~sease. seps:a.s, ea~aLo~yop~ehy, nausea, ~ght sweat~, cysts, 
~unnel Vls.an, and se~zures T~Ls .n!otMatlon can be founa at the CDC 
webs~t~ ~ c4c fO~/~wr/p~uv~ew/~mw~~/r~4915•1.htm and ~D ~e book 
"AD tb.:a,.. .i\ 
Daadly Shot %1' Tne Dark .. by 'l'hemas S Keems:n: . .r:a S1x people have dLed 

fcllow:.ng ant~a:~ .uDIIIUDLI&t~o!l. Our serw.1ce 11181' and WOJr.an Nk~ gJ:eat:. 
aac~~f1ces of ~~~ snd someti~s th~~ 11vea to defead ou~ 9~eat nat~cu, 
b~~ tbe~ should not have to eacr~f.~e ~he~r heal~h be~use q! ~h.l$ 
unsaie •rao;:.ne. oc tUJc cou~:t-1114r.:.:.sl .1f ::he•1 refuse l.C C1v:.l.1.•.tu1 are 
g.1vea a cha~ce ~one•~n~g tbLa vac~ne and so $~u1d o~.r: ••~ce men ~nd 
wemon be 92.ven that aame cho:a.ae. Further rc11aarch needs -.:o b• dona ~o 
f1nd a safe aad etfe~v~ anthra~ vac~n~ 
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l(b)(6) ILTC, OASD(HA) 

From: l<b)(6) jcoLo~L..:....(b.,;_;.)(6_;_) _______ ____.,~ 
Sent· Wednesday, December 25, 2002 5 47 PM 
To: l(b)(6) I 
Subject: Draft Letter for ASD(HA) Ssgnature 

Importance: Hrgh 

As requested~(b)(6) I 

- .L."r.::.:r:-r::a::~--' 

r 24, 2002 1:35PM 
OLOTSG 
TCOTSG 

~ ts the final verston oftbel(b )( 6) 
.-.,::.1 (b==)( 6=::=) =:;1 

1/3/2003 

~etter 

Page 1 ofl 
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Executtve Office 

(b)(6) 

Dear Ms l(b)(6) r 
Thank you for your recent e-marl ooncemrng the Anthrax Vacane lmmunrzatron 

Program (A VIP) I share your concern for our seMce members PreseMng the1r health 
and safety ts our #1 concern The Department of Defense (DoD) requtres anthrax 
vaccrnatlon for certarn servrce members as an added layer of protecbon agatnst thrs 
potentially deadly b1ologtcal agent 

The threat of brolog1cal warfare has been a rrsk to U S forces for many years DoD 
analysts ma1nta1n updated threat-level evaluabons. adjusbng the tnformatron as necessary 
to reflect the nsk to U S operations Based on assessment of current and past acbv1t1es 1n 
such areas as Iraq and the former Sov1et Unton. the potential offensrve brofogrcal threat 
facmg seMce members makes It necessary for the DoD to have a robust blologtcal­
defense program today Anthrax 1s one of the deadliest bLolog1cal weapons of cho1ce 

As With other vacc~nes. the benefits of the U S Food and Drug Adm1n1stratron 
(FDA)-I1censed anthrax vaccine far outwe1gh any nsk The Centers for Drsease Control 
and Prevention (CDC) states that getbng vaccrnated 1s much safer than gettrng the 
drseases the vaocmes prevent Such brologrcal agents as anthrax are especially hard to 
detect Symptoms are delayed, and Without prevenbve med1cal efforts. such as 
vaccrnatron, the results can be devastabng and Widespread 

Medical experts agree there have been no deaths found to be caused by anthrax 
vaccrne reported among more than 2 2 mlll1on •mmumzatrons grven to over 567,000 
servtee men and women s1nce the Anthrax Vaccme lmmuntzabon Program began 1n March 
1998 Further, no deaths have been attrrbuted 1n a cause-and-effect manner to the 
vaccrne srnce the FDA hcensed 1t over 30 years ago 

Many stud1es establish anthrax vacc1ne safety From a 1958 study published tn the 
Bulletin of the Johns Hopkms Hospdal, to more recent stud1es at Fort Detnck, Maryland, 
evtdence shows that there are no known long-term Side effects to the anthrax vaccme In 
2002, the Nat1onal Academy of Sc1ences Institute of Mechcrne's Committee to Assess the 
Safely and Efficacy of the Anthrax Vaccine concluded the1r two-year study In the1r 
published fmd1ngs, the Committee found .. no evadence that people face an Increased nsk 
of expenencmg hfe-threatemng or permanent'y dJSabhng adverse events 1mmedtately after 
receJVrng AVA, when compared wrth the general population 



--····· ...... ----'---------

2 
11Nor d1d 1t ftnd any conv1nc1ng evtdence that people face elevated r1sk of developing 

adverse health effects over the longer term, a,though data are llmd:ed 1n th1s regard (as 
they are for air vaccmes) "* 

The 10M Committee studied data on anthrax-vacc1ne effectiveness and concluded 
"that the available evrdence from studres With humans and anrmals, coupled With 
reasonable assumptlons of analogy, show that AVA as licensed as an effective vaccrne for 
the protection of humans agamst anthrax, mclud1ng rnhalatlonal anthrax. caused by any 
known or plausible engineered strains of B anthracJs l1fr 

The DoD continually str1ves for unproved vacc1nes and rnproved vacetnatlon 
programs to protect the health of our force The DoD 1s currently collaborating wath the 
CDC 1n the1r study to determine different ways to adm1n1ster the current anthrax vaccme 
Thrs study may lead to the FDA's allowrng 1ts use rn fewer doses and admrnrstenng rt 10 a 
way that may reduce bothersome local mjeCtlon-slte redness, pa1n, swelhng and rtchtng 
Additionally, the DoD 1s partner1ng wrth the Department of Health and Human Services to 
develop a "next generation .. anthrax vaccme, whrch may be as effecbve and safe as the 
current vacCine 1n fewer doses Both these efforts are 1mportant, but w111 take years to 
conclude Meanwh1le, we must protect our serv1ce members from harm wrth the currently 
licensed, safe and effectrve vacc1ne 

I trust this Information addresses your concerns and l1nvrte you to v1s1t the AVrP's 
Internet Web s1te at http /fwww anthrax mil, or call the toll-free Information l.ne at 1-877-
GET-VACC for more In-depth mformabon about the anthrax-vaccme program Answers to 
other questions are also avadable by wntlng to aVIp@otsg amedd army m!l 

*Source ''The Anthrax Vacc1ne ls It Safe? Does It Work?" Published 1n 2002 by the 
National Academy Press, www nap edu/gatglpglj03j0 html 



Message 

l(b)(6) I LTC, OASD(HA) 

From: ._l(b_)(_6) ___ __.ILTC, OASD(HA) 

Sent: Fnday, December27, 20021117 AM 

,.a: l(b)(6) IcoN, OASD{HA)ITMA 

Subject: RE Draft Letter for ASD(HA) S1gna1ure 

Tracking: ReCipent Read 

I (b)( 6) foN, OASD(HA)fTMA Read J2/27/11JOi. 11 24 AM 

--·- -- . . . ... ···--- - --

P~ge 1 of2 

WOuld your shop be able to put the coordtnai:IOn package togelher? It should be ass1gned to FHP & R and 
prepared for Dr Wlnkenwerder's s1gnature 

If I Should be doing someChtng dlfferenUy, please fet me know 

l<h><6> I 

-~~Dtllii!Cei:DbCO~ N, OASO(HA)/TMA 
I~ 27, 2002 10:58 AM 

:rc, OASD(HA) 
H-::-':::r:-<........-=I'I"'T"'::-t.._ for ASD(HA) Srgnature 

r can't tind 1t m PCDOCS Have not seen it up here 

1/3/2003 

-on~al Message -
Fram: )(6) I LTC, OASD(HA) 
Sent: Fn~: December 27, 2002 1.0·39 AM 
Ta~~b)(6)_~ IcoN, OASD{HA)ITMA 
SUii ec:t: : Draft Letter for ASO(HA) Signature 
Importance: HJQh 

l<b)(6) 

Is thiS response 1n PCOOCS? I have been unable to find 1t 

l<bX6> I 
-on~nal ~e--From: ~(~ PlLOTSG[m~(b)(6) 
Sent: ___ n~oetember 25, 2002 5'47 PM 
To~(bl I 
SUbj~ Draft Letter for ASD(HA} S,gnature 
Importance: Hlgh 

f(b)(6fl As requested. GMR 
~nal Message-=-

Fram: )(6) I 
sent: u December 24, 2002 1 35 PM 
To (b)(6) LOTSG 
Cc: LTC OTSG 
S\1 

l(b)(6) 



. . _ ,,_, __ ---------· ·--· ·------· .. . . 

Message Page 2 of2 

Attached 1S the final verston ofthel(bX6) jletter 
l<h><6> I 

113/2003 
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:1 
l(b)(6) b1v, OASD(HA)ITMA"'Iu..:<b=)(=6.L..) _____ ---.~ion 

-.......2iill 011031200310:24:44AM 
c;:; ~·' 

To: 
cc: 

L-l(b_)( 6_) -------'' OHS~(b )( 6) 

Subject: Hot suspense 

~ 
We will be sending you a bot suspeDse that we received from LTCI(b)(6) 
suspense date will be 1/7/03. Please work asap. L.....----

l(b)(6) 
Staff Assistant 

1

cCi{1}t Men•:ct Division 

l<b)(6) I 
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Subject FW: REP OXLEY RESPONSE TO MS. HAUSHALTER 

l(b><6> I 
Attached are 3 recommended (well, corrects mistakes, so i=PQrtant to 
"accept") changes using Word•s Tracking Tool. I don•t intend to be mean or 
snippy here, but these were correct in the draft I sent originally. I 
rea1ize you folks made some editorial changes to express differently than me 
in a couple places, and I appreciate that license; however, pls don•t make 
chaOges that are mistakes. 

Thanks, 1'-'-(b-'-)(-'-6) ___ __. 

~~l(b)i6)"l Message-----

[~lt~~~~)~(6~)-=--------~~--------~ 
Sent: Friday, January 03, 2003 ~:24 PM 

To: l(b)(6) 

Cc:~. ----~=-~~~~~~~~------~~~~------------------~ 
Subject: REP OXLBY RESPONSE TO MS. HAUSBALTER 
Importance: High 

l<b)(6) ~ 

Attached is the proposed response to Ms. l(b)(6) !regarding AV:IP. 
If you b,th concur and respond via email, I will send this forward for MS. 

l(b)(6) _coordination and ASD(HA) signature. 

(See attached file: Rep OXl.ey - AV:IP Problem l.-3-03 .doc) 

- Rep Oxley -A VIP Problem 1-3-03.doc 
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HEAL.TH AFFAIRS 

(b)(6) 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

Dear Ms.l(b)(6) J 

Thank you for your recent e-mail concerning the Anthrax Vaccine Immunization Program 
(A VIP). I share your concem for our servicemembers. Preserving their health and safety is our 
number one concern. The Department of Defense (DoD) requires anthrax vaccination for certain 
servicemembers as an added layer of protection against this potentially deadly biological agent. 

The threat of biological warfare has been a risk to U.S. forces for many years. DoD 
analysts maintain updated threat-level evaluations, adjusting the information as necessary to 
reflect the risk to U.S. operations. Based on assessment of current and past activities in such 
areas as Iraq and the former Soviet Union, the potential offensive biological threat facing 
servicemembel'S makes it necessary for the DoD to have a robust biological defense program 
today. Anthrax is one of the deadliest biological weapons of choice. 

As with other vaccines, the benefits of the U.S. Food and Drug Administration (FDA) 
licensed anthrax vaccine far outweigh any risk. The Centers for Disease Control and Prevention 
(CDC) states that getting vaccinated is much safer than getting the diseases the vaccines prevent 
Biological agents such as anthrax are especially hard to detect Symptoms are delayed, and 
without preventive medical efforts such as vaccination, the results can be devastating and 
widespread. 

Medical experts agree, there have been no deaths from anthrax vaccine reported among 
more than 2.2 million immunizations given to over 567,000 servicemen and women since the 
Anthrax Vaccine Immunization Program began in March 1998. Further, no deaths have been 
attributed in a cause-and-effect manner to the vaccine since the FDA licensed it over 30 years 
ago. 

Many studies establish anthrax vaccine safety. From a 1958 study published in the Bulletin 
of the John Hopkins Hospital, to more recent studies at Fort Detrick, Maryland, evidence shows 
that there are no long-term side effects to the anthrax vaccine. In 2002, the National Academy of 
Sciences, Institute of Medicine's OOM) Committee to Assess the Safety and Efficacy of the 
Anthrax Vaccine, concluded their two-year study. In their published findings, the Committee 
found "no evidence that people face an increased risk of experiencing life-threatening or 
pennanently disabling adverse events immediately after receiving AVA, when compared with 
the general population. 



.... -·---·--·-·-···-·-----

''Nor did it find any convincing evidence that people face elevated risk of developing 
adverse health effects over the long term, although data are limited in this regard (as they are for 
all vaccines)."* 

The 10M Committee studied data on anthrax-vaccine effectiveness and concluded "that the 
available evidence from studies with humans and animals, coupled with reasonable assumptions 
of analogy, show that AVA as licensed is an effective vaccine for the protection of humans 
against anthrax, including inhalational anthrax, caused by any known plausible engineered 
strains ofB antbracis." * 

The DoD continually strives for improved vaccines and improved vaccination programs to 
protect the health of our forces. The DoD is currently collaborating with the CDC in their study 
to determine different ways to administer the current anthrax vaccine. This study may lead to the 
FDA's allowing its use in fewer doses and administering it in a way that may reduce bothersome 
local injection-site redness, pain, swelling and itching. Additionally, the DoD is partnering with 
the Department of Health and Hmnan Services to develop a "next generation" anthrax vaccine, 
which may be as effective and safe as the current vaccine in fewer doses. Both of these e:fforts 
are important, but will take years to conclude. Meanwhile, we must protect our servicemembers 
from harm with the currently licensed, safe and effective vaccine. 

I trust this information addresses your concerns and I invite you to visit the A VIP's lntemet 
Website at http://www.antbrax.m.il, or call the toll-free information line at 1-877-GET-VACC for 
more in-depth information about the anthrax-vaccine program. Answers to other questions are 
also available by writing to avip@otsg.amedd.army.mil. 

Sincerely, 

William Winkenwerder Jr., :MD 

Cc: 
The Honorable Michael G. Oxley 

* Source- "The Anthrax Vaccine, Is It Safe? Does It Work?" Published in 2002 by the National 
Academy Press, www.nap.edu/catalog/1 031 0/html. 
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RON PAUL 
UIH CIIIITRICT, 'I'I!XAS 

FINANCIAL SERVICES COMMIT1'EE 

VIC!­
CNIR!IIGIIfMII -­
CAPIT~IIAIIIEm,~ 

CIOVfMMENroSPONioAIIIIIIIEBMIIIII 
. ~MmllrMJI'IIla', 

11!CIINOIDGY,ANDICCiliiiiMIC-.,no 

IN1ERNA110NAL RELATIONS 
COMMmEE -­~CIPIJI,\liiNSAJG 
HIJMNIIIIGII1S 

r - .. ···-·· . . -. .. 
l\r' ........ ·.: ••••• ~ ... -
~ ..... '··. . ... _. ':. _-:, 

2~ .!::: _, ::1 2: oiJ 

Qtongreli of tbt Ulnittb 6tat£S 
J~o~e ~f .1\tpmentatfbtf 

8aJfJfngton. -~ 20515-4314 
. , 

Deeember ~, 2002 

2113 c:NiiiDN HOIISI! Ol'ltCE BUII.IllNG 
WASIINGTON.IIC 20511 

Qlla) ZlWfrl1 

312 SOUnt MAIN 
sunezza 

va:n:JIIIA. TX 17101 
(311) 578-t23, 

2110 WEST:2ND STRElT 
SUJ'I1210 

FREEI'ORT. 1X711Ct 
C1171l23HOID 

WDTIIINIIIIMISI'IEII8 SeCretary or Defense 

fiiDIIIIIIID 
The Honorable Dcmald H. Rumsfeld 
Secretaty of Defense . 
Department of Defense 
1000 Defense Pentagon 
Romii3E880 
Washington, DC 20301 

Dear Honorable Rumsfeld: 

. SA0020721 

- . -

Please po"Vfde IIJlS'WerS to the following questions reprdillg the admmistration's smallpox 
vaccinationpolicy. · 

· rt What repcrcussiODS wiD be &ced by members ofth, military who refuse the smallpox 
wccine? . 

2. What remedies am awilablc to militay penODDd who aperienccneptive reactioDs to the 
smaDpox vaccine? 

Please COD1act MrJ~(b....,....,)(.....,.,.6)-------,l my legislative director. if you have au.y questions 
regarding this request TJi8lik you in advance for your prompt respoase to this .inquUy • 

.•. 

Ron Paul 

U00328 / .03 
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HEALTH AFFAIRS 

---··· .. . ·--·-·- ·-··--------- --·· .. 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL AND READINESS) 

FROM: William Winkenwerder Jr., Assistant Secretary of Defense (Health Affairs) 

SUBJECT: Response to Representative Ron Paul Regarding Smallpox Vaccination 
Policy 

• Attached at TAB A is a draft response to Congressman Ron Paul's request for 
information regarding DoD's smallpox vaccination policy. Specifically: 

• What are the repercussions to military members who refuse the 
immunization? 

• What remedies are available to military members who experience negative 
reactions to the vaccine? 

• The response is consistent with guidance that is provided in the current DoD 
administrative and clinical policy memorandum signed by Dr. Winkenwerder. 

RECOMMENDATION: That USD (PR) sign letter at TAB A. 

COORDINATION: TAB C 

ATTACHMENTS: 
As stated 

iN/.. stftt '/~ oqS 
Prepared by: CD,L..,_~_X6_) __ -.~1 DHSD,L-j(b_)(6_) _ ____.I PCDOCS#~.-



OFFICE OF THE UNDER SECRETARY OF DEFENSE 
4000 DEFENSE PENTAGON 

WASHINGTON, D.C. 20301-4000 

PERSONNEL AND 
READINESS 

The Honorable Ron Paul 
United States House of Representatives 
Washington, DC 20515 

Dear Representative Paul: 

I appreciate the opportunity to further elaborate on DoD's Smallpox Immunization 
program. We are committed to protecting the health and well being of our military forces at all 
times. 

Military personnel at risk of exposure to smallpox are required to take smallpox vaccine to 
preserve their ability to accomplish their mission. Although some members may be reluctant to 
receive smallpox vaccine, DoD has made every effort to provide safety efficacy data to educate 
those individuals on the importance and safety of this vaccine. Prior to smallpox vaccination, 
members are screened to reduce the risk of side effects. For example, personnel who have 
certain skin conditions or compromised immune systems are exempted :from receiving the 
vaccine. Those who do receive vaccines usually tolerate them without significant side effects. 
However, adverse events can occur and may require treatment to relieve symptoms. Personnel 
are advised to consult a healthcare provider at the nearest medical treatment facility if they 
believe they are experiencing an adverse event 

Refusals may be regarded as a failure to follow orders. If a member refuses an order, he or 
she is subject to the standards P.rovided in the Uniform Code of Military Justice. Local 
commanders have the responsibility to dispose of offenses committed by members of their 
command and to adjudicate each action only after carefully reviewing and balancing all relevant 
circumstances to settle those actions at the lowest possible level. 

Thank you for your concern for our dedicated men and women of the Armed Forces. 

David S.C. Chu 

0 



SUBJECT: Response to Representative Ron Paul Regarding Smallpox Vaccination 
Policy 

COORDINATIONS 

MIL VAX LTC (b)(6) Concur 1/15/03 

DirPI,HA LTC Concur 1/16/03 

DASD,FHP/R Ms Ellen P. Embrey Concur 1/17/03 

DoD,OGC Mr. (b)(6) 

CoS(HA) Ms. 

PDASD(HA) Mr. 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASIUNGTON, 0. C. 20301-1200 

HEALTH AFFAIRS 
ACTION MEMO 

JAN 2 3 2003 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL AND READINESS) 
w:a&~~ 

FROM: William Winktmwerder:-Jf.:MD, ASD (Health Affairs) 

SUBJECT: Response to Representative Ron Paul Regarding Smallpox Vaccination 
Policy 

• Con~essman Ron Paul requested information regarding the DoD smallpox 
vaccmation policy. {TAB B) 

• "What repercussions will be faced by members of the military who refuse 
the smallpox vaccine?" 

"What remedies are available to military personnel who experience negative 
reactions to the smallpox vaccine?" 

• The response at TAB A is consistent with guidance that is provided in the current 
DoD administrative and clinical policy memorandums. 

RECOMMENDATION: That the USD (P&R) sign at TAB A. 

COORDINATION: TAB C 

Attachments: 
As stated 

Prepared by: CDR I~......<b_)(S_) __ ___.l DHSD, ~......l (b-)(S-) _ ____, PCDOCS#44651/R45045 



OFFICE OF THE UNDER SECRETARY OF DEFENSE 
... 4000 DEFENSE PENTAGON 

WASHINGTON, D.C. 20301-4000 

JAN 2 7 2003 
PERSONNEL AND 

READINESS 

The Honorable Ron Paul 
United States House of Representatives 
Washington, DC 20515 

Dear Representative Paul: 

I appreciate the opportunity to further elaborate on DoD's Smallpox Vaccination 
Program. We are committed to protecting the health and well-being of our military forces at all 
times. 

Military personnel at risk of exposure to smallpox are required to take the smallpox 
vaccine to preserve their ability to accomplish their mission. DoD is conducting a 
comprehensive campaign to educate our personnel on the importance and safety of this vaccine. 
Prior to smallpox vaccination, members are screened to reduce the risk of side effects. For 
example, personnel who have certain skin conditions or compromised immune systems are 
exempted from receiving the vaccine. Our experience to date has lead to the exemption of 
approximately 20 percent of eligible members from vaccination. Those who do receive 
vaccines usually tolerate them without significant side effects. However, adverse events can 
occur and may require treatment to relieve symptoms. To date, we have had no serious effects. 
Approximately three percent of service members have had to take a sick day. All have returned 
to duty. Personnel are advised to consult a healthcare provider at the nearest medical treatment 
facility if they believe they are experiencing an adverse event. In the very rare, but possible, 
event of a disabling adverse reaction to the vaccine, the DoD or Department of Veterans Affairs 
disability benefits programs would provide compensation. 

If a military member refuses a lawful order to receive the smallpox vaccine, the member 
would be subject to possible administrative actions or potential punishment under the Uniform 
Code of Military Justice, as the member would for refusing to obey any other lawful order. Our 
program is designed, however, to make every effort to inform members about the vaccine, 
answer questions and concerns, and promote voluntary compliance. If that fails, a local 
commander has the responsibility to dispose of alleged offenses by members of his or her 
command, to carefully review and balance all relevant circumstances, and to assure the member 
of his or her full rights under the law. 

Sincerely, 

0 
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MIL VAX 

Dir PI (HA) 

DASD (FHP&R) 

OASD (LA) 

CoS (HA) 

PDASD (HA) 

SUBJECT: Response to R~resentative Ron Paul 
Regarding Smallpox Vaccination Policy 

COORDINATIONS 

LTC (b)(6) Concur 1/15/03 

LTC Concur 1/1 6/03 

Ms Ellen P. Embrey Concur 1/17/03 

t /a3) o3 Dr. (b)(6) 

I ' 
Ms. 

Mr. 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

HEALTH AFFAIRS 
ACTION MEMO 

January 23, 2003, 3:15PM 

FOR: Ellen P. Embrey, DASD, Force Health Protection and Readiness 

FROM: COL Terry Rauch, EO, DASD(HA)FHP&R 

SUBJECT: Investigational New Drugs (IND) for Force Health Protection 

• TAB B is a draft letter to the Commissioner, FDA regarding IND for force health 
protection. 

• TAB Cis a letter to the ASD(HA) from the Commissioner, FDA, December 13,2002. 
• TAB D is a letter from the ASD(HA) to the Commission, FDA, November 20, 2002. 

RECOMMENDATION: Sign the memo at TAB A. 

COORDINATION: TAB E 

Prepared by"1-(b,...,)(;-;-;;6..-) ---,____JFHPIRPr~ Director, Health Science Policy, 
(b)(6) CDOCS# 9153'1JI' f.);J 'II 



OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

JAN 2 8 2003 
HEALTHAPFAIRS ~ 

MEMORANDUM FO~~SISTANT TO THE SECRETARY OF DEFENSE 
(CHEMICAL & BIOLOGICAL DEFENSE) 

SUBJECT: Interface with the FDA for Use of Particular IND Products 

Dr. Winkenwerder spoke to the Commissioner of the Food and Drug Administration (FDA) 
and subsequently wrote him a letter on November 20,2002 (attached). The purpose was to thank 
the FDA for their efforts since September 11, 2001, to approve drugs and vaccines needed for 
treatment or prophylaxis ofbioterrorism threats and to note that there were several issues that 
impact our ability for formulate deployment plans for Investigational New Drug (IND) medical 
products. Specifically, those issues regarding pyridostigmine bromide, botulinum pentavalent 
toxoid vaccine, and label concerns regarding Anthrax Vaccine Adsorbed (AVA) post exposure 
with antibiotics and Cidofovir for treatment of smallpox. 

The Commissioner ofthe FDA sent a letter of response dated December 13,2002 
(attached}, regarding the use ofiND for prophylaxis or treatment to maximize military force 
health protection capabilities as the war on terrorism and potential new contingencies progress. 

Dr. Winkenwerder is sending a response back to the FDA noting that DoD remains eager to 
work with the FDA to resolve some remaining concerns. Specifically: 

a. Pyridostigmine bromide(PB): On January 6, 2003, DoD submitted a New Drug 
Application (NDA) for PB. Approval of the NDA would eliminate DoD concerns for use ofPB 
under the IND. We await word from FDA Center for Drug Evaluation and Research (CDER) on 
the approval of the PB NDA. 

b. Botulinum pentavalent (BT) toxoid vaccine: We must find a means to provide a limited 
amount ofBT to special units. We are reviewing any other potentially feasible options to 
address the threat of botulinum toxin. We asked the FDA to continue their stated commitment 
to work with us to find a resolution to this critically important issue. If this is not a safety issue, 
can there be a label change or a revision of the informed consent form to allow those who 
consent to have access to this potentially life saving product? 

c. Anthrax vaccine and Cidofovir: FDA replied suggesting that we consider submitting a 
waiver request with appropriate justification. We agree. We must make such a submission for 
both of these INDs. 

The purpose of this memorandum is to ask you to task the Program Executive Officer for 
Bio Defense to work with the FDA and USA Medical Research and Materiel Command in an 
expeditious manner to get approval to use BT in a limited manner for some troops and to provide 
the required request for waiver for the AVA Post Exposure IND label requirement and the 
Cidofovir IND label requirement for treatment of smallpox. 
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THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Mark B. McClellan, M.D., Ph.D. 

1200 DEFENSE PENTAGON 
WASHINGTON, DC 20301-1200 

Commissioner of Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 

Dear Dr. McClellan: 

This is a follow-up to your letter of December 13, 2002, regarding the use of investigational 
new drugs {IND$) for prophylaxis or treatment to maximize military force health protection 
capabilities as the war on terrorism and potential new contingencies progress. Thank you and the 
staff of the Food and Drug Administration (FDA) for your quick response to my letter of 
November 20. 2002. 

DoD remains eager to accelerate approval of several high priority new drug applications 
which could be required for use in a contingency. Again, first among these is the approval of 
pyridostigmine bromide as a nerve agent pre-treatment against soman and tabun. Second is the 
approval of Anthrax Vaccine Absorbed (A VA) as a post-exposure treatment with antibiotics. 
These continue to be are our high priority concerns. 

Unresolved issues remain that currently impact our ability to formulate deployment plans 
for the following JND medical products in priority order: Pyridostigmine Bromide; Botulinum 
Pentavalent Toxoid Vaccine; Anthrax vaccine for post-exposure treatment, and Cidofovir as a 
post exposure treatment for smallpox. Let me discuss the status of these and other issues since 
your letter. Specifically: 

a. Pyridostigmine bromide: An amended.IND protocol was submitted to the FDA on 
January 6, 2003. This IND protocol included the informed consent language worked out 
between DoD and :miSIFDA. However, as you know, the execution of an IND protocol during 
active military operations is highly problematic. Also, on January 6, 2003, DoD submitted a new 
drug application (NDA) for PB. Approval of the NDA would eliminate DoD concerns for use of 
PB under the IND, and is extremely important. We await word from FDA on the approval of 
thePBNDA. 

b. Botulinum pentavalent toxoid vaccine (BT): DoD submitted the additional potency 
assay data in December, 2002. At a meeting between DoD and FDA on December 18, 2002, 
FDA noted that this product is on ''voluntary clinical hold." FDA stated the potency data show 
the product is unusable, and reminded the DoD that the protocol remains on voluntary clinical 
hold, absent additional supporting data. We must fmd a means to provide a limited amount of 
BT to special units. We are reviewing any other potentially feasible options to address the threat 
of botulinum toxin. We ask that you continue your stated commitment to work with us to fmd a 
resolution to this critically important issue. 



c. Anthrax vaccine and Cidofovir: Both products are currently licensed for other 
indications; however, DoD will be using them under IND for unapproved indications 
(postexposure prophylaxis of anthrax, and smallpox infection, respectively). We requested a 
simplified process for re-labeling of the vials in which we would overlabel the vials with an 
"IND use only'' sticker or a waiver of this requirement. Your reply suggests that we consider 
submitting a waiver request, with appropriate justification. We agree. We will make such a 
submission for both of these INDs. 

I have asked Colonel Terry Rauch of my office to act as the responsible official to accept 
yo~ offer of a. .. istaru;e in <;QQrdinating DoD-FDA interactions. Colonel Rauch can be reached 
at (b)( 6) r»ha osd.mil. Thank you for your efforts to effect rapid resolution 
of · ese matters. 

Sincerely, 

William Winkenwerder Jr., MD 



,_·:... · .. ii...-
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(~ DEPARTMENT OF HEALTH ~ HUMAN SERVICES 

Food and Drug AdmiiUStllltlqn 
RociMUe MD 20857 

.,_.. 

December 13, 2002 

Walham Wmkenwerder, Jr, MD. 
Assistant Secretary of Defense, Health Affaus 
Washmpoa, DC 20301-1200 

Dear Dr Wmkenwerder 

Thank you for your November 20 letter concermng use of products under lND for 
propbytaxlS or treatment m the nubtary settmg and for your land words on FDA's efforts 
SUlce September II, 2001. I agree that .at IS valuable for both our agmctes to put DoD 
pnontles in wntm.g I will address each of your issues m order as presented m your 
letter 

(a) Pyndosg.gmme br9mtde FDA ccmtmues to have concerns about DoD's proposed 
method of 1nformed consent for the pync!ostlgmmo bronude tna1 FDA and ffi-IS legal 
counseliOIIWn commJtted to workmg WJth DoD's counsel to &shlon a legally 
supportable solutlon in a timely manner 

(b) Pentavateut &otulmum roxoid CPBD yaccme FDA JS m recerpt of the October 22, 
2002, submlsslon by DoD to IND 3723, contaunns lot release mformatlon for PBT 
vaccJne lots PBT 003 and PBT 004 'I'h1s mformataon was submtttecl pursuant to FDA's 
Center fbr B1olopcs Bvaluatlou and Research (CBER) request m telephone conversations 
With DoD represeutabves on February 14,2002, and October 10, 2002 

For PBT lot 003, summary potency data tor serotype~ A, C, and 8 were reported as 
UlCODCbmve, wlnle the results for serotypes B and D were found to be below 
speclficatxous. Serotype& D and E faded the teSlstance to challenge test For PBT lot 
004, summary potency data for serotypes A, s.·c, and E were reported as mconclustve, 
wlule the results for serotype D were reported to be below specdicatJ.ons In the 
RS1StallCe to challenge assay, serotypes B, D, and E were reported to be below 
specaficatlons 

\ 

Further, mtenm chmcal nmnunopmcaty data subnutted to IND 3723 on Apnl16,2001, 
have raised concerns about the abJhty of PBT lots 003 and 004 to mduce a persiStent 
anubocty response m subjects nnmumze4 Wlth t1us product 

F'DA ts concerned that mllttuy personnel may no longer be adequately protected tom C 
INJt&lluaum toxms through admunstratlon of PBT because of raptdly decreasmg cluucal 
antibody trta and potency data that are e1ther below specrlicatlons or have mconcluswo 
MSuhs for all 5 serotypes In order to fbUy assess whether umn'IIIIJZIIlon Mth current lots 
ofPBT may offer protecuve benefit under a nulttary contmgency, we have requested 

• 



from DoD representauves the detmls of the potency assay data, mcludmg assay 
ptocedures and mvesuganon reports, and the cluucaltmmunogemctty data det aved from • 
the use of these lots Once CBER has the opportumty to revtew these data, tlus should 
allew an assessment of whether 1t IS acceptable to relabel the remammg vaals of PBT 
vaccme and/or to change the consent form to reflect atnvalent vaccme We are 
committed to working with you to make ~ amportant assessment 

(c) Anthrax yaccme and Ctdofcoor Jnvestlganonal products should be ~eel as 
descnbed m 21 CFR 312 6 Alternatively, a sponsor may request that FDA w11ve 
applicable reqwrements set forth m the JND rogulatlons, ancludmg labehng tOt an 
anvestlgallonal new drug (21 CFR 3 12 1 0) A wa1ver request must contam certain 
mfonnauon descnbed m 21 CFR 312 10 Please note that if FDA were to grant such a 
waver With respect to the labehns of a product to be used f01 mvestlptional purposes 
but that remams labeled fottta hcensed use, FDA would be prepared, m tlus parbcular 
mstance, to a:metse ats discretion and not object to the product's shapment for 
mvesbptlonal use The Agency would be prepared to do so lfDoD provades adequate 
aDfoDIWJon to end·users and to subJects CODCCDUilS the investigational status and use of 
the product m question In adchtlon, an adequate proceduto for recording the cbspostttou 
of the product would need to be an place, m accordance wtth 21 CFR 3 12 62(a) 

FDA can work wrtb. and provide guidance to, DoD on tbiS matter Please also note that 
Jf DoD does "over· label" either anthrax vaccme or cadofcmr for mve&tlpllonal use, DoD 
may not be able to change the~~ back to that nptesenbq ather product's approved 
use unless FDA approves a supplemeat for aclchtlcmal relabeling 

Lastly, I would mentiOn that FDA'~?cir of~ Coch 111 the Office of 
the .spectficaJtyDri __ L -~ I 

(b)(6) fda gov), can serve as an FDA pomt of contact for your office and 

contact her at any tune j(b)(6> lalso has a DoD halsoD officerJ(b)(G) I 
help DA ~ on DoD Q1111111111 Colonelltaacb sboul4 feel lim to 

l<bl(6) IPh D, curren y cteta1teCl to OCT. who can assist m these DoD pnonty 
tssues Matters rolatmg to ~p:dlc product apphcabcms. such as IND.m!s. NDAs, or 
BI.As. should be discussed wrth the appropnate FDA Center 

We look forward to wOJkmg wath you and your staff to resoive these issues and 
maxm:uze hGJth protectlOD for our military forces 

SmceJely. 

ll!Kf# .. 
Mark B McClellan, M D 1 Ph D 
Comnussto11er of Food and Drugs 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 203014200 

. i 
i 

M'al:k B. McClellaD, M.D., Ph.D. I 
Commissioner of Food and Drug AdmiDistianou. 
5600 Fishers Laa.o 
RocJmlle. MaJIIaDd 208S7 

14al:. . 
Dear Dr. ~ellaru 

NOV 20 am 

This is a follow-up to our phone convenation on November 18.2002, regarding the 
use of investigational new drugs (JND) for prophylaxis or treatment to maximize military 
force health protection capabilities as the war on terrorism ad potential new 
COI11iqc:acies progress. 

Fust,let me thank you and the sta1r of the Food and Drug Admiaistntion (FDA) far 
the efforts since September 11.2001, to approve drugs and vaccines needed for treatment 
or prophylaxis of biotarorism threats. FDA's approval ofBioPort's Bioloaics License 
Applicatton Supplement has a,. instrumental in assuring the provision of vaccine 
neer my for the pmtection of our forces against tbis threat. Moreover, the licensing of 
the wcciaia vacci:a.e (Diyvax) was of immense Unportam:e to DoD, as was the approval 
of dox.ycyclii and penioDlin for post exposure treatment of iDbalation 8Dthrai. We have 
a strong lllatlcmship on which to build for the fidun. 

DoD is eager to acce1ciato appmw1 of several high priority new drug applications 
which could be required for use In a contingency. Plrst I1DODI these is the~ of 
PJrldoatigmiu bromide as a DliVI agent pre-treatment against somm and tabWL Second 
is the approval of Anthrax Vaccine Absorbed (AVA) as a post..a.posare treatment with 
amilziotia. These are our hi& priori@ ~era 

There are amnJ. UllleSOlvccl issues that cunently impact our ability to foimuiste 
deployment plaDa for the following lND medical products in priority order: 
Pyridostigm.ine Bromide; Botulinum Pentm.leDt Toxoid Vaccine; Anthmx vaccine ~r 
post-exposure treatment, and Cidofovir as a post exposure treatment for smallpox. 
Speaifically: 

L .afyridostipmfne bmimde: A new protocol lias bccia submitted to the FDA. 
Althoush it has not been pJaced on clinical hold, the FDA has expressed issues with the 
proposed metllocl of IDf'ormod consent. The illf'mmed. consent issue is cw:radly being 
discussed between DoD lepJ counsel ailCI Health aud Human Servlces legal counsel 
This discussion hss been ongoing for the past month and must be resolved to &alize'the 
plans for flelcliDI the drug. 
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b. Botulinum pentavalart toxoid vaccine: Two of the five subtp (D and E) have 
recently fllilecl potency testin& The issue that requires your assistance is whether it will 
be necessarY to relabel the remmning vials 8ml change the iDformed consent foDD to 
reflect a trivalent vaecino. • 

c. Anthrax vaccine and CiclotbYir: Bo1h pmclucts are currently ~censed, however, 
DoD will be using them under IND Cot unapproved indications (postexposmo' 
prophylaxis of An1hrax, and SDiallpox mfediOD, .respecdvely). We request you consider 
a simplified process for re-labeling of the vials in wblch we would overlabol the vials 
with an "lND use only" sticker or a waiver of this ~ 

I wanted to document a clear understanding of the priorities of the Department in 
addcvfas results needed by our country in the months ahead. My office stands R8dy to 
convene an iDtaasCilCY meeliDa with appropriate npreaadativcs lam the PDA to 
6cilitate effective resolutions to these issues. My point · s Colonel Terry 
Rauch. who may be reached at l(bll§l I (b)(6) it I look 
forward to our work together. Thank you in advance for your wt gness to see rapid 
nrsohdion of these matters. 

Sfncaiety. ·. 

. .. 



0 • t 
I (b )(S) boN, ~D(HA)IIMA•lu...;:;(b...u.)( 6;;;...L..)_...II:J~osd.mU> on 

ttl20l2UD2 01:310:40 PM 

To: 
cc: L..:..l(b..:....:)(.....:.6) ______ _..ftMAyb)(6) 

Subject: IND Pkg 

B1 Ed, 
JUst FYI. Dr. Winkenwerder signed the IND packagetoday. lfaxed to~ FDA and 

mailecl 'out the original as well. I am sendi ng comeback copy to you through DMD/SkyS. 
The si gned document is scanned in POXK3 at 43160. Have a great dayl 

l(b)(6) 



SUBJECT: Investigational New Drugs for Force Health Protection 

COORDINATIONS 

USAMMDA COL Jeffrey Gere 1123/03 
Recommends coord with DATSD(CBD) 

DATSD(CBD) Ltcl(b)(6) Concur 1123/03 
with changes 

DoD,OGC Mr. j(b)(6) Concur 1/23/03 

XO, DASD(FHP&R) COL Rauch 

Bucket Supervisor Col Cunningham 



l(b)(6) !elY, OASD/HA 

From: l(b)(6) I Mr, DoD OGC 
Sent 
To: i&1?lf lanuaN 17t:~~.o~:~6~ 
Subject: RE: DRAFT Memo to DATSD(CBD) re FDA ltr on INDs 

O.K. with me. ~ 

~·J~=PM 
SubJect: DRAFT Memo to DATSD(CBD) re FDA 1tr on INDs 

r 

Attached is my first draft of the requested memo to DR. Winegar concerning a tasking to work with FDA for BT IND 
approval and to provide a waiver for label for AVA Post Exposure and for label for Cidofovir. Sal 

«Ale: FDA Embrey to Winegar IND Jan 16 03.doc» 

l(b><6> I 
Program nmctor, Health SCiiiiCi PoliC!f 
Ojftce of the Assistllnt Sec:ret.ry of Defense 

(lltalth A/faits) Foru lletllth ProtectU.m & Readiness 

~r Wf1·12llfl . 

1 



• l(b)(6) 

From: 
Sent: 
To: 
cc: 
Subject: 

l<b)(6) I 
~~ off, neither of us attended the bot meeting yesterday, so I'm not sure whether this memo is OBE or not. Maybe COL 

l<b f lcould clue us in. Having said that, the issues are still being worked irregardless of the memo. 

Assuming the memo is still needed, here are some further comments: 

Acronyms should be spelled out the first time used. 

Dr. Winegar will task the PEO • but added that they need to collaborate with/work with MRMC to develop 
the BT data. 

Dr. Winegar believes that MRMC should have the lead on the INDs, unless we come up with a compelling 
reason for someone else to have the lead. 

In regards to reviewing the INDs - Dr. Winegar stated that it's MRMC for the IRB level, and then the Army 
SG for the HSRRB. Dr. Winegar's comments: adding these steps makes it clear that cooperation is 
needed and that It won't happen overnight! 

-OriFrinat Message--
From~ b)(6) I 
Sent: Wednesdav. Januarv 22. 2003 5:52 PM 
6~(h)(6) 

Subject: RE: Interface with FDA for Use of Particular IND Products Draft Memo 

LTC Borowski: Thanks for the returned on my call . Attached is a revised draft based on our conversation. Is this 
OK. Please review and comment. l(b)(6) I 
<< File: FDA Embrey to Winegar IND Jan 23 03.doc >> 

F~:rtglnal ~4Th ICIV, OASD/HA 
Sent: Friday, January 17, 2003 5:23PM 

~l(b)(6) 

Subject: lntarface with FDA for Uae of PartJcular IND Products oratt Memo 

Dr. Winegar: Attached is a draft memo to you from M~ Embrev Cf" you have your staff review and 
comment before It gets signed and sent. Thanks. VR _(b)( 6) _ 



«File: FDA Embrey to Winegar IND Jan 16 03.doc» 

l(b)(6) 
Program Director, Health Science Policy 
0/fia of the Assistllnt Secretllry of Defense 

(Health Affairs) Force Health Protectum cl Re4diness 
Washington. DC 20301·1200 
Pllmre: j(b )( 6) 
FAX1 ....._ _____ ____, 



FW: DRAFT Memo to DATSD(CBD) re FDA ltr on INDs Page 1 of I 

l(b)(6) lc1v, OASD/HA 

From: Ll(b_)(_6_) --- ----.,...,.........-=-=-=-=---- ---- ------' 
Sent: Friday, January 17, 200312:06 PM 

:::: ~....l(b_><_6_) _________ __. 

Subject: RE: DRAFT Memo to DATSD(CBD) re FDA ltr on !NOs 

Sal, I don't have anything specific re: the memo. I would suggest you coordinate with AJW prior to sending it. I 
suspect that she will tum to JPO/CBMS, and that their response will be that they do not have AVA or cidofovir in 
their developmental programs so therefore do not have any responsibility for them. They might be willing to help 
on the bot toxoid; I'm not a vaccinologist but I'm not sure what else can be done right now. The statement in the 
letter says "we must find a means to provide a limited amount of BT to special unitsa. When we briefed AJW a 
few weeks ago, we told her that 1) bot toxoid is dead in the water and is not available for the current operation in 
SWA, and 2) that even if it were to be made available, it Is already too late. The dosing regimen requires doses 
at 0, 2 and 12 weeks. It is generally recognized that antibody levels are not sufficient for protection until after the 
third dose. So even If we started tomorrow we could not have people fully immunized until mid April. I am not 
sure this fact is clear to Dr. Wlnkenwerder. Maybe you should make sure he understands that before he decides 
to fall on his sword over this. Jeff 

~:~t<S?::: lZ 2003 !lo29 AM ~ha.osd.mU] 
Tol.(b)(6) 
Cc: 

·~~==~~~~--~~~~~~--~~--~------------------~ Subject FW: DRAFT Memo to DATSO(CBD) re FDA ltr on !NOs 

Jeff: Attached is a draft memo to Dr. AJW. Re INDs. Can you review and comment? I can't get these to 
COL Davies - the system keeps rejecting his address. Can you forward for his comment/concurrence? 
Thanks. Sal Cirone 

-Qrtgtnal Message--

From:l(b)(6) 
Sent Thursday, January 16, 200l2:45 PM 

To: l(b)(6) 
Subject: DRAFT Memo to DAlSD(CBD) re FDA liT on INOS 

Attached is my first draft of the requested memo to DR. Winegar concerning a tasking to work with FDA for 
BT IND approval and to provide a waiver for label for AVA Post Exposure and for label for Cidofovir. Sal 

«FDA Embrey to Winegar IND Jan 16 03.dOC>> 

l(b)(6) 
Program Director, Ht~~lth Science Policy 
Office of the Assistant Secretary of Defense 

(Health Affairs) Force Health Protection & Readiness 
Washington, DC 20301-1200 

~~t)(6) 

Vl7/2003 



----·----. - .... --- --
FW: FDA ltr re-write ~ . Page 1 ot'2 ··-· . 

~oD 3c/3-ocoao J~ 

l(b)(6) lciV, OASD/HA 

From: ._l(b_)(_6_) __________ __,~DET.AMEDD.ARMY.MIL] 
Sent: Thursday. Januarv 16.2003 2:50PM 

To: 
Cc: 

COL Gere and COL Davies: Attached below Is a draft memo from Dr. Wlnkenwerder to the 
Commissioner of the FDA. COL Gere, LTC Brosch and Dr. Pace helped in the Initial draft -­
however - there have been changes made by my supervisors. This draft letter makes COL Rauch 
the POC vice MG Martinez-Lopez because the front office wanted to keep the POC within HA. It 
also changes the Bot I ox paragraph because the front office wants to pursue a path or plan to get 
some type of BT approval for a limited number of Servicemembers, similar to giving it to lab workers 
who might be in need of protection. It Is my understanding that HA received a brief on this last week 
and COL Burnette Indicated that there were other possibilities - although not very optimistic - with 
lots 5&6. In that regard I have been asked to draft a memo to the DATSD(CBD) to request that she 
task the appropriate organizations to work to FDA to find a solution to this Issue. Also the paragraph 
on the AVA Post Exposure IND and the Cidofovir IND has been changed to reflect the FDA 
suggestion for a waiver. The memo to the DATSD(CBD) will also request that she task the 
appropriate organization to prepare and submit the IND waivers to FDA. Finally I have been asked 
to draft a memo to OTSG Army to develop a plan for Rx only since the PB may be licensed and 
require prescription use only. 

1 would like your concurrence on the letter below to the FDA. My suspense Is today. 

--original Message-­

FromMb)(6) 
Sent: Thursday, January 16, 2003 1:07 PM 

: l(b><6> I 
SubJect: FW: FDA ltr re-write 

l(b)(6fl This is the copy which I will make final. I changed the last paragraph to appoint you a.s POC 
~Winkenwerder asked for the first letter. I will draft a memo from Ms Embrey to Dr. Winegar to 

ask her to task MRMC to work with the FDA on both the Bot I ox and the waivers. I will draft a 
memo from Ms. Embrey to OTSG Army to quickly develop a plan for RX only use of Nerve Agent 
Pretreatments and Antidotes. Sal 

<<fDA Wlnkenwerder IND Jan 16 03.dOC>> 

1/17/2003 



--------- ···· · ···--·· . . . .... --·-·-- · -- · -------
FW: FDA ltr re-write Page 2 of 2' ...... --

1/17/2003 

From:u..:::..o~~-----.....l 
SeDt: lhunsday, January 16, 2003 10:27 AM 

: l(bX6) I 
SUbjec:tJ FDA ltr re-wrlt2 

Terry: Attached is a re-write with Mr. Casclottl's changes. I have added a few sentences to 
the BT paragraph to Include Ms. Embrey's concern. can both of you review what I have and 
comment? When I get something close to final, I would like to send it back to MRMC for their 
Information. I'll also Include COL Neal Burnette since he Is the one who will have to work with 
USAMRMC on the lots five and six to see what we can do. Sal 

<< Ale: FDA Wlnkenwerder IND Jan 16 03.doc >> 

l<b)(6) 
Program Director, Hedllh Scienu Polley 
OjJiu oftM Assistont S«rettuy of Dl/ense 

(Htmlth JV!airs) Force Heallh Protection & Retldiness 
Washington, DC 20301·1200 

Phone: ,(b)(6) I 
FAX: '--· ____ ___J · 



Hll.AI.TH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

CMAT Control # 

200301~0000002 

January 9, 2003 2:00 PM 

FOR: ASSIST~i~ARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: ~! F.'~ASD, Force Health Protection and Readiness 

SUBJECT: Designation of Protocols as "Contingency Investigational New Drug (IND) 
Protocols for Force Health Protection'' 

• Attached at TAB A is a draft policy memorandum that designates six 
Investigational New Drug (IND} protocols as "Contingency IND Protocols for 
Force Health Protection.'' · 

• With the designation of"Contingency IND Protocol for Force Health Protection," 
the protocols listed in this memorandum will be subject to DoD Directive 6200.2 
(Use ofiNDs for Force Health Protection}, which requires approval by the Army 
Surgeon General's Institutional Review Board (IRB). 

• For coherence~ consistency, and efficient implementation, the Army's IR.B, known 
as the Human Subjects Research Review Board (HSRRB), is designated in DoD 
6200.2 as the centrally approving IRB that will be the approving authority for all 
of the Services Contingency IND Protocols. 

• Local Army, Navy, Air Force and Marine Clinical Investigation Program (CIP) 
IRBs may individually review the Contingency IND Protocols for Force Health 
Protection, but will not be able to modify them. 

RECOMMENDATION: ASD(HA} sign memo at TAB A .. 

COORDINATION: TAB B 

ATIACHMENTS: 
As stated 

Prepared by: cnRj~::-::(b=)(6,......) __ __,loHSD/ODASD(FHP&R), I L.,_(b_)(6_) __ ,_, 
PCDOCS# 



-----. ·----·--

HEALTH AFFAIRS 

-----------··-·--···-·· ......... . 

THE ASSISTANT SECRETARY OF DEF.ENSE 

WASHINGTON, D. C. 20301·1 200 

FEB 3 2003 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA)' · 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
AS.SISTANT SECRETARY OF THE AIR FORCE (M&RA) 

SUBJECT: Designation of Protocols as "Contingency Investigational New Drug Protricols for 
Force Health Protection" 

The increasing threat of the use of weapons of mass destruction necessitates the 
implementation of investigational new drug (IND) protocols for force health protection. DoD 
Directive (DoDD) 6200.2, "Use of Investigational New Drugs for Force Health Protection,'~ 
August 1, 2000, establishes policy and assigns responsibility for use of INDs for force health 
protection in the Department of Defense. 

This policy memorandum officially designates the following U.S. Army Surgeon General 
IND protocols as "Contingency IND Protocols for Force Health Protection" and thus subject to 
the provisions of DoDD 6200.2, ~'Use of Investigational New Drugs for Force Health 
Protection," August 1, 2000. 

a. "Contingency Protocol for the Administration of Vaccinia Immune Globulin- 1M 
(Hwnan) to Subjects who Experience Complications Resulting from Vaccination with Vaccinia · 
Virus," lND 8429, version 13, dated August 2, 2002. 

b. ''Department of Defense Contingency Protocol for Emergency Use of Cidofovir 
(VJSTIDE) as a Treatment for Smallpox," 1ND 65480, dated July 5, 2002. 

c. ''Department of Defense Protocol for the Use of Cidofovir (VISTIDE) as a Treatment for 
Adverse Reactions Associated with Vaccinia Virus Vaccination," IND (pending su.bmission to 
FDA). 

d. "Contingency Protocol for V accmation with Pentavalent Botulinwn Toxoid to Protect 
Against Botulinum Toxin Toxicity," IND 3723, version 6.1, dated June 10, 2002. 

e. ''Emergency Use Protocol for Botulinum Antitoxins,'' IND 10621, version 19, dated 
August 6, 2002. 

f. --contingency Protocol for Anthrax Vaccination to Protect Against Bacillus anthracis 
Spores," IND 10081, version 9, dated July 8, 2002 (to include Appendix K, Pediatric 
Addendum). 

The Secretary of the Army, as Executive. Agent, develops Contingency lND protocols for 
force health protection. These protocols are subject to approval by the Anny Surgeon General's 

HA POLICY: 03·003 



----------···-· ·-- .. - ·-. 

lnstitutional Review Board {IRB) known as the Human Subjects ReSearch Review Board 
(HSRRB). DoDD 6200.2 section 4.5 states, "The Army Human Subjects ~earch Review 
Board (HSRRB), under the Surgeon Generai of the Army, is designated a8 the IRB responsible 
for purposes of IRB activities under this Directive." 

It is vitally important that we have coherence and consistency in· the implementation of 1ND 
protoeols; therefore, the Army Surgeon General's HSRRB Will be the only IRB of reci>i'd for ·. 
these protocols. Local Army, Navy, Air Force and Marine Clinical Investigation Program (CIP) 
IRBs may individually review the Contingency IND Protocols for force ·health protection, but . 
may not modify them. Every effort will be made to keep regional CIP IRBs fully informed of · 
the status of these protocots·(for information only). 

Request you immediately implement the provisions of DoDD 6200.2 with regard to the 
above-listed Contingency IND Protocols-for force health protection. My POC for this action is 

llhl£61 lp....,.m n;-. for Reo!t& •renee Policy. He can be contacteclaaj(b X 6j 
(b)(6) FaiJ<bX6l · . . 

cc: 
. Surgeon General of the Army 

Surgeon General of the Navy 
Surgeon General of the Air Force 
Commander, USAMRMC 

UJ:W,.,A,J~. 
William Winkenwerder, Jr., MD 

2 

HA POLICY: 03·003 
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. 09fl003 12:22 PM 

To: l(b)(6) 

Sublect: Re: FW: Revised leU.er forMs Embrey 11 

~attached. 
Thanks 

~ 
~ 

Contingency INO Protocols Dr WN Ja 

l(b)(6) 

(b)(6) 

0110912003 07:49AM 

~ l(bX6J 
~--------------------~ 

Subjed: FW: Revised latter forMs Embrey 
Document Ia set for Permanent Archival 

l(b)(6) 

See note::""'. -=~ :~ lbi& ~.':!"!. ";!"ar:rafttllls Morning -.ld be appreclaled. 

AI' ~~-- ~.11-~~=~P;? w~it:l 
To: [(b)(6) 

= ~----------------------------------------------------~ 

Subject FW: Revised letter farMs Embrey 

Mark/Ed: With Sal's absence, can we please have Gene pull this together. It should be revised to be a 
memo from ASD(HA) to the Service M&RAs and cc SGs. 

Thanks 



l(b)(6) 

--Ortalnal Messaae-­
From~(b)(6) 
Se11t: '30. 'lnn?A•'JC: PM 

To (b)(6) 
Cc 

l(b)(6) 

Subject: RE: Revised letter for Ms Embrey 
Importance: High 

J 

Last revision as we biple verify the latest versions at the FDA - Use the 5th revfslon«5Revlsed 
DRAFTMEMO for Ml Embrey -Force Health Protection INDa1.doc» 

--o~1na1 M•sooj, 
From: { b)( 6) L TO USAMRMC 

~;r-....... "".1!11 

I l 

Subject: RE: Revised letletfor Ms Embrey 
lmportan~: High 

Please discard version 3 of the letter and substitute version 4. with the correct Anthrax citation. 
«File: 4Revised DRAFTMEMO forMs Embrey -Force Health Protection INDs1.doc » 

-original Messa.gs 

From:l(b)(6) 
Sent: Monday. Dac:amber 30, 2002 2:40 PM : t)(6) 

l(b)(6 

Subject: Revised leltBrforMa Embtey 

Importance: High 

CO~(b)(6) 

orJ(b)(6) I informed me of the changes needed in the INDmemo from Ms Embrey to the 
Surgeons General. Attached is the revised letter with the Information requested. 
Please let me know if you need any additionallnfomation. << File: 3Revlsed 
DRAfTMEMO for Ms Embrey -Force Health Protection INDs1.doc >> 

LTC(Pi._<h_)(6_> ______ _. 
Deputy, Regulatory Compliance and Quality 



US Army Medical Research and Materiel Command 
504 Scott St. 
Fort Detrick, Maryland, 21702 

l(b)(6) I 
email:! (b)( 6) 

• • 5Revlsed DRAFTMEMO forMs Embrey ~Force Health Protection INDs1.doc 

I (b)~~. AaJOii Mana;~ Branch l(b)<6'r .... yo ..... g .. _ .. nt • _ I 

!(b)(6) I 
Anthrax PIOJV8ft1 Llalaon Ofllcer fur ASD (Health Affalra) and Depuly Program DlrectDr, Population Haallh, 

l<rHea!tl! SupppJtD!r 

------ - -· ··· · -- ·· ----------



SUBJECT: Designation ofProtocols as "Contingency Investigational New Drug (IND) 
Protocols for Force Health Protection" 

USAMRMC 

Deputy Director, DHSD 

CoS(HA) 

PDASD(HA) 

COORDINATIONS 

LTC (Pt(b)(6) 

(b)(6) 

Concur 01/09/03 

Con~9/03 



REPLYlO 
ATTENTIOH OF: 

MCMR-ZA 

,, 
DEPARTMENT OF THE ARMY 

US ARMY MEDICAL RESEARCH AND MATERIEL COMMAND 
504 SCOTT STREET 

FORT DETRICK, MARYLAND 21102-6012 

~ 23 December 2002 
~<::) 

MEMORANDUM THRU LTG (b)(6) he Surgeon General, U.S. Army, 
. 5109 Leesburg Pike, Falls hu • VIrginia 22041-3258 

FOR Ms. Ellen P. Embrey, Deputy Assistant Secretary Heatth Affairs (Force 
Health Protection and Readiness), Five Skyline Place, 5111 Leesburg Pike, Falls 
Church, Virginia 22041 

SUBJECT: Request for ASD (HA) Designation of Protocols as .. Contingency 
Investigational New Drug (I NO) Protocols for Fofce Health Protection" 

1. Request that ASD (HA) officially designate the following U.S. Army Surgeon 
General INO protocols as ucontingency IND Protocols for Force Health 
Protection" subject to the provisions of DODD 6200.2, Use of Investigational New 
Drugs for Force Health Protection, 1 August 2000. 

a. Contingency Protocol for Administration of Vaccinia Immune Globulin 
(VIG) (Human) to Subjects Who Experience Complications from Vaccination with 
Vaccinia Virus. 

·b. Department of Defense Contingency Protocol for Emergency Use of 
Cidofovir (VISTIDE) as a Treatment for Smallpox. 

c. Department of Defense Contingency Protocol for Emergency Use of 
Cidofovir (VISTIDE) as a Treatment for Adverse Reactions Associated with 
Vaccinia Virus Vaccination. 

' d. Contingency Protocol for Vaccination with Pentavalent Botulin 1m Toxoid 
to Protect against Botulinum Toxin Toxicity. 

e. Emergency Use Protocol for Botulinum Antitoxins. 

2. Background: The increasing threat of the use of weapons of mass destruction 
has forced DoD to implement IND protocols for force health protection. DODD 
6200.2, Use of Investigational New Drugs for Force Health Protection, 1 August 
2000, establishes policy and assigns responsibility for use of INDs for force 
health protection In the Department of Defense. The Secretary of the Army. as 
Executive Agent, developed the treatment protocols that ar~ subject to approval 



•• 
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MCMR-ZA 
SUBJECT: Request for ASD {HA) Designation of Protocols as acontlngency 
Investigational New Drug (IND) Protocols for Force Health Protection" 

by the Army Human Subjects Research Review Board (HSRRB). DODD 6200.2 
section 4.5 states, "the Army Human Subjects Research Review Board 
{HSRRB), under the Surgeon General of the Army, Is designated as the IRB 
responsible for purposes ·of IRB activities under this Directive." 

3. Protocol coherence, consistency, and efficient implementation are essential 
and therefore it is unreasonable for local Army, Navy, Air Force and Marine 
Corps Medical Treatment Facility Clinical Investigation Programs {CIPs) 
Institution Review Boards {IRBs) to Individually review, modify, and approve the 
IND protocols for force health protection. Therefore, the Army Surgeon 
General's HSRRB will be the only IRB of record for these protocols. However, 
every effort will be made to keep regional CIP IRBs fully informed of the status of 
these protocols (for Information only). 

4. Questions may be referred to LTd(b)(6) IAN DeoufY, Reonlatorv 
~lla~r and Cuall!y She can ""cootartm! 1 (b)( 6) ~~(b)(6) I 
~ra .(b)(6) _ · 

gA..~,-
LESTER MARTINEZ-LOPEZ 
Major General, MC 
Commanding 

2 
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HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

ACTION MEMO. 

January 9, 2003 2:00 PM 

FOR: ASSIST ANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD (Force Health Protection and Readiness)~ ~ 
SUBJECT: Designation of Protocols as '"Contingency Investigational New Drug (JND) 

Protocols for Force Health Protection" 

• Attached at TAB A is a draft policy memorandum that designates six 
Investigational New Drug (JND) protocols as .. Contingency IND Protocols for 
Force Health Protection." 

• With the designation of .. Contingency JND Protocol for Force Health 
Protection," the protocols listed in this memorandum wilJ be subject to DoD 
Directive 6200.2 (Use of JNDs for Force Health Protection), which requires 
approval by the Army Surgeon General's Institutional Review Board (lRB). 

• For coherence, consistency, and efficient implementation, the Army's JRB, 
known as the Human Subjects Research Review Board (HSRRB), is 
designated in DoD 6200.2 (TAB B) as the centraJJy approving IRB that wj)) be 
the approving authority for a]] of the Services Contingency IND Protocols. 

• Local Army, Navy, Air Force and Marine Clinical Investigation Program (CIP) 
IRBs may individuaJJy review the Contingency IND Protocols for Force HeaJth 
Protection! but will not be able to modify them. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A. 

COORDJNA TlON: TAB C 

Attachments: 
As stated 

Prepared by: CDR.__ICb_><_6> __ __.lDHSD, .__ICb_><6_> __ __.1 PCDOCS# 44755, 44756 
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. .. ....... ___ ... .,_, _______ , .. _,, _______ , ........ --· 

SUBJECT: Designation of Protocols as "Contingency Investigational New Drug (IND) 
Protocols for Force Health Protection" 

COORDINATIONS 

USAMRMC LTC (Pi(b)(6) Concur 01/09/03 

Con~9/03 Deputy Director, DHSD Dr (b)(6) 

CoS(HA) 

PDASD(HA) 

cgc. l(b)(6) 



DOCUMENT MANAGEM1EN1' liJIIV!§][ON 
AD:MIN 01FlFIC1E , 

TRICARE 
Management 

Activity 

ACTION OlFFICE.---'-jJ)=-L _.....;)/_~(J __ DATE ul ~-o 3 PCDOCS # 75~ 9' '/ 
9~?~" ¢ Y'9?5-~ 

The attached correspondence is returned for the following reason(s): 

of'nlstribution 

0 Coordination 

Cl Revision 

[J Correct Signature Block 

(J Correct Envelope Size 

CJ Correct Letterhead 

(J Provide Original/Supporting Documents 

61 Provide SD 391 

J Retain for your FUes 



Health Affairs 

NOTES: 

ROUTING ANll TRANSMITTAL 
SHEET 

~ 
TRICARI 

TR/CARE 
Management 
Activity 

~ '-/5'-ff~SDIP&R#: _:.,___..:........:... ___ _ 
omce: btl$ Phone #~L-(b-)(_6> ___ ____J 

Please call Anita or Greg 
for pick up. 
(703) 697-8979 



CMAT Control# 

2003022..0000033 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE: IPt 
WASHINGTON, DC 20301·1200 ~ 

JAN -8 2003 

HEALTH AFFAIRS 

MEMORANDUM FOR EXECUTIVE SECRETARY, ARMED FORCES EPIDEMIOLOGICAL 
BOARD 

SUBJECT: Collaboration with Advisory Committee on Immunization Practices to Evaluate 
Smallpox Vaccination Program 

On DecemberS, 2002, as detailed in the attached document, Dr. Winkenwerder asked the 
Armed Forces Epidemiological Board (AFEB) to establish an independent workgroup of its · 
members to evaluate the DoD Smallpox Vaccmation Program (SVP) and provide to him, through 
the full board, a periodic program implementation evaluation. This evaluation should include a 
review of the clinical experience of smallpox vaccine recipients and evaluation of the data 
collection methods and analysis, both in the short and long-tenn. Dr. Winkenwerder expects the 
AFEB workgroup to work collaboratively with a similar workgroup of the CDC's Advisory 
Committee on lmmwlization Practices (ACIP), in evaluating safety surveillance aspects of 
smallpox vaccination, both for the DoD SVP and for smallpox vaccinations given in the civilian 
sector. This DoD effort is separate from the civilian smallpox vaccine program review being 
performed by the Institute of Medicine. 

This AFEB-ACIP joint workgroup would be expected to meet at least monthly by 
teleconference and formally on a quarterly basis. More frequent meetings may be necessary as 
detennined by the needs of the DoD, CDC and the workgroup. Funding for the AFEB 
workgroup travel and other expenses associated with this tasking will be provided to the AFEB 
Executive Secretariat at a later date. The Military Vaccine Agency will provide program status 
updates to the workgroup. The Vaccine Health Care Center Network will report on clinical 
investigations of adverse events. The Army Medical Surveillance Activity (AMSA) will report 
on ongoing surveillance and analysis of ambulatory and inpatient experiences among smallpox 
vaccine recipients. The Medical Materiel and Research Conunand will provide information on 
any use of vaccinia immune globulin or cidofovir under their investigational new drug protocols. 

My point of contact is LtCol Roger Gibson, Program Director for Military Public Health, 
who may be reached at 703-681-1703 x5211 or email roger.gibson@ha.osd.mil. 

Attachment: 
As stated 

cc: 
DASD,FHP&R 
Army Surgeon General 
USAAMSA 
Vaccine Health Care Center 
USAMRMC 

r-t-tt? 1} ~~ 
David N. Tornberg, MD, MPH 
Deputy Assistant Secretary of Defense 
Clinical and Program Policy 



7. Direct the development of protocols to investigate the rate of smallpox vaccine-related 
chronic and subjective outcomes. This recommendation requires a long-term 
commitment but does not require immediate implementation. Conceptually., military 
Service members enrolled in the Millennium Cohort Study could form the cohort for this 
type of investigation. 

Recommended OPR: Deployment Health Research Center in collaboration with 
Unifonned Services University of the Health Sciences 
Requirement: Research on smallpox vaccine-related chronic and subjective outcomes 
Cost and/or recommended funding source: Estimated cost: $3M. Funding could be 
obtained through the Congressionally-directed Medical Research Program budget as a 
carve out 

ASD (HA): APPROVE 

8. Direct the developm~nt of protocols to investigate adverse birth outcomes among live 
infants born to women who inadvertently received smallpox vaccine while pregnant. 

Recommended OPR: Deployment Health Research Center (currently irtvestigating 
anthrax vacciile adverse related ~vents) 
Requirement: Retrospective birth outcomes research 
Cost and/or recommended funding source: Estimated cost $500K.. Funding could 
be obtained through the Congressionally-directed Medic~ Research Program budget as a 
carve out 

ASD (IIA): APPROVE / DISAPPROVE __ 

9. Consider collaboration with Centers for Disease Control and Prevention (CDC) in the 
establishment of prospective registry for women who are found to have been pregnant at 
the time of smallpox vaccine administration.· SlJch a registry wiD allow for prospective 
tracking of reproductive outcomes. · 

Recommended OPR: Naval Health Research Center/Deployment Health Research 
Center 
Requirement: Prospective birth outcomes research 
Cost and/or recommended funding source: CDC 

ASD (HA): APPROVE j DISAPPROVE_ 

/ 



10. Establish an independent external review board ~o evaluate the smallpox vaccination 
program, such as through collaboration between working groups of the Advisory 
Committee on Immunization Practices and the Armed Forces Epidemiological Board 
(AFEB). The Board should report to the ASD (HA). 

Recommended OPR: MILV AX/AFEB 
Requirement: External review board 
Cost and/or recommended funding source: Undetermined-dep~ndent of how the board 
is established 

ASD (BA):. APPJtOw_/_ DISAPPROVE __ 

11. Based on data obtained through smallpox surveilJance. establish a mechanism to facilitate 
and implement collaborative interagency research using state-of-the-art technologies and 
approaches. Examples of research opportunities include: genotyping analysis of families 
Jn which smallpox vaccine side effects are noted or perceived and the impact of 
concomitant administration of anthrax and smallpox vaccine. . 

Recommended OPR: VHC NetWork in collaboration with CDC 
Requirement: Collaborative peer-reviewed research 
Cost and/or recommended funding source: Dependent on protocol development and 
scope of specific research; mul,le funding vehicles may be used 

ASD (HA): APPROVEL DISAPPROVE_ 

(A:OJAJJ~· ~ 
~ Oe~1-<Gov 

• 
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HEALTH AFFAIRS 

OFFICE OF THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

CMAT COntrol# 

2003029·0000003 

MEMORANDUMFRH~SISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms.~~ &~SD, Force Health Protection and Readiness 

SUBJECT: Expanding Responsibility of the Anthrax Vaccine Immunization Program to 
Support the Milinary Biological Warfare Vaccine Program 

REFERENCES: (a) Deputy Secretary of Defense Memorandum of June 282002, 
"Reintroduction of the Anthrax Vaccine Immunization Program 
(A VIP)" (TAB B) 

(b) Deputy Secretanr of Defense Memorandum (S) of December 
12, 2002, "(Q) Stag~ 2 SmallPox Vaccination 
Implementation" (NOT ATTACHED- CLASSIFIED) 

(c) DoD Directive 6205.3, "DoD Immunization Program for 
Biological Warfare Defense," November 26, 19g3 (TAB B) 

(d) DoD Directive 5100.88, "DoD Executive Agent," September 
3, 2002 (TAB B) 

• References (a) and (b) have continued the Secretary of the Army Executive Agency 
responsibilities for the Anthrax Vaccine Immunization Program (A VIP) and 
established similar responsibilities for the Smallpox Vaccination 'Program (SVP). 
Bi~~errori~m ,Qreparedliess and ~eadiness to address biological warfare threats of 
Illllitary stgru.lic.ance make vaccme program management a top Force Health 
Protection pnonty. 

• As the DoD Executive Agent for AVIP, the Army has demonstrated outstanding 
management, synchronization, and 'implementation of the anthrax and smallpox 
immunization pro~ams. Therefore it§· necessary to expand the A VIP Agency to 
~pport a ~litary V ~ccine Agency (MIL VAX), addressing all vaccine 
Implementation requrrements. 

• Accordingly, I recommend that you request the Secretary of the Army, in accordance 
with references (a) through (d), to immediately transition the AVIP .Agency to the 
Military Vaccine Agency, and include support for the Smallpox V accmation 
Program. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A. 

COORDINATION: TAB C 

ATTACHMENTS: 
As stated 

Prepared by: co~L-(b_X_6> __ ----JIFHPIR, IL-<h_><_6> __ __.1 PCDOCS# 1P.7S', V''l'J'J 
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 
WASHINGTON, DC 20301·1 200 

MEMORANDUM FOR SECRETARY OF THE ARMY 

SUBJECT: Expanding r~s_ponsibilicy of the Anthrax Vaccine Immunization Program to 
Support the Military Biological Warfare Vaccine Program · 

REFERENCES: (a) D~uty Secretary of Defense Memorandum of June 28,2002, 
"Reintroduction of the Anthrax Vaccine Immunization Program 
(AVIP)" . 

(b) Deputy Secretary of Defense Memorandum (S) of December 
12, 2002, "((J) Stage 2 Smallpox Vaccination 
Implementation" 

(c) DoD Directive 6205.3, "DoD Immunization Program for 
Biological Warfare Defense," November 26, 1993 

(d) DoD Directive 5100.88, "DoD Executive Agent," September 
3, 2002 

In references (a) and (b) the Depucy Secre~ of Defense continued the Secretary of 
the Army Executive Agency responsibilities for the A VIP and established similar 
responsibilities for the Smallpox Vaccination Program (SVP). Bioterrorism preparedness 
and readiness to address naturally occurring diseases of military sign!ficance makes vaccine 
program management a top Force Health Protection priority. As tlie DoD Executive Agent 
for A VIP, the :Army has demonstrated outstanding management, coordination, 
synchronization, and implementation of a joint Service-level immunization program. 

Accordingly, I recommend that the Secretary of the Army,_ID accordance with 
references (a) through (c) begin. immediately transttioning the .AVIP Agency to undertake 
this larger role with support to the Smallpox Vaccination Program. Consistent with 
reference (d), I will recommend that the Deputy Secretary of Defense further expand the 
Executive Agency: responsibili to include support for all Bioweapon vaccine program 
implementations through the MjHtary Vaccine Agency. 

William Winkenwerder Jr., MD 



-~ ---------
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DEPUTY SECRETARY OF DEFENSE 
1010 DEFENSE PENTAGON 

WASJoiiNG'tON. -oc 20301·1010 

a za am 

MEMORANDUM FOR SBCRBTARIESOPT.HB MILITARY DEPARTMENTS 
CHAIRMAN OPTBE JOINT CHIEPS OP STAF.F 
UNDER. SECRETARlBS Of' DEPBNSE 
ASSIST ANT SECREI'ARIBS OF DEFENSE 
GENERAL COUNSEL, DEF' ARTMENT OFDEFENSE 
JNSPBCTOR GENERAL, DEPARTMENT OPDBPBNSE 
DIRECTORS OF DEFENSE AGENCIES 
COMMANDANT OFTHEUS COAST GUARD 

SUBJP.Cr: Reintroduction of the Anthrax Vaccine Imnpmiudon Pmgram (A VIP) 

Food and Drag Administration (PDA) appmval of the D1811Ufac:b:a:es • 
teD.OVate4 facility restores the availability of anthrax vaccine. FDA has determir4 
that the current autbrax vaccine is safe and effective in protecting against all forms ~;: 
of aothtu infection, a scientific amclusicm recently supported by the Institute of 
Medici& 

Catren1 intelligence assessments imtirate that 1be aDlbrax. threat to 
~t of Defense (DoD) fcm:es is n:a1. The Depll'tiDCD.rs goal is to p10t1:tt all 
forces against anlhrax as a part of the Departmeat's Force Health PmrectioD .~, 
program. Steps are being taken by the Department to ensure protection of U.S. 
service- and DoD peaomael against the threat of aD1blu. and other potential 
bioweapon agents. including improved iDdgeace. detection, and surveillance 
capabilities, protective clothmg and equipment, and new generation vaccines and 
Olhermed"ftl ~ 

At this time, the DoD wiD resume an A.ntlnx Vaccine Immunization 
Program (A W) consistent with FDA guidelines and the best pactice of medicine, 
be&Umma with military personnel, and Emergency-Euential DoD civilians ad 
COD1radOJ:S, at higher risk whose performance is essential for certain mission cdtical 
capabilities.. Vaccination is mandatory for these personnel. except as pmvide4 
under applicable medical and adminis1rative exemption policies. 

The scope of the A W shall encompass pe1'SODDe1 assigned to or deployed 
for more than 1S days in higher threat areas whose per.fOI'DWlCe is essential for 
certain mission critical capabilities. N~2.te.rm A VTP implementation may also 
include other personnel detet.mislec1 by ~ Assistant Secretary of Defense for Health 
Affairs, in consultation with the CbaiJmaD of the Joint Chiefs of Staff, to be at hi&ber 

-

0 Ul0535 /02 



risk of exposure to 8Dfflrax as conditions change. Vaccinations sbaU begin. to the 
extent feasible, 45 days prior to deployment or ardval in higher tbtea1 areas. 

For personnel who are covered under this new policy, who had previously 
begun the six shot series but had not completed it, nsump1ion of their vaccination 
series wm begin immediately. Porpersonuel whose six sbot series was intetru.pted, 
but who as:e not covered under the new policy. completion of their vaccination series 
will be defeaecl \Ddi1 furlhe.r notice; JeSl11DP(ion will begin wheD feasible, subject to 
availability of vaccine. Pe:rsoDild cune.ady beiDa jmmnnizecL-designated special 
mission units, manufacauiDg and DoD teSeateh per;soDDel. and CougressiODBlly 
mandated anthrax vaccine n:searchers-wDI continue with their scheduled 
vat:eiDa1icms and ammaJ booster shots. 

The Unde:r SecJetary of Defense for Pe.rsomte1 and Readiness shall issue 
poliey gaic:laln on die medical ami admjnjsuarive aspects of 11m A VfP. Effective 
program implementation CODtiJmes to be die respoiiSibDity of the Sec:xe1aly of 1be 
Amy as the Executive Agent for the A VJP and the designated senior military •. 
officers of tbe services* 
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Department of Defense 

DIRECTIVE 

NUMBER 6205.3 
November 26,1993 

ASD(Ns&cP) 

SUBJECT: DoD Immunization Program for BiologicalWarfare Defense 

References: (a) Title 10, United States Code 
(b) DoD Instruction 6205.2, "Immunization Requirements/' October 9, 

1986 
(c) AR 40-562/NAVMEDCOMINST 6230~3/AFR 161-13/CG 

COMDTINST M6230.4D, "Immunizations and Chemoprophylaxis," 
November 7, 1988 

(d) DoD Directive 5 136.1, "Assistant Secretary of Defense for Health 
Affairs," December 2, 1992 

(e) through (g), see enclosure 1 

1. PURPOSE 

This Directive: 

1.1. Establishes policy, assigns responsibilities, and prescribes procedures for 
members of the Department of Defense against validated biological warfare threats, 
and prioritization of research, development, testing, acquisition, and stockpiling of 
biological defense vaccines under reference (a). 

1.2. Provides vaccination guidance that focuses exclusively on defense against 
biological warfare threats and complements immunization requirements for naturally 
occurDng endemic disease threats outlined in references (b) and (c). 

1.3. Addresses peacetime and contingency requirements for immunization against 
biological warfare threats against U.S. personp~ 

1.4. Designates the Secretary of the A:r(ll.y as the "DoD Executive Agent" for the 



DODD 4205.3, November 26, 93 

DoD Immunization Programfor'Biological Warfare Defense. 

1.5. Provides direction on levels of acquisition and stockpiling of biological 
defense vaccines and prioritizes research and development efforts in defending against 
current and emerging biological warfare threats. 

2. APPLICABILITY AND SCOPE 

This Directive applies to: 

2.1. The Office of the Secretary of Defense, the Military Departments (including 
their National Guards), the Chairman of the Joint Chiefs of Staff, the Unified 
Commands, and the Defense Agencies (hereafter referred to collectively as "the DoD 
Components"). The term "Military Services," as used herein, refers to the Army, !he 
Navy, the Air Force, and the Marine Corps. · 

2.2. Essential DoD civilian personnel, and personnel of other Federal 
Departments, when assigned as part of the U.S. Armed Forces. 

3. DEFINITIONS 

Terms used in this Directive are defined in enclosure 2. 

4. POLICY 

It iS DoD policy that: 

4.1. For immunization, the following personnel, subject to special exceptions 
approved by the Chairman of the Joint Chiefs of Staff, should be immunized against 
validated biological warfare threat agents, for which suitable vaccines are available, in 
sufficient time to develop immunity before deployment to high-threat areas: 

4.1 •. 1. Personnel assigned to high~threat areas. 

4.1.2. Personnel predesignated for immediate contingency deployment (crisis 
response). 

I 
4.1.3. Personnel identified and scheduled for deployment on an imminent or 

ongoing contingency operation to a high~threat area. 

2 



DODD 6205.3, November 26.93 

4.2. For vaccine research, development, testing, evaluation, acquisition, and 
stockpiling, efforts for the improvement of existing vaccines and the development of 
new vaccines against all validated biological warfare threat agents shall be integrated 
and prioritized. The Department of Defense shall develop a capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threats. 

5. RESPONSIBILITIES 

5.1. ThetiiYtdef saefe.nse for Acquisition and Technology shall ensure 
the coordination and integration of the DoD Immunization Program for Biological 
Warfare Defense with all acquisition-related elements of the DoD Biological Defense 
Program. ... 

5.2. The Under Secretazy of Defense for Policv shall review all facets of the DoD 
Immunization Program for Biological Warfare Defense to ensure that it is consistent 
with DoD policy and is adequately integrated into overall DoD biological defense 
policies. 

5.3. The Assistant Secretarv of Defense for Health Affairs shall: 

5.3 .1. Serve as the advisor to the Secretary of Defense as in DoD Directive 
5 136.1 (reference (d)) on the DoD Immunization Program for Biological Warfare 
Defense. 

5.3.2. In consultation with the DoD Executive Agent, the Secretaries of the 
Military Departments, and the Chair of the Armed Forces Epidemiological Board, 
identify vaccines available to protect against biological threat agents designated by the 
Chairman of the Joint Chiefs of Staff and recommend appropriate immunization 
protocols. 

5.3 .3. Issue instructions to the Military Departments and the other 
appropriate DoD Components on the immunization of DoD personnel, under the 
guidelines of this Directive, and monitor and evaluate the implementation of those 
instructions. 

I 
5.4. The Secretarv of the Anny. as the :QoD Executive Agent for the 

Immunization Promam for Biological Warfare Defense. shall: 

3 



DODD 6205.3, November 26.93 

5.4.1. Besides those responsibilities in the Deputy Secretary of Defense 
Memorandum and the Joint Service Agreement (references (e) and (f)), do the 
following to enhance the DoD Immunization Program for Biological Warfare Defense, 
and report ammally through the Assistant Secretary of Defense for Health Affairs 
(ASD(HA)) to the Secretary of Defense the capability to carryout those policies: 

5.4.1.1. Vaccine Research and Development 

5.4.1.1.1. Priorities developed in coordination with the ASD(HA), 
the Chairman of the Joint Chiefs of Staff, and the Secretaries of the Military 
Departments shall include the development of vaccines against validated biological 
warfare threat agents for which none exist, improvement of vaccines that are 
unacceptable in the time they take to produce immunity or in the level of immunity 
they produce or are inadequate because of the number of doses required to achieve. 
immunity, assessment of the effectiveness of vaccines against biological warfare threat 
agents in their likely modes of use (e.g., aerosols), and development of multivalent 
vaccines that will produce protective immunity after a single vaccination. Vaccines 
must be either licensed by the Food and Drug Administration (FDA) or have been 
designated~ under FDA requirements, "for use as investigational new drugs (INDs)," as 
in 21 CFR 50 (reference (g)). 

5.4.1.2. Vaccine Acqpistion and StockPiling 

5.4.1.2.1. Develop and maintain a DoD capability to acquire and 
stockpile adequate quantities of vaccines to protect the programmed force against all 
validated biological warfare threat agents for which suitable vaccines exist. 

5.4.1.2.1. On an annual basis, provide information and 
recommendations, in coordination with the Secretaries of the Military Departments and 
the Chair of the Armed Forces Epidemiological Board, to the ASD(HA) on vaccines to 
acquire and appropriate immunization schedules that include reinmmnbation required 
to develop and maintain protective immunity. Those recommendations should 
include, but not be limited to the following: 

5.4.1.2.1.1. AU relevant data on the effectiveness of each 
vaccine against the corresponding biological warfare threat agent. 

5.4.1.2.1.2. The expebted type, frequency, and severity of 
vaccine-associated adverse reactions. 

4 
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5.4.2. Serve as the focal point for the submission of information from the 
Services, as specified by subsection 5.5., below, and monitor the Services' 
implementation of the DoD Tnununiurion Program for Biological Warfare Defense. 
Recommend appropriate changes and improvements to the Secretary of Defense 
through the ASD(HA.), and the Secretaries of the Military Departments. Report to the 
Secretary of Defense annually on the Immunization Program for Biological Warfare 
Defense. 

5.4.3. The Executive Agent Acquisition Executive (AE) shall plan, program, 
and budget for biological defense. The AE shall coordinate directly with the 
ASD(BA), the Under Secretary of Defense for Policy, the Under Secretary of Defense 
for Acquisition, the Secretaries of the Departments, and other offices as required to 
ensure program integration. 

5.5. The Secretaries of the Military Departments shall: 

5.5.1. Implement, monitor, evaluate, and document the DoD Immunization 
Program for Biological Warfare Defense in their Department and establish procedures 
for coordinating and reporting the following information to the Executive Agent: 

5.5.1.1. The identification, reporting, and epidemiologic evaluation of 
vaccine-associated adverse reactions, in accordance with FDA requirements. "-'!t. 

5.5.1.2. The collection and forwarding of data required by the Executive 
Agent needed to meet requirements of the FDA for products that are the INDs. 

5.5.2. Transmit the instructions of the ASD(HA.) about the immunization 
program for biological warfate defense to subordinate units. 

5.5.3. Program and budget for the required vaccinations for members of their 
Department and provide the.DoD Executive Agent with projected program 
requirements. 

5.6. The Chairman of the Joint Chiefs of Staff in consultation with the 
Commanders of the Unified Commands; the Chiefs of the Military Services; and the 
Director, Defense Intelligence Agency (DIA), annually and as required, shall validate 
and prioritize the biological warfare threats to DoD personnel and forward that list to 
the DoD Executive Agent through the ASD(HA). 

5.7. The Commanders of the Unified Commands, annually and as required, shall 
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provide the Chairman of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theaters. 

5.8. The Chair of the Armed Forces Epidemiological Board, in consultation with 
the DoD Executive Agent and the Secretaries of the Military Departments, annually 
and as required, shall identify to the ASD(HA) vaccines available to protect against 
validated biological warfare threat agents, and recommend appropriate immunization 
protocols. 

6. PROCEDURES 

The DoD Immunization Program for Biological Warfare Defense shall be conducted, 
as follows: 

6.1. The Commanders of the Unified Commands, annually and as required, shall 
provide the Chainnan of the Joint Chiefs of Staff with their assessment of the 
biological warfare threats to their theater. 

6.2. The Chairman of the Joint Chiefs of Staff, in consultation with the 
Commanders of the Unified Commands; the Chiefs of the Military Services; and the 
Director, DIA, annually, shall validate and prioritize the biological warfare threats to 
DoD personnel and forward them to the DoD Executive Agent through the ASD(HA). 

6.3. Within 30 days of receiving the validated and prioritized biological warfare 
threat ~from the Chainnan of the Joint Chiefs of Staff, the DoD Executive Agent 
shall, in consultation with the Secretaries of the Military Departments and the Chair of 
the Armed Forces Epidemiology Board, provide recommendations to the ASD(HA.) on 
vaccines and immumzation protocols necessary to enhance protection against validated 
biological warfare threat agents. 

6.4. Within 30 days of receiving the coordinated recommendations of the DoD 
Executive Agent, the ASD(HA) shall direct the Secretaries of the Military Departments 
to begin immunization of the specified DoD personnel against specific biological 
warfare threat agents. 

6.5. For biological threats for which the only available vaccine is an ND, it shall 
be administered under 21 CFR 50 and 312 (reference (g)) and the established ND 
protocol and/or other applicable legal procedures. 

6 
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7. INFORMATION R.BQUIREMBNTS 

The a.unua1 reporting requirements in section S., above, have been assigned Report 
Control Symbol Dl).POL(A) 1921. 

8. EFFECTIVE DATE AND IMPLEMENTATION 

This Directive is effective immediately. The Secretaries of the Military Departments 
shall forward one copy of implementing documents to the Assistant Secretary of 
Defense for Health Affairs within 120 days. 

Enclosures .. 2 
1. References 
2. Definitions 

.... 

William J. Perry 
Deputy Secretary of Defense 

1 
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El. ENCLOSURE 1 

REFERENCES. continued 

(e) Deputy Secretary of Defense Memorandum, "Biological Warfare Defense 
Program," August 26,1991 

(f) Joint Service Agreement, "Joint Service Coordination of Chemical Warfare and 
Chemical-Biological Defense Requirements, Research, Development, and 
Acquisition," JulyS, 1984 

(s) Title 21, Code of Federal Regulations, Parts 50, "Informed Consent of Human 
Subjects," and 3 12, "Investigational New Drug Application," current edition 

8 ENCLOSURE 1 
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E2. ENCLOSURE 2 

DEFINITIONS 

B2.1.1. Biological Warfare ARent A microorganism or biological toxin 
intended to cause disease, injury, or death in humans. 

E2.1.2. Biolof!ical Warfare Threat. A biological materiel planned to be 
deployed to produce casualties in humans. 

E2.1.3. High-Threat Area. A geographic area in the proximity of a nation or 
nations considered to pose a potential biological threat to DoD personnel by the 
Chairman of the Joint Chiefs of Staff in consultation with the Commanders in Chief of 
the Unified Commands and the Director, DIA. 

E2.1.4. Ifilmunp.city to resist the effects of exposure to a specific 
biological agent or toxin. 

B2.1.S. Immunization. The process of rendering an individual immune. 
ImmnnizAt:ion refers to ''the administration of a vaccine to stimulate the immune 
sy~em to produce an immune response (active immunization)." That process may 
require weeks to months and administration of multiple doses of vaccine. 

E2.1.6. Programmed Force. The DoD active and Reserve force approved by the 
Secretary of Defense in the Future Years Defense Program. 

B2.1.7. Vaccination. The administration of a vaccine to an individual for 
inducing immunity. 

E2.1.8. Vaccine. A preparation that contains one or more components of a 
biological agent or toxin and induces an immune response against that agent when 
administered to an individual. 

B2.1.9. Validated Biological Warfare Threat Agent. A biological warfare agent 
that is validated as a threat to DoD personnel by the Chairman of the Joint Chiefs of 
Staff, in consultation with the Commanders of the Unified and Specified Commands; 
the Chiefs of the Military Services; and the Director, DIA. 

ENCLOSURB2 





Department of Defense 

DIRECTIVE 

NUMBER5100.88 
September 3, 2002 

DA&M 

SUBJECT: DoD Executive Agent 

References: (a) Title 10, United States Code . 
(b) DoD Instruction 4000.19. llJntetservice and Intragovemmental Support," 

August9, 1995 
(c) DoD 5025.1-M. "DoD Directives SystemProcedures,"cu.rrent edition 
(d) DoD Directive 5100.3. "Support of the Headquarters of Combatant and 

Subordinate Joint Commands, "November 15, 1999 
(e) through (g), see enclosure 1 

1. PURPOSE 

Pursuant to the authority of the Secretary of Defense under reference (a), this Directive: 

1.1. Provides a DOD-wide definition ofDoD Executive Agent. 

1.2. Provides DoD approval authority for assigning DoD Executive Agent 
responsibilities, functions, and authorities within the Department of Defense. 

1.3. Prescribes the policy for the management and control of DoD Executive 
Agent assignments and arrangements associated with such assignments within the 
Department of Defense. 

1.4. Provides for the exchange of information between DoD Executive Agents and 
the DoD Components regarding resources and the quality of support throughout the full 
range of operations. 
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2. APPLICABILITY 

This Directive applies to the Office of the Secretary of Defense; the Military 
Departments; the Cbainnan of the Joint Chiefs of Staff; the Combatant Commands; the 
Office of the Inspector General, Department of Defense; the Defense Agencies; the 
DoD Field Activities; and all other organizational entities within the Department of 
Defense (hereafter collectively referred to as ''the DoD Components"). 

3. DEFINITIONS 

As used in this Directive, the following terms have the meaning set forth below: 

3.1. DoD Executive Agent The Head of a DoD Component to whom the Secretary 
of Defense or the Deputy Secretary of Defense has assigned specific responsibilities, 
fimctions, and authorities to provide defined levels of support for operational missions, 
or administrative or other designated activities that involve two or more of the DoD 
Components. The nature and scope of the DoD Executive Agents responsibilities, 
fimctions, and authorities shall: 

3.1.1. Be prescribed at the time of assignment. 

3.1.2. Remain in effect until the Secretary of Defense or the Deputy Secretary 
of Defense revokes or supersedes them. 

3.2. OSD Principal Staff Assistants. The Under Secretaries of Defense, the 
Director of Defense Research and Engineering, the Assistant Secretaries of Defense, 
the .General Counsel of the Department of Defense, the Assistants to the Secretary and 
Deputy Secretary of Defense, and the OSD Directors or equivalents, who report directly 
to the Secretary of Defense or Deputy Secretary of Defense. 

4. POLICY 

It is DoD policy that: 

4.1. The-DoD Executive Agent designation shall be conferred when 

4.1.1. No existing means to accomplh;h DoD objectives exists. 

4.1.2. DoD resources need to be focused on a specific area or areas of 
responsibility in order to minimize duplication or rednndancy, or 
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4.1.3. Such designation is required by law, Executive Order, or 
Government-wide regulation. 

DODD 5100.88. Sept. 3.2002 

4.2. Only the Secretary of Defense or the Deputy Secretary of Defense may 
designate a DoD Executive Agent and assign associated responsibilities, functions, and 
authorities within the Department of Defense. 

4.3. The Head of a DoD Component shall be designated as a DoD Executive 
Agent The DoD Executive Agent may delegate, to a subordinate designee within that 
official's Component, the authority to act on that official's behalf for any or all of those 
DoD Executive Agent responsibilities, functions, and authorities assigned by the 
Secretary of Defense or the Deputy Secretary of Defense. The DoD Executive Agent, 
or subordinate designee, may arrange for and execute inter-Service support agreements, 
in accordance with DoD Instruction 4000.19 (reference (b)), memoranda of .... 
understanding, and other necessary arrangements, as required, to fulfill assigned DoD 
Executive Agent responsibilities, functions, and authorities. 

4.4. Within the scope of assigned responsibilities and functions, the DoD 
Executive Agent's authority takes precedence over the authority of other DoD 
Component officials performing related or collateral joint or multi-component support 
responsibilities and functions. 

4.5. The DoD Executive Agent assignments and arrangements associated with such 
assignments shall be identified in a DoD issuance in accordance with reference (c). 
The issuance shall: 

4.5.1. Cite the Secretary of Defense's or the Deputy Secretary of Defense's 
authority assigning DoD Executive Agency. 

4.5.2. Identify the responsibilities, functions, relationships, and authorities of 
the DoD Executive Agent. 

4.5.3. Identify funding and other resource arrangements for the DoD 
Executive Agent to carry out assigned responsibilities, functions, and authorities. 

4.5.4. Specify other DoD Components, if any, that provide operational 
missions or administrative or other designated activities in support of the DoD 
Executive Agent. · 

3 
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4.6. The DoD Executive Agency arrangements shall be structured in a manner that 
permits the effective and efficient accomplishment of assigned responsibilities, 
functions, and authorities. 

4.7. The DoD Executive Agent funding methods and resource requirements, 
including force structure to the extent permitted by law, shall be included as a part of 
the Planning, Programming, Budgeting and Execution process. 

4.8. The performance of DoD Executive Agents shall be assessed periodically for 
continued need, currency, effectiveness, and efficiency in satisfying end user 
requirements. 

4.9. There shall be an approved list of DoD Executive Agent designations. 

4.1 0. Procedures governing the establishment, disestablishment, modification, and 
execution of DoD Executive Agent assignments and associated arrangements shall be 
established. 

4.11. The funding and costs in support of each DoD Executive Agent assignment 
and associated arrangements shall be identified separately and shall be visible within the 
DoD budget. 

5. RESPQN$IB1LlTIES AND ElJNCTIONS 

5.1. The Director ofAdministrationand Management. Office oftheSecretary of 
Defense. shall: 

5.1.1. Develop policy on DoD Executive Agent assignments and arrangements 
associated with such assignments for approval by the Secretary of Defense or the 
Deputy Secretary of Defense; oversee the implementation of the policy throughout the 
Department of Defense; and, issue guidelines, as appropriate, to define further the 
policies, responsibilities and functions, and authorities contained in this Directive. 

5.1.2. Coordinate on all DoD issuances that assign or modify DoD Executive 
Agent designations. 

5.1.3. Develop, maintain, monitor, revise, and make available to all the DoD 
Components, the list of DoD Executive Agentjdesignations approved by the Secretary of 
Defense or the Deputy Secretary of Defense. 



51.4. Issue DoD issuances implementing this Directive. 

5.2. The DoD Executive AKents shall: 
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5.2.1. Execute DoD Executive Agent r~sponsibilities, consistent with 
applicable law, DoD Directive 5 100.3 (reference (d)), DoD Directive 5 100.73 
(reference (e)), and this Directive. 

5.2.2. Ensure proper coordination with the DoD Components for the 
responsibilities and activities assigned to provide continuous, sustainable, and global 
support as required by end users. Ensure effective planning throughout operations by 
developing a coordinated process and support plans for transition from peacetime to 
wartime and/or contingency operations. 

5.2.3. Identify requirements and resources, including force structure to the 
extent permitted by law, necessary to execute assigned responsibilities and functions. 
Submit these requirements to the cognizant Head of the DoD Component to be included 
in their respective budget documenation. 

5.2.4. Monitor resources used in perfonning assigned responsibilities and 
functions. 

5.2.5. Develop, maintain, and report results of performance of DoD Executive .-.t.:, 

Agent responsibilities and functions, as may be required by law, Secretary of Defense 
decision, or other Congressional requirements. 

5.2.6. Obtain reports and information, consistent with DoD Directive 8910.1 
(reference (f)), as necessary, to carry out assigned DoD Executive Agent 
responsibilities, functions, and authorities. 

5.2.7. Establish, maintain and preserve information as records, consistent with 
DoD Directive 5015.2 (reference (g)), that document the transaction of business and 
mission of the DoD Executive Agent. 

5.2.~. Designate a focal point to coordinate matters regarding assignedDoD 
Executive Agent responsibilities, functions, and authorities. 

5.3. The OSD Princinal Staff Assistants shall: 

5.3.1. Oversee the activities ofDoD Executive Agents in their functional 
areas of responsibility. 
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5.3.2. Assess periodically, but not less than every three years, DoD Executive 
Agent assignments and arrangements associated with such assignments, under their 
cognizance for continued need, currency, and effectiveness and efficiency in satisfying 
end user requirements. Recommend establishment, continuation, modification, or 
cancellation of those DoD Executive Agent assignments and arrangements associated 
with such assignments, under their cognizance, as appropriate. 

5.3.3. Designate a focal point to implement the guidance contained in this 
Directive and to coordinate matters regarding identification, control, and evaluation of 
the DoD Executive Agent assignments and arrangements associated with such 
assignments within their area of cognizance. 

5.4. The Heads of the DoD Components. when receiving DoD Executive Agent 
~~~ ' 

5.4.1. Provide estimates of requirements and associated resources to the 
designated DoD Executive Agent on a timely basis. 

5.4.2. Assess, as required, DoD Executive Agent support for effectiveness and 
efficiency in meeting requirements and make appropriate recommendations for 
improvement. 

5.4.3. Designate a focal point to coordinate matters regarding the 
establishment of new, the identification of existing, and the control and evaluation of 
DoD Executive Agent support arrangements. 

5.5. The Chairman of the Joint Chiefs of Staff shall: 

5.5.1. Coordinate with the OSD Principal Staff Assistants and the Heads of 
the DoD Components to monitor DoD Executive Agent assignments and arrangements 
associated with such assignments for impact on the full range of operations. 

5.5.2. Communicate, to the Combatant Commanders, DoD Executive Agent 
assignments and arrangements associated with such assignments in order to support and 
facilitate national military objectives throughout the full range of operations. 

5.6. The Under Secretarv of Defense (Comptroller) shall: 

~\Qa:;. 
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5.6.1. Ensure that the DoD Component budget submissions, including 
requirements supporting DoD Executive Agent assignments and arrangements associated 
with such assignments, are integrated into the DoD Planning, Programming, and 
Budgeting System. 

5.6.2. Ensure that all funds and costs required to support DoD Executive 
Agent assignments and the arrangements associated with such assignments are displayed 

separately and justified in the FYDP and the budget exhibit submissions of de Heads of 
the DoD Components exercising DoD Executive Agent responsibilities and functions. 

5.7. The General Counsel of the Department of Defense shall coordinate on all 
DoD issuances that assign or modify DoD Executive Agent designations, and provide 
legal counsel and advice, as appropriate, to implement this Directive. 

. .. 
6 .. EFFEC1'IVE DATE 

6.1. This Directive is effective immediately. 

6.2. This Directive does not revise, modify, or rescind any DoD Executive Agent 
assignments and their implementing arrangements in existence as of the effective date 
of this Directive. 

Enclosures • 1 
El. References, continued 

. 
I 
I 
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El. ENCLOSURE 1 

REFERENCES. continued 

(e) DoD Directive 5100.73. "Major Department of Defense Headquarters Activities," 
May13,1999 · 

(f) DoD Directive 89 10.1. "Management and Control of Information Requirements," 
June 11, 1993 

(g) DoD Directive 5015.2. "DoD Records Management Program, "March 6, 2000 
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SUBJECT: Expanding Responsibility of the Anthrax Vaccine Immunization Program to 
Support the Military Biological Warfare Vaccine Program 

MIL VAX 

DoD,OGC 

coq<h)(6) 

Mr (b)(6) 

CoS(HA) Ms 

PDASD (HA) Mr 

COORDINATIONS 

Concur 1/17103 



Ed Rushin 

0111712003 08:58AM 

~i l<b)(6) 

Subject: REQUEST FOR COORDINATION ·Expanding ResponsibHity of the Anthrax Vaccine Immunization to 
Support the Military Biological Warfare Vaccine Program 

Document is Pennanently Archived 

~I COLI(b)(6) 

Colonel~sked that you review the attached drafts for ASD(HA) and USD(PR) signature. 

D D 
MILVAX USO PR Action Mem61-11niLVAXASD HAAction Memo 1-15 

IC%)f6) I 
hiet, Action Management Branch 

Deftrfent Health Support Directorate 
l(b> 6 rax:l(b><6> 1 



(b)(6) 

01121Ja00310:22. AM 

~~I ~~-)(_6_)----------------~ 
Subject: REQUEST FOR COORDINATION ·Expanding Responsibility of the Anthrax Vaccine Immunization to 

Support the Military Biological Warfare Vaccine Program 
Document is Permanently Archived 

Colonel, 

Have you had a chance to review both packagesr recommaneded changes 

have been incorporated and are attached. MIL VAX USC PR Action Memo 1-15 D -
MILVAX ASD HA Action Memo 1-15 

His changes were only to DSD package. At your convenience please. 
-----Forwarded b~(b)(6) ion 01121J200310".22 AM ----

(b)(6) 

01/1712003 08:56AM 

To: l(b)(6) 
cc: 

Subject REQUEST FOR COORDINATION ·Expanding Responsibility of the Anthrax Vaccine Immunization to 
Support the Military Biological Warfare Vaccine Program 

Document is Permanently Archived 

l(b)(6 t COL,(b)(6) 

Colonej(b)(6) ~sked that you review the attached drafts for ASD(HA) and USD(PR) signature. 

D D 
MILVAX USD PR Action Memo 1-1SitiLVAX ASD HA Action Memo 1-15 

l<bX6> I 
Chief, Action Management Branch 

l(b)(6)'ent H~~~}{~rt) Plrectoje 

l<b><6> 
Chief, Action Management Branch 

l~}(6)ent H~l%}{6\ D!rectoTe 



------------------·- ------·--·· ·-- ----· ---· ·--- CMAT control II 

2003034-0000013 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. DC 20301·1200 

ACTION MEMO 

® 
HEALTH AFFAIRS January 31,2002,3:00 P.M. 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALm AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 

SUBJECT: DoD National Vaccine Healthcare Center (VHC) Network Advisory Board 
Charter 

• TAB A is a request for coordination on the draft charter, DoD National Vaccine 
Healthcare Center Network Advisory Board (VHC NAB). 

• Attached at TAB B is the proposed charter, which establishes the VHC network and 
the board membership. The board functions as a consultative panel of experts that 
convenes for the review ofVHC NAB issues and makes recommendations to the 
Assistant Secretary of Defense for Health Affairs. 

• The VHC network, along with the NAB, is a collaborative effort between the 
Department of Defense and the Centers for Disease Control and Prevention, to 
establish a system for monitoring vaccine adverse events occurring among members 
of the armed forces. See information paper attached at TAB B. 

• Coordination of the draft charter by addressees is requested no later than March 7, 2003. 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORDINATIONS: (TAB C) 

Attachments: 
As stated 

Prepared by: cnRj.__(b-)(s_) __ ____.I DHSD,I...._(b-)(s_) __ __. 



OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

ACTION IviEMO 

HEALTH AFFAIRS January 31,2002,3:00 P.M. 

FOR: ASSI~J/:NT/J~~~ OF DEFENSE {HEALTH AFFAIRS) 

FRO~: Ms~P ~~e~SD, Force Health Protection and Readiness 

SUBJECT: DoD National Vaccine Healthcare Center (VHC) Network Advisory Board 
Charter 

• TAB A is a request for coordination on the draft charter, DoD National Vaccine 
Healthcare Center Network Advisory Board (VHC NAB). 

• Attached at TAB B is the proposed charter, which establishes the VHC network and 
the board membership. The board functions as a consultative panel of experts that 
convenes for the review ofVHC NAB issues and makes recommendations to the 
Assistant Secretary of Defense for Health Affairs. 

• The VHC network, along with the NAB, is a collaborative effort between the 
Department of Defense and the Centers for Disease Control and Prevention, to 
establish a system for monitoring vaccine adverse events occurring among members 
of the armed forces. See information paper attached at TAB B. 

• Coordination of the draft charter by addressees is requested no later than March 7, 2003. 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORDINATIONS: (TAB C) 

Attachments: 
As stated 

Prepared by: cnRl...,_<b_)<s_) __ -.JI DHSD,,__I<b_)<s_) __ __.!#' 7~ 1 



HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
JOINT STAFF SURGEON 
DIRECTOR, HEALTII AND SAFETY, US COAST GUARD 
PRESIDENT, ARMED FORCES EPIDEMIOLOGY BOARD 

SUBJECT: Draft charter for the DoD National Vaccine Healthcare Center Advisory 
Board 

I request coordination no later than noon Friday, March 7, 2003, on the draft 
charter for the DoD National Vaccine Healthcare Center Network Advisory Board (VHC 
NAB), (Attachment#!). 

This charter establishes the VHC NAB, which provides consultative expertise for 
the review of network mission specific issues and makes recommendations to the 
Assistant Secretary ofDefense for Health Affairs. 

I have enclosed an information paper on the DoD NationalVaccine Healthcare 
Center Network for your information, (Attachment #2). 

~:;=:2:1...:thi=' s=-=m::::a.tter, please contact CommanderiL-(b_)(67""") __ _, 

lo entbealth.osd.mil. Forward your 

William Winkenwerder Jr., :MD. 

Attachments: 
As stated 
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CHARTER 

DoD National Vaeclne Healthc:are Center Network Advisory Board 

1. PURPOSE: The DoD Vaccine Healthcare Center Network Advisory Board (VHC NAB) 
provides consultative expertise for the review of network mission specific questions and 
makes recommendations to the Assistant Secretary of Defense for Health Affairs, ASD{HA). 
The ASD(HA) shall appoint a Director, DoD National Vaccine Healthcare Center Network 
to chair the NAB. The NAB provides periodic oversight recommendations regarding the 
VHC network program and proposes changes in the mission or functions of the network. 

2. BACKGROUND: The VHC network is a collaborative effort between the Department of 
Defense and the Centers for Disease Control and Prevention that fulfills Section 751 of the 
National Defense Authorization Act of2001. This Act instructs the Secretary of Defense to 
establish guidelines under which servicemembers "may obtain access to a Department of 
Defense Center of Excellence treatment facility for expedited treatment and follow up" [1 OUSC 
111 0(2)(b )(3)] as part of establishing "a system for monitoring adverse events of members of the 
armed forces to the anthrax vaccine" [lOUSC 1110(2)(b)(l}]. The network will function as 
allergy-immunology Centers of Excellence and be accessible to DoD beneficiaries and providers 
either directly or on a referral basis. As the network matures, it will develop the structure and 
tools to support a vaccine safety assessment program from surveillance and enhanced vaccine 
adverse events reporting to case management of complex adverse events. Emphasis will be 
placed on standardization of clinical and educational programs that focus on healthcare provider 
and beneficiary understanding of immunizations and vaccine safety. Clinical research 
partnerships will be developed to validate clinical guidelines and support improvements in 
vaccine healthcare deliveey. The first of 15 planned regional centers opened in Washington, DC, 
at Walter Reed Army Medical Center on September 6, 2001. 

Historically the DoD has depended on the Armed Forces Epidemiological Board (AFEB) for 
vaccine advice and guidance, just as the Department of Health and Human Services has 
depended on the Advisory Committee on Immunization Practices (ACIP). Representation on the 
NAB by members of both the AFEB and ACIP bring scientific credibility and institutional 
independence to the oversight and recommendations provided to the ASD(HA) and the Director, 
National Vaccine Healthcare Center Network. 

3. GOALS: The VHC NAB goals include but are not limited to: 

• Providing review of programs, tools and research developed by the VHC network. 
• Providing guidance and recommendations on how to best optimize collaborative efforts 

between government and civilian agencies with the VHC network. 

• Assisting and directing the VHC network in providing its services to personnel in order to 
enhance vaccine use, primarily for the military in operational settings. 

• Consulting and reviewing clinical-management issues, protocols, and other vaccine­
delivery issues for the VHC network. 
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4. MEMBERSHIP: Voting members will consist of the Chair, the Surgeons General of the 
Military Services, the Director, Health and Safety of the U. S. Coast Guard, and representatives 
from the ACIP and the AFEB. Subcommittees, either continuing or ad hoc, shall be 
established as needed as working groups of the NAB to assist in performing its functions. 
When necessary, each subcommittee may request the advice of non-voting consultants to 
provide the requisite balance in viewpoints through breadth of expertise. Representatives to 
the NAB should include board-certified specialists in the fields of immunology, infectious 
disease, pediatrics, family medicine, and operational medicine. The membership will include: 

!Director, DoD National Vaccine Healthcare Center Network Chair 

~ember of the Advisory Committee on Immunization Practices Member 

Member of the Advisory Committee on Immunization Practices Member 

Member of the Armed Forces Epidemiological Board !Member 

Member of the Armed Forces Epidemiological Board !Member 

Representative from the Centers for Disease Control and Prevention Member 

:Academic Immunology/Immunization/Vaccine Safety Expert Member 

~cademic ImmunologyllmmunizationNaccine Safety Expert Member 

~resentative , Assistant Secretary for Health, Department of Health and lEx-Officio 
Human Services Representative 

Representative, ·Surgeon General of the Army Jli:.Of:ficio 
Representative 

Representative, Surgeon General of the Navy lEx-Officio 
!Representative 

[Representative, Surgeon General of the Air Force !EX-Officio 
!Representative 

!Representative, Marine Corps Surgeon lEx-Officio 
!RePresentative 

!Representative, Health and Safety of the U.S. Coast Guard lEx-Officio 
!RePresentative 

!Representative. TRICARE Management Activity IEx...Qfficio 
!RePresentative 

!Representative, Under Secretary for Health Department of Veterans Affairs IEx...Qfficio 
!Representative 

rsxecutive Secretary 

Staff Assistant 



5. MEETINGS: Bi-annual meetings with additional meetings as requested by Chair. 

SUBCOMMITTEES: Continuing or ad hoc subcommittees shall be established as needed. 
Subcommittees shall be represented on the parent NAB. The chair of the NAB shall appoint 
voting members and designate one to serve as the chairperson. When necessary, a 
subcommittee may request the advice of non-voting consultants in order to enable it to carry 
on its work while providing the requisite balance in viewpoints through breadth of expertise. 

6. SUPPORT AGENCY: The Surgeon General, Department of the Army shall be responsible 
for providing adm;nistrative and staff support for operation of the NAB through the Walter 
Reed National Vaccine Healthcare Center Network. Administrative support is defined as 
budgeting, funding, fiscal control, manpower control and utilization, personnel 
administration, security administration, space, facilities, supplies and administrative services. 

7. INDIVIDUAL PROCUREMENTS: The NAB is not authorized to advise on individual 
procurements. No matter shall be assigned to the NA;B for its consideration that would 
require any member of the NAB or Subcommittees to participate personally and substantially 
in the conduct of any specific procurement, or place him or her in the position of acting as a 
"procurement official," as that term is defined pursuant to law. 

8. DELIVERABLES. Written minutes :from meetings to include consensus statements on 
clinical and research issues brought to the committee. 

9. DURATION OF DOD NATIONAL VACCINE HEALTHCARE CENTER NETWORK 
CLINICAL ADVISORY BOARD. The Charter of the DoD National Vaccine Healthcare 
Center Network Clinical Advisory Board is subject to renewal two (2) years from the date of 
this charter and every two years thereafter unless abolished by re-issuance or cancellation. 

William W'mkenwerder Jr., MD 

ASD(HA) Approval Date: 



Information Paper 

DoD National Vaccine Healtheare Center Network 

ISSUE 

The National Vaccine Healthcare Center Network (VHC) is a collaborative effort between 
the Department of Defense (DoD) and the Centers for Disease Control and Prevention (CDC) 
/National Immunization Program (NIP) to provide compliance with HR 4205 by permitting DoD 
to fulfill the requirements set forth in Section 735 paragraph (d) "system for monitoring adverse 
reactions of the anthrax vaccine." In addition to providing compliance with existing legislation, 
the network offers DoD, in collaboration with the CDC, a means to establish an overall system 
for monitoring adverse events for all vaccines. It also provides a capability for DoD to respond 
to the rapidly evolving current and future vaccine health care needs. 

Current resourcing does not accommodate the needs of the proposed network. Additional 
manpower requirements are projected for the Allergy-Immunology Department of the Walter 
Reed Army Medical Center as workload to support this initiative increases. 

The Anthrax Vaccination Immunization Program has highlighted areas of improvement in 
the military vaccination system that must be addressed. These include: 

1. Response to servicemembers who express concern that they may have suffered adverse 
events to vaccinations; 

2. Training of immunization supervisory providers, nursing personnel and technicians; 
3. Understanding of the Vaccine Adverse Events Reporting System (V AERS) and 

individual provider responsibilities to submit the V AERS-1 form in cases of adverse 
events temporally associated with vaccination; 

4. Provider understanding of what constitutes an adverse event that occurs with a temporal 
relationship to a vaccination; 

S. In-depth V AERS reporting to include follow-up V AERS on persistent medical problems 
that adversely impact on quality of life or result in disability; 

6. Provider understanding of balanced risk communication (in a high anxiety, low trust 
environment) in relation to anthrax vaccine specifically and immunizations in general; 

7. Policy and resourcing for implementation of quality standards regarding administration of 
vaccines within the DoD; 

8. Medical resources for the diagnosis, treatment and long term follow-up of patients with 
complex, chronic, multi-system diseases such as chronic fatigue syndrome with onset 
temporally associated with an anthrax immunization event 

NATIONAL VHC NETWORK VISION 

The VHC is a network of regional vaccine health-related clinical programs aimed at 
facilitating the health care of military members and DoD beneficiaries that involve vaccines and 
other therapeutic modalities that improve personal immune protection and "immune readiness." 
The VHC network is dedicated to continuous performance improvement of immunization and 
immune therapy health care delivery, from education and research to management of adverse 
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reactions for all DoD beneficiaries. The VHC network will become a strategically located 
collection of centers of excellence for military vaccine quality care as well as support for 
enterprise-wide quality improvements in immunization health care delivery in general. As a 
platform from which to conduct vaccine studies and as the cornerstone for the CDC/DoD 
partnership to enhance vaccine safety, efficacy, and acceptability, the VHC network has the 
potential to become a national resource for the validation of vaccine safety and ongoing 
surveillance of post-marketing vaccine-related adverse events. 

VBC NETWORK MISSION STATEMENT 

In order to provide this clinical support and leadership for immune readiness, the VHC 
network will work in partnership with the CDC and other agencies to develop programs that are 
dedicated to the highest quality and safety of all immunizations and preventive medicine 
services. This CDC/DoD collaboration is designed to 1) improve the safety and quality of the 
delivery of vaccines to military personnel and DoD/V A beneficiaries, 2) improve the reporting of 
vaccine-related adverse events in military personnel and DoDIV A beneficiaries, 3) improve the 
quality of clinical management and follow-up of beneficiaries who suffer vaccine-related adverse 
events, 4) improve military personnel level of satisfaction with their vaccine-related health care 
services, follow-up experiences, and patient advocacy, and 5) improve beneficiary and vaccine 
provider knowledge, understanding, and acceptance of immunization requirements. 

VBC NETWORK COLLABORATIVE GOALS 

The VHC Network will assess and enhance: 

• The quality of delivery of immunizations to military personnel and DoD beneficiaries. 
• The level of reporting vaccine-related adverse events in the military healthcare system. 
• Clinical management and follow-up of vaccine related adverse events and the level of 

patient advocacy provided to military personnel and beneficiaries who suffer vaccine­
related adverse events. 

• The knowledge, attitudes, and beliefs of military personnel, DoD beneficiaries and 
providers regarding immunization requirements. 

• The number of trained support personnel for immunization health care improvements. 

BACKGROUND 

Immunizations in general are the cornerstone of"immune readiness', for servicemembers and 
beneficiaries, both at home and abroad. Immunizations from the beginning have been the most 
cost-effective disease prevention public health interventions in 20th and 21st century medicine, only 
exceeded in efficacy by clean water and proper waste disposal. Biological warfare and terrorism 
are serious threats both within and outside the United States with new and more difficult 
challenges facing numerous organizations (beside the military) involved in disease and disaster 
prevention. Even under the worst criticism regarding efficacy, the anthrax vaccination program is 
a better preventive strategy for the defense against biological warfare and terrorism threats than 
any other available strategy. A framework for the delivery of multiple immunizations exists 
throughout the military health care system. However, it has not been standardized or resourced 
adequately for the many challenges that have developed over the past 15 years. 



The entire vaccine world, both within and outside governmental institutions, has been fkced 
with increasing numbers of issues that challenge the credibility and trust in the immunization 
health care delivery system. The 1990's were a decade of increasing public concern regarding the 
safety of vaccines in general and distrust of government organizations and the established medical 
community, particularly in relation to how individuals with adverse reactions to vaccines are cared 
for and supported. Examples of just some of the issues are summarized below: 

• Live oral polio vaccine. There have been cases of paralytic polio in previously healthy 
children caused by this vaccine. As a result, the public's perceptions of risk associated with 
traditional immunizations in general have steadily increased. The policy of using live oral 
polio vaccine in infants has changed as a consequence to further reduce risk. The National 
Vaccine Compensation Act, directed toward childhood vaccine injury compensation, does 
NOT address adults with vaccine-related morbidity and thereby has failed to engender 
confidence in vaccine safety for some sectors. 

• Swine "Ou" vaccine. In the 1970's, this vaccine caused neurological disease complications 
resulting in persistent distrust of the very safe current influenza vaccine. 

• First generation hepatitis B vaeeine. This vaccine was derived :from a blood product 
(plasma) and there was a perceived risk ofHIV transmission that was resolved by 
recombinant vaccine generations of today. There was never any data to support the concerns 
about transmission risk. New concerns about this vaccine have arisen :from hair loss to 
questions regarding the risk of thimerosal and mercury accumulation. 

• Infant rotavinis vaeeine. This vaccine was recalled one year after FDA licensing due to 
over 100 cases of bowel obstruction and several deaths linked potentially to the vaccine. 

• Neonatal hepatitis B vaeeine. Policy for this vaccine has been changed recently due to new 
concerns about thimerosal content and possible mercury morbidity (birth and 2 month visit 
with multiple vaccines exceeding the EPA levels of safety 0.1 mcglkglday). There is no data 
regarding aCtual harm caused by the vaccine or thimerosal, but national and international 
policy has moved to a recommendation to modify all vaccines in regard to preservative 
content. This may result in higher costs of vaccines and decreased availability, particularly 
in developing countries. 

• Measles and hepatitis B vaeeines. These vaccines have been the subject of increasing 
suspicion as etiologic factors in autism, multiple sclerosis, diabetes, autoimmune disease, etc. 
Clear data is lacking to support the validity of these fears, yet data alone has not been an 
adequate response to managing the public's concerns. 

• mv transmission and immUD.izations. There continues to be a belief that immunizations 
contributed to or even caused the mv epidemic in Africa and other developing countries. 

There appears to be a trend nationally of negative perceptions feeding the distrust of 
vaccines in general. The negative factors challenging public trust in vaccines are occurring at a 
time when distrust of traditional medicine is also growing and there is an increasing trend toward 
the public's desire for alternative or complementary medicine. Moreover, there are increasing 
demands for freedom of individual choice in health care. The response to the anthrax vaccine 
immunization program partially reflects the background issues surrounding vaccines in general. 
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The deficiencies of immunization health care within the DoD have been reviewed in a 
recent report to the Armed Forces Epidemiological Board: Vaccines in the Military: A DoD­
Wide Review of Vaccine Policy and Practice. A Report for the Armed Forces Epidemiological 
Board (AFEB), April1999; AFEB Infectious Disease Control Subcommittee: "Deficiencies of 
the current approach to the delivery of vaccines in the DoD" (page 72-77). In addition, the 
National Vaccine Advisory Committee has recently published a subcommittee report on 
improved standards for quality adult immunization programs in non-traditional sites that 
challenges all health care systems to address vaccine delivery and resourcing of quality standards 
implementation. (Adult Immunization Programs in Nontraditional Settings: QuaHty 
Standards and Guidance for Program Evaluation. MMWR 2000;49(RR-1 )(Mar 24);1-13. 
www.cdc.gov/epo/mmwr/preview/mmwrhtmllrr490lal.htm) The existing health care system 
has not been resourced to meet the complexities and resource requirements of 21st century 
immunization health care delivery. 

In the context of these standards and national concerns, there is a renewed emphasis on 
vaccine adverse events reporting or the V AERS system- specifically, developing a more 
visible outreach for quality improvements in V AERS reporting and follow-up. Anthrax is an 
older vaccine and post marketing surveillance for adverse events is critical to the credibility of 
the program. Vaccines are prescription drugs. All prescription drugs are associated with adverse 
reactions or side effects at a minimum rate of one to two percent. Drug-related medical 
problems, including those associated with vaccines, should be treated proactively, recognizing 
that causality can frequently not be proven or disproved. This is a part of doing business and 
trust is built if the resources to care for the problems are available and credible. 

STATUS OUTLINE 

1. VHC Structure 
The VHC Network has one Lead VHC located at Walter Reed Army Medical Center, 

responsible for the co-ordination and development of policies, tools, education materials and 
standard operating procedures for all VHC sites, and Regional VHCs. Initial training of 
Regional VHC personnel will be the responsibility of the Lead VHC. The Lead VHC will co­
ordinate its efforts with existing DoD organizations dedicated to quality immunization services 
within the services and the Veteran's Administration. 

The Lead VHC reports to DoD and the CDC. DoD, through the Army as the executive 
agent, will provide command and control and administrative support of the entire VHC program. 
The current organiational framework for the VHC network includes the North Atlantic Regional 
Medical Command (NARMC) as the Regional Command servicing the Lead VHC; the Walter 
Reed Army Medical Center as the hosting agency for the Lead VHC; and the Allergy­
Immunology Department of Walter Reed Army Medical Center as internal subject matter 
experts. The Lead VHC will report to the DoD through this chain. The Lead VHC reports to the 
CDC through the National Immunization Program (NIP). Within the NIP there will be a cell of 
personnel to provide program management and data management to the overall VHC Network 
program. Future co-ordination with the VA and civilian centers developed for comparable issues 
will be a developmental requirement. 



There are potentially more than 600 DoD immunization sites worldwide in need of support. 
Categorization of support requirements within each region and for individual sites must first be 
identified for comprehensive standardization of practice, educational support, assistance with 
V AERS reporting, and case management of complex adverse events related patients. To support 
this effort, the number ofVHC sites required throughout the DoD potentially exceeds 16. The 
scope of work and extent of outreach within each region remains to be defined. The regional 
VHCs are under the command and control of the Lead VHC, and all data collected will be 
reported through the lead VHC. Personnel for the lead VHC and the first regional VHC are in 
training. Both the lead VHC and the NARMC VHC are located at WRAMC 

FACn.ITIES 

Providing adequate facilities for the VHC mission within DoD facilities requires resourcing 
of renovations and structural adaptations to accommodate personnel and automation 
requirements. Since the VHC function is to provide a visible and accessible service center and 
"safe haven" for vaccine related reporting and problem solving, both for providers and patients, 
location of the VHC within existing military treatment facilities is essential. Initial renovations 
for the Lead and NARMC regional VHC was completed in May of2001. The facilities include a 
service center, clinical evaluation spaces to include facilities for specialized testing and vaccine 
dose challenges, and a 16-seat learning laboratory/classroom integrated with the existing 
TRISERVICE Immunization-Allergy-Asthma Specialist School. 

INITIAL PRIORITIES 

The initial phase of the VHC initiative, involving the NARMC regional scope, will focus on 
the development of a core training program for personnel involved (currently 9 weeks, including 
risk communication and clinical expertise development) with subsequent outreach to 
immunization sites within the region. The outreach will include assessment of compliance with 
new quality standards for immunization services and assessment of training and resource 
reqWrem.ents to include development of support programs to these siteS. Support programs will 
include but are not limited to the following: 

1. Reviewing and/or assisting in the development of standardized operating procedures 
that incorporate the new quality standards for immunization services and facilitate 
V AERS reporting of vaccine related adverse events; 

2. Developing mechanisms to provide support for case management of patients with 
prolonged or more severe adverse events temporally associated with anthrax vaccine 
specifically and military required vaccines in general; 

3. Assisting in the development of local educational resources to include annual update 
training in vaccine related health care issues to include adverse events information; 

4. Developing an enhanced communication network in order to allow for bi-directional 
information exchange relevant to immunization issues; and 

5. Establishing systematic surveys for data necessary for identifying needs for improved 
V AERS and quality immunization services. 
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The establishment of a template of standard operating procedures (SOPs) for a regional 
VHC is a core requirement of the first year scope of work for review and maturation in other 
regional endeavors to include service specific needs. Each region will be permitted the 
flexibility tD tailor its SOPs in order tD meet the specific requirements of its provider and patient 
population. These SOPs must be living documents in order to respond to the changing vaccine 
scenarios for the future, but should be coordinated within the Lead VHC in order to foster inter­
service consistency for immunization health care. 

During VHC regional outreach, personnel will actively perform follow-up on patients with 
anthrax vaccine-related adverse events to include initial evaluations and reporting of persons not 
previously captured in the V AERS system. 

Personnel will participate in surveys of attitudes, knowledge and beliefs among 
servicemembers, providers and other beneficiary groups regarding anthrax vaccine, specifically, 
and other vaccines in general. Focus will be placed on the development of communication and 
education programs that address the needs of the DoD community. 

All initiatives will be developed in collaboration with the CDC/NIP and in coordination 
with existing DoD functions. 
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SUBJECT: Draft Charter: Vaccine Bealthcare Center Network Advisory Board) 

COORDINATION 

Assistant Sec of the Army (M&RA) 

Assistant Sec of the Navy (M&RA) 

Assistant Sec of the Air Force (M&RA) 

Joint Staff Surgeon 

Director, Health and Safety, USCG 

President, Armed Forces Epidemiology 
Board 

Concur Non-concur 

POC: CDRL_I<b_)(S_) _ ____,IDHSD, Phone:L_I<b_)(S_) __ __.IFax:j(b)(S) 
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HEAL. TH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

February 6, 2003, 9:00 AM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness 

SUBJECT: Policy for Use of Force Health Protection Prescription Products 

• This memorandum coordinates the draft policy memorandum for the use of 
force health protection prescription products (prescription use only) at 
TABA. 

• There is a suspense date of Feb 21, 2003, because this action directly 
influences current force health protection policy and will be required when 
pyridostigmine bromine is approved by the Food and Drug Administration for 
use as a Soman Netve Agent Pre-treatment. 

• When this coordination is completed, the action establishes new policy. This 
requests rev~ and comment r later than Fe~ 21, 2003. My point of 
contact isl (b) 6 at l(b )( 6) 1 or by e·mail at: 

l£h){6) 

RECOMMENDATION: That the ASD (HA) sign the attached memorandum at TAB A. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: Salvatore M. Cirone, Program Director, Health Science Policy, Health 
Operations Policy, (703) 575-2679, PCDOCS# 45615,45616 

0 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301·1200 

FEB 1 2 2003 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
UNDER SECRETARY OF DEFENSE (POLICY) 
GENERAL COUNSEL 
DIRECTOR, JOINT STAFF 

SUBffiCT: Policy for Use of Force Health Protection Prescription Products 

Request your coordination by February 21, 2003, on the attached staff package that 
contains a draft policy memorandum for the use of force health protection prescription 
products. 

My point of contact for this matter isl(b)(6) ~.... ____ .....JhJrho may be reached at 
l<b)(6) I Concurrence may be faxed to l{b){6) J 

Attachments: 
As stated 

cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 
DASD(C&PP) 

W:QOi~~. 
William Winkenwerder, Jr., MD 
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THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 
WASHINGTON, DC 20301·1200 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
DIRECTOR, JOINT STAFF 

SUBJECT: Policy for Use of Force Health Protection Prescription Products 

A requirement of the Federal Food, Drug and Cosmetic Act (21 USC 353(b)(l)) is 
that certain drugs, vaccines and other medical products, because of the need for medical 
involvement to assure safe and effective use, may only be used under a physician's 
prescription. This memorandum establishes policy to comply with this statutory 
requirement in the context of prescription products used for force health protection. This 
policy establishes three primary requirements: prescription, issuance in accordance with 
established medical criteria, and record keeping. 

Prescription requirement 

All Force Health Protection Prescription Products (FHPPP) shall be issued under a 
prescription. A blanket prescription may be issued by the Assistant Secretary of Defense 
(Health Affairs) (applicable to any or all components of the Department of Defense 
(DoD)), the Surgeon General of the Army, Navy, or Air Force (applicable to personnel in 
or under the command or authority of the Army, Navy, or Air Force, respectively), or the 
Command Surgeon of a Combatant Command (applicable to persons within a Combatant 
Commander's area of responsibility). A blanket prescription shall describe: 

• The categories of militacy personnel and other individuals who are required and/or 
eligible to receive an FHPPP; 

• The exclusion criteria for identifying individuals who for medical reasons are not 
to be required and/or eligible to receive an FHPPP; 

• Appropriate dosing information, including start and stop dates or events; 
• Any applicable storage, shipment, and maintenance requirements; and 
• Any other appropriate requirements or guidance pertaining to proper medical use 

of the product. 

Issuance of prescription product 

All FHPPP shall be provided or issued by qualified personnel who have been 
instructed on the exclusion criteria and other medical guidance applicable to the product. 



,_ 

These personnel shall conduct necessary medical screening and issue FHPPP consistent 
with such criteria and guidance. 

The administration or issuance for self·administration of all FHPPP shall be preceded 
and/or accompanied by appropriate education to ensure that recipients are aware of the 
exclusion criteria, dosing information, potential side effects and recommended responses, 
sources for additional information, and any other information appropriate for the proper 
use of the product. 

Record keeping 

The provision or issuance of FHPPP shall be documented in medical records of the 
personnel or individuals receiving the FHPPP~ 

Additional requirements 

Health care providers shall record serious adverse events in medical records and shall 
report serious adverse reactions to the Adverse Events Reporting System of the 
Department of Health and Human Services using FDA MEDWATCH or Vaccine 
Adverse Event Reporting System procedures and forms. 

DoD Directive 6200.2, "Use of Investigational New Drugs for Force Health 
Protection," August 1, 2000, applies to the use of investigational new drugs for force 
health protection. 

Defmition 

In this memorandum, the term "force health protection" means an organized program 
of healtbcare preventive or therapeutic treatment, or preparations for such treatment, 
designed to meet the actual, anticipated, or potential needs of a group of military 
personnel in relation to military missions. 

cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 

William Winkenwerder, Jr., MD 

Deputy Director for Medical Readiness, Joint Staff 

2 



OGC(DoD) 

CoS (HA) 

PDASD(HA) 

Request for Coordination on the Policy for 
Use of Force Health Protection Prescription Products 

Mr. l(bX6) 

Ms (b)(6) 

Mr 

COORDINATION 



Policy for Use of Force Health Protection Prescription Products 

Secretary of the Army 

Secretary of the Navy 

Secretary of the Air Force 

Director, Joint Staff 

USD (P) 

OGC 

Surgeon General of the Army 

Surgeon General of the Navy 

Surgeon General of the Air Force 

DASD(C&PP) 

COORDINATION 

Concur Non-concur 
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THE ASSISTANT SECRETARY OF DEFENSE; 

WASHINGTON, DC 20301·1 200 

HEALTH AFFAIRS 

ACTION MEMO 

CMAT Control # 
2003038·0000001 

February/, 2003, 6:00 P.M. 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL AND READINESS) 

FROM: Dr. William Winkenwerder Jr., Assistant Secretary of Defense (Health Affairs) 

SUBJECT: Annual Report to Congress on Separations Resulting From Refusal to 
Participate in the Anthrax Immunization Program 

• Section 75 1 of National Defense Authorization Act for 2001 requires the SECDEF to 
submit an annual report to Congress on the separations that have resulted from 
setvicemembers who refused to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

• This year's annual report, due not later than April I, 2003, must include the number of 
members separated categorized by military department, grade, and active duty or 
reserve status. 

• TAB A is a draft memorandum requesting the Services provide the required 
information, which will be compiled and used in the 2003 Separations Report to 
Congress. 

RECOMMENDATION: Sign memorandum at TAB A 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: cnR]L_<b_)<s_) __ _____JI DHSDJ...___<b_)<S_) __ ___JI PCDOCS# t'1f7D 
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OFFICE OF THE UNDER SECRETARY OF DEFENSE 
4000 DEFENSE PENTAGON 

WASHINGTON, D.C. 20301-4000 

PERSONNEL AND 
READINESS 

MEMORANDUM FOR SECRETARY OF THE ARMY (M&RA) 
SECRETARY OF THE NAVY {M&RA) 
SECRETARY OF THE AIR FORCE (M&RA) 

SUBJECT: Annual Report to Congress on Separations Resulting From Refusal to Participate in 
the Anthrax Immunization Program 

Section 75 1 of the National Defense Authorization Act for 2001 requires the Secretary of 
Defense to submit an annual report to Congress on service separations that have resulted from 
members who refused to participate in the Anthrax Vaccination Immunization Program. 

This report must include the number of members separated, branch of service, grade, and 
active duty or reserve status. This report covers the timeframe from January 1, 2002 through 
December 3 1, 2002. 

Thank you for your attention to this matter. Please provide information no later than 
12:00 noon. Friday, March 7, 2003, to the ASD (HA) point of contact, CDRI(b)(6) lat 

l(b)(6) ~ 

Cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 

David SC. Chu 

0 
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_________ , _ , _____ ,_, ___ _ _ . 

ACTION MEMO 

CMAT Control I 

2003044-:0000057 

® 
February 14, 2002 1515 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Deputy Assistant Secretary of Defense for Force Health Protection & Readiness 

SUBJECT: Vaccine Health Care Center Network Charter (TAB A) 

• The Vaccine Healthcare Center (VHC) Network is a collaborative effort between the 
Department of Defense and the Centers for Disease Control and Prevention that 
fulfills Section 751 of the National Defense Authorization Act of2001. This Act 
instructs the Secretary of Defense to establish guidelines under which service 
members "may obtain access to a Department of Defense Center of Excellence 
treatment facility for expedited treatment and follow up" [IOUSC 1110(2){b)(3)] as 
part of establishing "a system for monitoring adverse events of members of the armed 
forces to the anthrax vaccine" [IOUSC 1110(2){b)(l)]. 

• The network will develop the structure and tools to support a vaccine safety 
assessment program, from surveillance through enhanced vaccine adverse events 
reporting to case management of complex adverse events, and standardize clinical and 
educational programs focusing on healthcare provider and beneficiary understanding 
of immunizations and vaccine safety. The first of 15 planned regional centers opened 
in Washington, DC, at Walter Reed Army Medical center on September 6, 2001. 
Background is provided at TAB B. 

• The Network Advisory Board will provide consultative review of Network 
·programs, tools and research, assistance and direction on Network services to 
personnel, review and comment on clinical-management issues, protocols and 
other vaccine-delivery matters, and guidance and recommendations on 
collaborative efforts. 

RECOMMENDATION: Sign proposed charter at TAB A. 

COORDINATION: TAB C 

Attachments: 
As stated 

Prepared by: co~..._(b_)<6_> __ ____.l o~SD(HA)IFHP&R • .._I(b_><6_> _ __J 
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CHARTER 

DoD National Vaccine Healthcare Center Network Advisorv Board 

1. PURPOSE. The DoD Vaccine Healthcare Center (VHC) Network Advisory Board (NAB) 
provides consultative expertise for the review of Network mission specific questions and 
makes recommendations to the Assistant Secretary of Defense for Health Mfairs 
(ASD(HA)). The ASD(HA) shall appoint a Director, DoD National Vaccine Healthcare 
Center Network to chair the NAB. The NAB provides periodic oversight recommendations 
regarding the VHC Network program as well as proposed changes in the mission or functions 
of the VHC Network. 

2. BACKGROUND. The Vaccine Healthcare Center (VHC) Network is a collaborative effort 
between the Department of Defense and the Centers for Disease Control and Prevention that 
fulfills Section 751 of the National Defense Authorization Act of 2001. This Act instructs 
the Secretary of Defense to establish guidelines under which service members "may obtain 
access to a Department of Defense Center of Excellence treatment facility for expedited 
treatment and follow up" [1 OUSC 1110(2)(b )(3)] as part of establishing "a system for 
monitoring adverse events of members of the armed forces to the anthrax vaccine" [lOUSC 
1110(2)(b)(l)] The network will function as allergy-immunology Centers of Excellence and 
be accessible to DoD beneficiaries and providers either directly or on a referral basis. As the 
Network matures, it will develop the structure and tools to support a vaccine safety 
assessment program, from surveillance through enhanced vaccine adverse events reporting to 
case management of complex adverse events. The Network will also assist data collection 
and standardization iil support of improvement of the vaccine adverse; Emphasis will be 
placed on standardization of clinical and educational programs that focus on healthcare 
provider and beneficiary understanding of immunizations and vaccine safety. Clinical 
research partnerships will be developed to validate clinical guidelines and support 
improvements in vaccine healthcare delivery. The fmt of 15 planned regional centers opened 
in Washington, DC, at Walter Reed Army Medical Center on September 6, 2001. 
Historically the DoD has depended on the Armed Forces Epidemiological Board for vaccine 
advice and guidance as has the DHHS depended on the ACIP. Representation on the NAB 
by members of both the AFEB and ACIP bring scientific credibility and institutional 
independence to the oversight and recommendations provided to the ASD(HA) and the 
Director, National Vaccine Healthcare Center Network. 

3. GOALS. The VHC Network Advisory Board goals include but are not limited to: 
• To provide consultative review of programs, tools and research developed by the Vaccine 

Healthcare Center Network. 
• To provide guidance and recommendations on how to best optimize collaborative efforts 

between government and civilian agencies with the Vat9ine Healthcare Center Network. 



• To assist and direct the VHC network in providing its services to personnel in order to 
enhance the use of vaccines, primarily among military populations, particularly in the 
operational setting. · 

• To consult, review, and comment on clinical-management issues, protocols, and other 
vaccine-delivery issues for the VHC network 

4. MEMBERSmP. Voting members will consist of the Chair and the Surgeons General of the 
Military Services and Director, Health and Safety of the U. S. Coast Guard or their 
representatives, and representatives from the Advisory Committee on Immunization Practices 
(ACIP) and the Armed Forces Epidemiological Board (AFEB). Subcommittees, either 
continuing or ad hoc, shall be established as needed as the working groups of the NAB to 
assist the NAB in the performance of its functions. When necessary, each subcommittee may 
request the advice of non-voting consultants in order to enable it to carry on its work while 
providing the requisite balance in viewpoints through breadth of expertise. Representatives to 
the V AB should include board-certified ~pecialists in each of the fields of immunology, 
infectious disease, pediatrics, family medicine, and operational medicine. The full 
membership will include: 

Director, DoD National Vaccine Healthcare Center Network 
Member of the Advisory Committee on Immunization Practices 
Member of the Advisory Committee on Immunization Practices 
Member of the Armed Forces Epidemiological Board 
Member of the Armed Forces Epidemiological Board 
Representative from the Centers for Disease Control and Prevention 
Academic Immunology/Immunization/Vaccine Safety Expert 
Academic Immunology/Immunization/Vaccine Safety Expert 

Representative , Assistant Secretary for Health, Department of Health and 
Human Services 

Representative, Surgeon General of the Army 

Representative, Surgeon General of the Navy 

Representative, Surgeon General of the Air Force 

Representative, Marine Corps Surgeon 

Representative, Health and Safety of the U. S. Coast Guard 

Representative. TRICARE Management Activity 

Representative, Under Secretary for Health Department of Veterans Affairs 

Executive Secretary 
Staff Assistant 

Chair 
Member 
Member 
Member 
Member 
Member 
Member 
Member 

Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 
Ex-Officio 
Representative 



···················-----· 

5. MEETINGS. Biannual meetings with additional meetings as requested by Chair. 

SUBCOMMITTEES. Continuing or ad hoc subcommittees shall be established as needed. 
Subcommittees shall be represente~ on the parent NAB. The chair of the NAB shall appoint 
voting members and designate one of them to serve as the chairperson. When necessary, a 
subcommittee may request the advice of non-voting consultants in order to enable it to carry 
on its work while providing the requisite balance in viewpoints through breadth of expertise. 

6. SUPPORT AGENCY. The Surgeon General, Department of the Army shall be responsible 
for providing administrative and staff support for operation of the NAB through the Walter 
Reed National Vaccine Healthcare Center Network. Administrative support is defined as 
budgeting, funding, fiscal control, manpower control and utilization, personnel 
administration, security administration, space, facilities, supplies and other administrative 
services. 

7. INDMDUAL PROCUREMENTS. The NAB is not authorized to advise on individual 
procurements. No matter shall be assigned to the NAB for its consideration that would 
require any Member of the NAB or Subcommittees to participate personally and substantially 
in the conduct of any specific procurement or place him or her in the position of acting as a 
"procurement official," as that term is defmed pursua.ilt to law. 

8. DELIVERABLES. Written minutes from meetings to include consensus statements on 
clinical and research issues brought to the committee. 

9. DURATION OF VACCINE HEALTHCARE CENTER NETWORK CLINICAL 
ADVISORY BOARD. The Charter of the Vaccine Healthcare Center Network Clinical 
Advisory Board is subject to renewal two (2) years from the date of this charter and every 
two years thereafter unless abolished by re-issuance or cancellation. 

William Winkenwerder, Jr., M.D. 
Assistant Secretary of Defense for Health Affairs 

ASD(HA) Approval Date: 



Information Paper 

Subject: National Vaccine HealthCare Center (VB C) Network 

Issue 

The Vaccine Healthcare Center Network is a collaborative effort between the Department 
of Defense (DoD) and the Centers for Disease Control and Prevention (CDC)/National 
Immunization Program (NIP) to provide compliance with HR 4205 by permitting the DoD to 
fulfill the requirements set forth in Section 735 paragraph (d) "system for monitoring .adverse 
reactions of the anthrax vaccine." In addition to providing compliance with existing legislation, 
the Network offers the Department, in collaboration with the CDC, a means to establish an 
overall system for monitoring adverse events for all vaccines. It also provides a capability for the 
Department to respond to the rapidly evolving current and future vaccine health care needs. 

Current resourcing does not accommodate the needs of the proposed network. Additional 
funding requirements begin with a need of $5.06 M in FY02. Additional manpower 
requirements are projected for the Allergy-Immunology Department of the W alt~r Reed Army 
Medical Center as workload to support this initiative increases. 

The Anthrax Vaccination Immunization Program has highlighted areas of improvement in 
the military vaccination system that must be addressed. These include: 

1. Response to service members who express concern that they may have suffered adverse 
events to vaccinations; " 

2. Training of immunization supervisory providers, nursing personnel and technicians; 
3. Understanding of the Vaccine Adverse Events Reporting System (V AERS) and 

individual provider responsibilities to submit the V AERS-1 form in cases of adverse 
events temporally associated with vaccination; 

4. Provider understanding of what constitutes an adverse event that occurs with a temporal 
relationship to a vaccination; 

5. In-depth V AERS reporting to include follow-up V AERS on persistent medical problems 
that adversely impact on quality of life or result in disability. 

6. Provider understanding of balanced risk communication (in a high anxiety, low trust 
environment) in relation to anthrax vaccine specifically and immunizations in general; 

7. Poli~y and resourcing for implementation of quality standards regarding administration of 
vaccines within the DoD; 

8. Medical resources for the diagnosis, treatment and long term follow-up of patients with 
complex, chronic, multisystem diseases such as chronic fatigue syndrome with onset 
temporally associated with an anthrax immunization event. 

VBC Network Vision 

The National Military Vaccine Healthcare Centers, or VHC, is a network of regional 
vaccine health related clinical programs aimed at facilitating the health care of military members 
and DoD beneficiaries that involves vaccines and other therapeutic modalities that improve 



personal immune protection and "immune readiness." The VHC network is dedicated to 
continuous performance improvement of immunization and immune therapy health care delivery, 
from education and research to management of adverse reactions for all DoD beneficiaries. The 
VHC Network will become a strategically located collection of centers of excellence for military 
vaccine quality care as well as support for enterprise wide quality improvements in immunization 
health care delivery in general. As a platform from which to conduct vaccine studies and as the 
cornerstone for the CDC/DoD partnership to enhance vaccine safety, efficacy, and acceptability, 
the VHC network has the potential to become a national resource for the validation of vaccine 
safety and ongoing surveillance of post-marketing vaccine related adverse events. 

VHC NETWORK MISSION STATEMENT 

In order to provide this clinical support and leadership for immune readiness, the VHC 
network will work in partnership with the Centers for Disease Control and Prevention and other 
agencies to develop programs that are dedicated to the highest quality and safety of all 
immunizations and preventive medicine services. This CDCJDoD Collaboration is designed to 
1) improve the safety and quality of the delivery of vaccines to military personnel and DoDN A 
beneficiaries, 2) improve the reporting of vaccine related adverse events in military personnel 
and DoDN A beneficiaries, 3) improve the quality of clinical management and follow-up of 
beneficiaries who suffer vaccine related adverse events, 4) improve military personnel level of 
satisfaction with their vaccine-related health care services, follow-up experiences, and patient 
advocacy, and 5) improve beneficiary and vaccine provider knowledge, understanding, and 
acceptance of immunization requirements. 

VHC NETWORK COLLABORATIVE GOALS 

The VHC Network will assess and enhance 

a) The quality of delivery of immunizations to military personnel and DoD beneficiaries. 

b) The level of reporting of vaccine related adverse events (V AEs) in the military health care 
system. 

c) Clinical management and follow-up of vaccine related adverse events (V AEs) and the 
level of patient advocacy provided to military personnel and beneficiaries who suffer 
vaccine associated adverse events. 

d) The knowledge, attitudes, and beliefs of military personnel, DoD beneficiaries and 
providers regarding immunization requirements. 

e) The number of trained support personnel for immunization health care improvements. 

Background 

Immunizations in general are the cornerstone of "immune readiness, for service members 
and beneficiaries, both at home and abroad. Immunizations, from cradle to "golden years," are 



to support the validity of these fears yet data alone has not been an adequate response to 
managing the public's concerns. 

• IUV transmission and immunizations. There continues to be a "belief' that 
immunizations contributed to or even caused the IUV epidemic in Africa and other 
developing countries. 

There appears to be a trend nationally of negative perceptions feeding the distrust of 
vaccines in general. The negative factors challenging public trust in vaccines are occurring at a 
time when d~strust of traditional medicine is also growing and there is an increasing trend toward 
the public's desire for alternative or complementary medicine. Moreover, there are increasing 
demands for freedom of individual choice in health care. The response to the anthrax vaccine 
immunization program partially reflects the background issues surrounding vaccines in general. 

The current system for vaccine delivery within the DOD is significantly understaffed and 
under-trained. Due to a prolonged period of downsizing and an overall nursing shortage, there 
has been a lack of emphasis on quality vaccine delivery to include education, training and 
manpower value attributed to the service. (A 5-minute prescription refill is valued more by the 
administrative workload assessors than a 2040 minute visits for vaccinations and travel 
medicine issues.) The deficiencies of immunization health care within the DoD have been 
reviewed in a recent report to the Armed Forces Epidemiological Board: Vaccines in the 
Military: A DoD-Wide Review of Vaccine Policy and Practice. A Report for the Armed 
Forces Epidemiological Board (AFEB), April 1999; AFEB Infectious Disease Control 
Subcommittee: "Deficiencies of the current approach to the delivery of vaccines in the DoD" 
(page 72-77). In addition, the National Vaccine Advisory Committee has recently published a 
subcommittee report on improved standards for quality adult immunization programs in non­
traditional sites that challenges all health care systems to address vaccine delivery and resourcing 
of quality standards implementation. (Adult Immunization Programs in Nontraditional 
Settings: Quality Standards and Guidance for Program Evaluation. MMWR 2000;49(RR-
1)(Mar 24);1-13. www .cdc.gov/epo/mmwr/preview/mmwrhtmVrr490 1al.htm) The existing 
health care system has not been resourced to meet the complexities and resource requirements of 
2151 century immunization health care delivery. 

In the context of these standards as well as national concerns, there is a renewed emphasis 
on vaccine adverse events reporting or the V AERS system. Developing a more visible outreach 
for quality improvements in V AERS reporting and follow.:.up has been a growing emphasis. 
Anthrax is an older vaccine and post marketing surveillance for adverse events is critical to the 
credibility of the program. Vaccines are prescription drugs. All prescription drugs are associated 
with adverse reactions or side effects at a minimum rate of 1-2%. Drug related medical 
problems, including those associated with vaccines, should be treated proactively recognizing 
that causality can frequently not be proven or disproven. This is a part of doing business and 
trust is built if the resriurces to care for the problems are available and credible. 

Status Outline: 

1. VHC Structure 



The VHC Network has one Lead VHC, responsible for the co-ordination and 
development of policies, tools, education materials and standard operating procedures for all 
VHC sites, and Regional VHCs. Initial training of Regional VHC personnel will be the 
responsibility of the Lead VHC. The Lead VHC will c.o-ordinate its efforts with existing DoD 
organizations dedicated to quality immunization services within the services and the Veteran's 
Administration. 

The Lead VHC reports to DoD and the CDC. DoD, through the Army as the executive 
agent, will provide command and control and administrative support of the entire VHC program. 
The current organizational framework for the VHC Network includes the North Atlantic 
Regional Medical Command (NARMC) as the Regional Command servicing the Lead VHC, 
through Walter Reed Army Medical Center as the hosting agency for the Lead VHC, through the 
Allergy-Immunology Department of Walter Reed Army Medical Center as internal subject matter 
experts. The Lead VHC will report to the DoD through this chain. The Lead VHC reports to the 
CDC through the National Immunization Program (NIP). Within the NIP there will be a cell of 
personnel to provide program management and data management to the overall VHC Network 
program. Future co-ordination with the VA and civilian centers developed for comparable issues 
will be a developmental requirement. 

There are potentially more than 600 DoD immunization sites worldwide in need of support. 
Categorization of support requirements within each region and for individual sites must first be 
identified for comprehensive standardization of practice, educational support, assistance with 
V AERS reporting, and case management of complex adverse events related patients. To support 
this effort, the number of VHC sites required throughout the DoD potentially exceeds 16. The 
scope of work and extent of outreach within each region remains to be defined. The regional 
VHCs are under the command and control of the Lead VHC, and all data collected will be 
reported through the lead VHC. Personnel for the lead VHC and the first regional VHC have 
been hired and are in training. Both the lead VHC and the NARMC VHC are located at 
WRAMC 

Facllities: 

Providing adequate facilities for the VHC mission within DoD facilities requires resourcing 
of renovations and structural adaptations to accommodate personnel and automation 
requirements. Since the VHC function is to provide a visible and accessible service center and 
"safe haven" for vaccine related reporting and problem solving, both for providers and service 
member patients, location of the VHC within existing military treatment facilities is essential. 
Initial renovations for the Lead and NARMC regional VHC will be completed by May 1, 2001. 
The facilities include a service center, clinical evaluation spaces to include facilities for 
specialized testing and vaccine dose challenges, and a 16 seat learning laboratory/classroom 
integrated with the existing TRISERVICE Immunization-Allergy-Asthma Specialist School. 

Initial Priorities: 

The initial phase of the VHC initiative, involving the NARMC regional scope, will focus on 
the development of a core training program for personnel involved (currently 9 weeks, including 



risk communication and clinical expertise development) with subsequent outreach to 
immunization sites within the region. The outreach will include assessment of compliance with 
new quality standards for immunization services and assessment of training and resource 
requirements to include development of support programs to these sites. Support programs will 
include but are not limited to the following: 

1. Reviewing and/or assisting in the development of standardized operating procedures 
that incorporate the new quality standards for immunization services and facilitate 
V AERS reporting of vaccine related adverse events; 

2. Developing mechanisms to provide support for case management of patients with 
prolonged or more severe adverse events temporally associated with anthrax vaccine 
specifically and military required vaccines in general. 

3. Assisting in the development of local educational resources to include annual update 
training in vaccine related health care issues to include adverse events information. 

4. Development of enhanced communication network in order to allow for bi-directional 
information exchange relevant to immunization issues. 

5. Establishment of systematic surveys for data necessary for identifying needs for 
improved V AERS and quality immunization services. 

The establishment of a template of standard operating procedures (SOPs) for a regional VHC is a 
core requirement of the first year scope of work for review and maturation in other regional 
endeavors to include service specific needs. Each region will be permitted the flexibility to tailor 
its SOPs in order to meet the specific requirements of its provider and patient population. These 
SOPs must be living documents in order to respond to the changing vaccine scenarios for the 
future but should be coordinated within the Lead VHC in order to foster inter-service consistency 
for immunization health care. 

During VHC regional outreach, personnel will actively perform follow-up on patients with 
anthrax vaccine related adverse events to include initial evaluations and reporting of persons not 
previously captured in the V AERS system. 

Personnel will participate in surveys of attitudes, knowledge and beliefs among service 
members, providers and other beneficiary groups regarding anthrax vaccine, specifically, and 
other vaccines in general. Focus will be placed on the development of communication/education 
programs that address the needs of the DoD community. 

All initiatives will be developed in collaboration with the CDC/NIP and in coordination 
with existing DoD functions. 
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2003052-0000002 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE: 

WASHINGTON, DC 20301-1200 

HEALTH AFFAIRS 
,~ 

February~ 2003, 10:00 A.M. 

ACTION MEMO 

FOR: ASSISTANJl:J/t:::~y OF DEFENSE (HEALffi AFFAIRS) 

FROM: Ee.-E~q,M~, Force Health Protection and Readiness 

SUBJECT: Designation of US Coast Guard's National Strike Force as an Anthrax 
Vaccine Immunization Program (A VIP) Priority 1 Designated Special 
Mission Unit. 

• Attached at TAB A is a draft memorandum that designates the US Coast Guard's 
National Strike Force as a Designated Special Mission Unit and therefore an AVIP 
priority-1 unit under current DoD policy and implementation plans. 

• These National Strike Force teams provide critical response and decontamination 
support to facilities contaminated with anthrax spores. Most notably, this unit 
deployed and supported the decontamination of the Hart building in Washington, DC 
in Fal12001. 

• The Under Secretary of Defense (P&R) policy memorandum dated August 6, 2002, 
gives the ASD (HA) authority to identify other personnel as mission critical and 
therefore requiring immunization with the anthrax vaccine. 

• This request has been coordinated with the A VIP-MILV AX office, giving full 
concurrence.· 

RECOMMENDATION: That ASD(HA) sign memo at TAB A. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: CDRIL-(b-)(6_) __ __.I DHSD/ODASD(FHP&R), .._l(b-)(6_) __ __.f~caoeJ'I'WDIJ 



HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDANT OF THE US COAST GUARD 

SUBJECT: Designation of US Coast Guard's National Strike Force as an Anthrax 
Vaccine Immunization Program (A VIP) Priority 1 Designated Special 
Mission Unit. 

REFERENCE: Under Secretary of Defense for Personnel and Readiness Memorandum, 
"Policy on Administrative Issues Related to the Anthrax Vaccine Immunization Program 
(A VIP), ~ugust 6, 2002." 

By direction of the Undersecretary of Defense for Personnel and Readiness, the 
Assistant Secretary of Defense for Health Affairs may deem additional personnel 
occupationally at higher risk for exposure to anthrax and their performance essential for 
mission critical capabilities. 

The increasing threat of the use of weapons of mass destruction makes it essential that 
we have a critical response and decontamination capability like the US Coast Guard's 
National Strike Force. 

As such, the US Coast Guard's National Strike Force is designated as an Anthrax 
Vaccine Immunization Program (AVIP) Designated Special Mission Unit and subject to 
priority- I anthrax immunization plans. 

· This designation is effective immediately. COL Gaston Randolph, Director of the 
A VIP-MIL VAX Agency is the point of contact for any question on this matter. He can 
be contacted atl(b)(G) ~ 

William Winkenwerder Jr. MD 



Subject: Designation ofUS Coast Guard's National Strike Force as an Anthrax Vaccine 
Immunization Program (A VIP) Priority 1 Designated Special Mission Unit. 

COL Gaston Randolph, US Anny 
Director, MIL VAX-A VIP Agency 

COORDINATION 

20 February 2003 



-------------··-· .. .. .. - -·· 

'• . . .. ~- .. : ... 
: ... ; . .. ... :. l<b)(6) I 
I···:· ~, .... 02/21/2003 08:28AM 
' 

To: L-l(b_)(6_) _ __~pSAGWI@OSAGWJ,I (b )(6) loSA<?WI@OSAGWI 
oo: ~---~ 

Subject FW: A VIP Special Mission Unit designation 

l<b)(6) I 
COL Randolph has made some changes to the A VIP Spec Mission Unit package. See attachment 
below. flease incorporate into~ if has not already gone out. 

Thanks, .i ftJI}t.t1 f ~fn fti;.J bihJrf • 
l<b)(6) I 

·-----Forwarded b~ (b)(6) ion 021211200308:29AM-

.~ "Randolph, Gaston M COL OTSG1(b )(6) @otsg.amedd.anny.mll> 
t~~ on 02/20/2003 08:49:50 PM 

To: 
cc: 

._I (b_)_(6_> __ __,~deploymenthealth.osd.mll"' L.j (b_)_(6_) __ ___J~deploymentheallh.osd.mD> 

Subject FW: A VIP Special Mission Unit designation 

1 made a couple recommended changes using Word's Tracking Tool. 

~~==-.::M.:.:e=-=s~s=age ·---­
~~~~~--------~d~eploymenthealth.osd.mil 
........._'-'-''----------' deploymentheal th. osd. mi 1) 
Sent : Thursday, February 20, 2003 2:46 PM 
To: I (b )(6) Fotsg. amedd. army. mil 
Subject: AVIP Special Mission Unit designation 

COL, 

Randy 

Here is a rough for the USCG AVIP' Special Mission Unit designation. 
Please let me know if there are any glaring errors. Our admin folks are 
checking the "Memorandum for" line. Please let me know if you see any 
glaring errors. Thanks sir. 

V/R, 
l(b)(6) 

(See attached file: AVIP Designated special Mission Unit 20 Feb 03.doc) 



HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

February 26, 2003, 2:30 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness //s//02/25/03 

SUBJECT: Designation of U.S. Coast Guard's National Strike Force as an Anthrax 
Vaccine Immunization Program (A VIP) Priority 1 Designated Special 
Mission Unit 

• Attached at TAB A is a memorandum that designates the U.S. Coast Guard's 
National Strike Force as a Designated Special Mission Unit and therefore an 
A VIP priority-! unit under current DoD policy and implementation plans. 

• These National Strike Force teams provide critical response and 
decontamination support to facilities contaminated with anthrax spores. Most 
notably, this unit deployed and supported the decontamination of the Hart 
building in Washington, DC in Fall2001. 

• The Under Secretary of Defense (P&R) policy memorandum dated August 6, 
2002, gives the ASD (HA) authority to identify other personnel as mission 
critical and therefore requiring immunization with the anthrax vaccine. 

• This request has been coordinated with the A VIP-MIL VAX office, giving full 
concurrence (TAB B). \.. + JO,._tf~ 

w, 3'"4J """' ~ lui"S" 
RECOMMENDATION: That the ASD (HA) sign memo at TAB A. V'''" t>t..a:tor , )oi"tJ~ 

COORDINATION: TAB C 

Attachments: 
As stated 

'$" Feo o3. 

(.'X-~ 
.., 0t. AI/AlA. :r-w·~~ · 

Prepared by: CDRI(b)(S) lnHSD/OASD (FHP&R), I(b)(S) 
PCDOCS# 46306 .___ ___ ___J 

0 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301-1200 

MAR 1 8 2003 

MEMORANDUM FOR DIRECfOR, THE JOINT STAFF 
COMMANDANT OF THE U.S. COAST GUARD 

SUBJECT: Designation of U.S. Coast Guard's National Strike Force for Anthrax 
Vaccine Immunization Program (A VIP) 

REFERENCE: Deputy Secretary of Defense "Reintroduction of the Anthrax Vaccine 
Immunization Program (A VIP)," June 28, 2002 

The referenced memorandum authorizes inclusion in the A VIP of additional personnel at 
higher risk of exposure to anthrax based on performance of critical capabilities. 

The increasing threat of the use of weapons of mass destruction makes it essential that we 
have a critical response and decontamination capability like the U.S. Coast Guard's National 
Strike Force. 

Therefore, I approve inclusion of the U.S. Coast Guard's National Strike Force, involving 
approximately 213 active duty members, in current A VIP implementation. Execution of the 
A VIP for these personnel is under the authority of the Commandant of the Coast Guard. 

This determination is effective immediately. COL Gaston Randolph, Director of the A VIP­
MIL VAX Agency is the point of contact for any question on this matter. He can be contacted at 
(703) 681-5101. 

Wtw..J.J~. 
William Winkenwerder, Jr., MD 

cc: 
Surgeon General of the Army 



• 
Reply ZIP Code: 
20318~0300 

THE JOINT STAFF 
WASHINGTON, DC 

DJSM-Ql00-03 
05 Februaxy 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH 
AFFAIRS) 

Subject: Designation of us· Coast Guard's National Strike Force as an Anthrax 
Vaccination Immunization Program (AVIP) Speetal Mission Unit 

1. The US Coast Guard has requested that the members of its National Strike 
Force be designated as a Special Mission Un1t (Priority 1) under the DOD A VIP 
(enclosure). 

2. The Coast Guard has assigned 213 active duty personnel into three 
National Strike Teams (NSTs) capable of provtdJng critical response and 
decontamination support to facilities contaminated with anthrax spores. In the 
past, this unit has deployed and supported activities such as decontamination 
of the Hart building in Washmgton, D.C. The Coast Guard has stated that the 
NSTs will contmue to respond to anthrax contamination in the foreseeable 
future. · 

3. This request was coordinated with the Army as the executive agency for the 
DOD Immunization Program for Biological Warfare Defense. 

4. I concur in this request and recommend that the USCG National Strike 
Force be designated as a special mission unit and that all personnel assigned 
to tills unit receive anthrax Jmmumzations based on that priority. 

Enclosure 

Copy to: 
Commandant. US Coast Guard 

M~~ 
JAMES A. HAWKINS 
Major General USAF 
Vice Dtrector, Joint Staff 
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U S Department 
of Transportation 

United States 
Coast Guard 

Commandant 
Uruted States Coast Guard 

ME~9~RA~ND. TJ BARRETr 
~~ .. ~ Actmg 

From THOMJ\SI COLLINS 
COMDT(O-C) 

2100 Sec:and Street. S W 
Waslungton, DC 20593-0001 
Staff Symbol G-WK 
Phone ~02) 267-1098 
~)267-4512 

6230 

DEC I 3 2002 

Reply to 0-WK 
Attn of. RADM Joyce Johnson 

202-267-1098 

To Department of Defense, Joint Staff. A 1'TN Jomt Staff Surgeon 

SubJ DESIGNATION OF U.S COAST GUARD'S NATIONAL STRIKE FORCE AS AN 
A VIP SPECIAL MISSION UNIT 

Ref (a) COMDTINST M6230 3A, Coast Guard Anthrax Vaccme Immunization Program 
(A VIP), page 2 

(b) CDC document; Ant1mxcrobtal Prophylaxts to Prevent Anthrax Among 
Decontanunatton/Cleanup workers Respondmg to an Intenttonal Dlstnbutaon of 
Bacrllus anthraCIS~ dtd 22 Oct 01 

I request that the U S Coast Guard's Nabonal Stnke Force be deSJgnated as an A VIP Special 
Mtsston Unat As per reference '(a), thts wlll mandate anthrax tmmuntzatton as a pnonty I untt · 
TheUS Coast Guard's NatiOnal Stnke Force mcludes 213 deployable active duty members 
d1v1ded into three different response teams (National Stnke Teams (NSTs)). One mtsston 
perfonned m October· December 2001 was to respond to and perfonn decontammatton efforts m 
areas known to be contammated wtth anthrax Under current mtss1on profiles, the NSTs w1U 
respond to anthrax contammatton SJtes for the foreseeable future 

2 Reference (b) descnbes the potential for breaches of protection and the contammatton of 
workers usmg appropnate personal protectton eqwpment Due to tlus potenttal for mcreased 
exposure dunng repeated deployments tnto contmmnated anthrax areas, we request Anthrax 
vaccrne to rmmun1ze Stnke Team members that are at-nsk of exposure due to mJsston 
requirements Destgnation as a Spec1al Mtsston Untt wdl allow these at-nsk mtbtary members to 
rece1ve licensed anthrax vaccJne IA W reference (a), thus ensunng max1mum protection for our 
personnel Wtth the potenttal to be repeatedly e~posed to anthrax contannnated s1tes. 

3 It 1s our mtention to unhze only NST members who have been immuntzed wttb the anthrax 
vacCine as our pnmary responders to anthrax decontamtnatton sttes m the future. Currently, only 
SIX Stnke Team personnel have begun the anthrax vacCJne senes ImmuniZing all Stnke Team 
persoamel wtll ensure that we are ready to respond 1mmedtately to any future anthrax 
contammatton sue Current proJections to start most personnel wttb three doses ofvaccJDe and 
bnng those prmously started m the program up~to-date would reqwre 633 doses 

4 My Pomt of Contact for th1s matter 1s RADM Joyce M Johnson at (202) 267·1 098 

# 
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Designation of US Coast Guard's National Strike Force as an Anthrax Vaccine Immunization 
Program (A VIP) Priority 1 Designated Special Mission Unit. 

COORDINATION 

COL Gaston Randolph, US Army 20 February 2003 

Director, MIL VAX-A VIP Agency concur 

OGC as revised 3/4/03 

DATSD(CBD) 
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Designation of US Coast Guard's National Strike Force as an Anthrax Vaccine Immunization 
Program (A VIP) Priority 1 Designated Special Mission Unit. 

COORDINATION 

COL Gaston Randolph, US Army 20 February 2003 

Director, MIL VAX-A VIP Agency concur 

OGC 
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• 
THE JOINT STAFF 

WA&HINOTON1 DC 

Reply ZIP Code 
203Is.-0300 

DJSM-0109-03 
06 February 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH 
AFFAIRS} 

SubJeCt. Exception to Pohcy for Pnonty II Anthrax Vaccmatlons for Selected 
AMC Personnel 

1. Recommend approval of AMC,s request (Enclosure A) that selected 
personnel be approved for anthrax unmumzations as an exception to policy. 

2 Personnel to be vacctnated under the excepuon would include strategic 
aJrhft crews, Ravens (secunty forces that travel Wlth the a1rcraft and protect 
crews wlule on the ground at foretgn aniields) and tactical airhft control 
elements (TALCEs) - an estimated 4,250 personnel, mcludtng Active and 
Reserve Component personnel. 

3 Service members are expected to deploy to demgnated hagher-threat areas 
(HTAs) for more than 15 cumulanve Clays in a·12-month penod and are at 
hetghtened nsk of anthrax exposure Thls request ts supported by 
USCENTCOM, USEUCOM and USTRANSCOM 

4. The Anny, as the executive agent for the DOD Immumzation Program for 
BtoloSlcal Warfare Defense. concurred w1th ent1cal comment (Enclosure B) 
Although vaccination of personnel who are m an HTA for cumulative 
deployments of greater than 15 days m a 12-month penod was supported, the 
Army md1cated that vaccmattons should begm on an mdtV1dual basts when the 
lndMdualts first notlfied of a deployment or deploys mto one of the HTAs for 
the rtrst time 

5 Whlle tlus approach may be feaSJble for some Active Component personnel, 
significant advance planning is required to adJmmster vaccinations to Reserve 
Component personnel Combmed WJth the relattvely short notJce mherent in 
many aU"bft mtsstons. 1t seems prudent to g~ve the AMC commander chscretion 
to vaccuiate these personnel pnor to actual nobce of a deployment if 1t is 
deemed that they have a htgh probability of being deployed to an HTA. 
Furthermore, many of these personnel are expected to reqwre smallpox 
nnmumza.tJ.ons under the current smallpox vaccmatton pobcy, and 1t Wl11 be 
much s1mpler logistically to ad.mmtster both vaccinations at the same t:Jme. 



· - 0 ----- · ·· .. "·· · 

6 TALCE personnel are subJect to deployment at less than 12 hours notice to 
austere fields where med1callog~snc support to conduct vacct.nations is often 
lackmg. Therefore. unmecltate vaccination of those who are deemed to have a 
lugh probability of deploymg to an HTA should be authonzed. 

7 Other Actlve personnel who have deployed to one .of the des1gnated HTAs 
wtthin the past 12 months should also be aut,porized for 1mmediate 
vaccmanon All other personnel should begm vaccmatlons as soon as they are 
designated for deployment to an HTA 

8. The Jotnt Staff' points of contact for thlS issue are Lieutenant Colonell(b)(6) I 
l<b)(6) land Majorl(b)(6) I 

Enclosures 

Copy to 

M--R~ 
JAMES A. HAWKINS 
MaJor Generalt USAF 
V1ce Director, Jomt Staff 

HQ USAF, Attn Deputy Ch1efofStafffor Air and Space Operations 

2 
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DEPARTMENT OF THE AIR FORCE 
HEADQUARTERS UNITED STATES AIR FORCE 

WASHINGTON DC 

MEMORANDlJM FOR DJRBCFOR. JOINT STAPP 

AFODM 001-m 
16 Jan 03 

SUBJECT Exceptron to Pohcy for Pnonty II Anthrax Vaccananons for Selected AMC 
Personnel 

Request Jomt Staff acuon on the attached Bxcepuon to PoJscy (ETP) request from 
AMC/SG (Attachment l) Current DoD pobcy for requesung ETP for Pnonty n anthrax 
vaccJnatJons requm:s recommendauon from Combatant Commander, w1tb final approval from 
ASDIHA &n consultauon wtth the Chamnan, Jomt Ch1efs of Staff (USDIP&R Memo, 6 Aug 02) 
(Attachment 2) 

Current DoD pohcy for Pnonty D anthrax vace1nat1on reqanres personnel to be asssgned 
or deployed to a hrgher threat drea (HT A) greater rhan t S consecutsve days AMC stratega~ 
mrhft am:rews, Ra,•ens and Tact1c:al Aarhft Control Elements (.T ALCBs) are not usually m a 
HT A greater than l S comecrlln•e days, and therefore. are not authonzed to recetve anthrax 
vacc:•ne under Pnont)' Group ll However, smce many of the desagnated AMC personnel are an a 
HT A greater than 1 S cumulotrve day&, thetr nsk for po~tbfe cmthrax e~posure ts 1~d 
Therefore. request an ETP for AMC strategiC aul1ft aucrews, Ravens and T ALCEs (an csbmated 
4.~50 personnel. tncluds~g AD and ARC personnel) to recetve anthrax vacctne now 

Attachments 
I A 'AC Request for BTP w/ BuJJeted Po1nt Paper 
2 6 Aug 02 USDIP&R Memo 
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DEPARTMENT OF 1lie AIR FORCE 
~-.,qtoOI'&ItfCOIIIWJCP 

ML"dOIV\h1l\JM fOR HQ MMO~ 

~()M HQAMCJSO 
20) Wess l '"·CY ltme•, Slll\1: \4500 
Scott AFB IL 6ll2S·S2J9 

stmJI:CT R.cquclot fur Sllatcalc Ai~slf Ma~:~1"u !:olt.l:pt•w t.a Poh"y ,•\ulhr.awc vac:eme 
lmplemcnlatron Plan (A YIP) 

J Slr.Lteatc au mobll1\y mel~ fODlmely tt~"~u gtographJ~: •ret.' u5ellbfied as bs~er h-eat areas 
(HT All) for ~mthra,, b\11 aooe no1 Uldudccltn 1'tt Atr Foret A VlP "'in Dur lo O'.tlt w1qut 
nus.sanns. AMCJSCi fCCJ\lCSl'l a ~\lOft to l'ohc). an a~rcl4'lCt v.:tb AMelL B oftbc Alr Force 
A V~ 11\t\, t.,r"'"'"'',.""" t'lm AMC kll~ "'entdlcd diRe &pRdilo ~s,ons for E.TPs Tll'-tJWl 
Alrhft Conttol nc:neaus(TALCE\), Sft\CG\c ~lTht\ AJtcrew Memkrs, and lh~ 

2 tAJ.CFs. acu.fuduse thc1• aSSQaated Olnb.sl Rcac:!l f tatSM (ClRI) tl'a"" arr o:uhJft't tn r.mttl 
dcploymem (J~s then 12 houruullce) toau~t~n: fif'llb tnllTAs on :t\'er.~~:e fur 4S dJy~ 
TALCEs laelc adcqu:t!e pre-dcployma:a& trmc ro f"'"tdc ep rntta;JI anrhtu YBC&..uml.lon act~ 
(I c sl!Ots I, 2 onU) Addlllo:JalJy, dley often bck the lfll!dloa I IOJ!S'ICUUPI)orl I1CGeNU)' 10 
vacc~J~Ate m dlt field due to tbcn far foNoud 1;))dovm Bcc•\lse of'thetr mJSS'IOD cnacahty and 
loglstiCal etrc~ TALCEs should be Idetlttficd aa Pnonsv Two pnonnd 

J Due CO the notwc O( Slratql( a1riaft. aftfC\V me~ lblgt"Cd to ozhiS ftUWOn lfC! unltkcly (O 
mt~atn rr place "ar lS da~ or longer, 'but can tar n:~bl) c'pc:cted to t.X\.ccd IS cumui.U•\'e 
daYS 1~ a IZ·moDih pcno.J lAW •·lb UISiniL 'loPS lft Alliin B of 1M Art Pw~ A 'VIP 2!>0~ ,,.,._ 
rcoucstlhat AMC :a.,cl AMC pncd.C·S. C: •J i r ·14 J, an~hptca•h1rbft rmss1on IC·ll. C·)1. 
C-40) QC'WI"Imlbe~ be ptcd ID m lO •r•••ate tnnredratc anlbrn 'Vl(G'JiabOJ) la •dd•bon. 
Bl'P to \aCC:\1\atc $«\\nty Fon." ka~~ •• oltt\ ~mel R&.vcns Ate •pcc•aUy n•ned &fClln\y 
rom.. tba\ U'll\ cr vntb thelt .,rcr.aft INS p Olelo\ lbtA\ ~jl 01\ Ule pomui •l &o'rC't!l' ~:~&IdS 
These fiyus 1nd •~"Y !'orccs *lllcl be tdc-luflcd u Pnun&J Two P'fiGMcl 

Attachment• 
A. V1P E"D' roml l'apcr 
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ANTHRAX VACCINE I'OR STRATEGIC ,\IRLtn'£RS 

• The Au Forcf. A vrP 2002 Implementation P'lu d~rec1s anthrax '~1ttat1on for perscmnel 
assapd lS ccmseaatlvc dayt~ or loagcr to Hishc:r Threat Areas (ll'T As) 

- AVfP Pla:a speeiSRlly identJ&es vaccination polac.y fnr spcctal ml<J.tona and tbnse as1111pcd 
10 HTAs ad deployed as pan or ABF buekela 

- A vrP Plan does DOt address choso milirazypcrsonnc! 6-«&uendy traasiring HTAs b:u D01 
reatdms for~ l.S coDSCOUrive daya- a &equent cc:cv.rrence for stratcg•c aJdd\crs 

- A VIP Plan Annc.~t B aOows MAlCOM to submit Excepuon to Polley (ETP) 

- Plan specifically suggests strate81C mhft pemmnel be constdercd for 'EfP when 
personnel can bo expected to accumulate 1 S da~ in a 12 .. montb period 

.. e-s. C-17, C·l41 and spcciallllflift nuuion crewmcmbers to~ly ily mto tbo HTAa and aro 
expected to exceed lS clays in a 12-month ~od It would be appropnate to Yaccinate ahem 
based on lb= frequent cxposurelzotaUoa throush those lrr A 

- lt.avcns, SCQmty farces accampany\ng these mrcraft. Pf()Vlde am:rat\ scc:umy 11 af£-station 
&iriialcls, aro also expected so exceed 15 day• cumula:,,c days ln liT As, and rcl{\llftl ~thnilar 
anthrax veec1ne ptctect1on 

- Tactical Al~lin. Coatro1 P.tem~ (T A! C!s) and G1obal R.each Lay4o'WI\ 'cams provide bD1ial 
aerialoon, aircraft maintenance, and C2 fm stroLte&lc airU& at far forward bases 

- Demandms mission has 12-hour deployment not1cc for 45-day missions 

- Do nol have robust mcdic41 suppoit. mcludmg rouu11e access eo vacctnallaas 

- 11toy arc AEP CNlblers, :aoc tied to an A!F bucket, subject to dcployo:Lcnt at ay tunc 

• B#Sed 011 AMC tlmetional inputs, AMCISG e.stuDates total A MC cd AMC-giUlcd pmoanel . 
mcludecl ia these: proposals to 'be 4,250 

- Airc.rew (I,GOO Active 'Dury/2,350 Air Rcacrve C'omponGnt), Ravcns (250/220), 1' ALCBs 
(430aUAD) 

• beommcndation. Idenb£y Strale&lc Alrhft Aucrcw. b\'eus, qd T Al..C& u AVlP pnonty 
two pcr&oacl for unmedlate vaccina.tJon co adcquuely prote~t them prior to doploymCJJt 

Lt Co~CISOPAIDS~~(b~)(~6) _____ ----lldob118 Oct 02 
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HEADQUARTERS DEPARTMENT OF THE ARMY 
ASSIST ANT DEPUTY TO THE ARMY OPERATIONS OEPU1'Y 

(JOINT AFFAIRS) 
OFFICE OF JOINT AND DEFENSE AFFAIRS 

0 3 FEB ZOGJ 

ARMY PlANNER DAC8-ZD·JOA 
Memorandum Number 0~5" .. lJ?> 

MEMORANDUM FOR SECRETARY, JOINT STAFF, ATTN· J-4 (Health Service 
Suppon ONtston), t.TCl(b)(6) I 
SUBJECT· Excepbon to Polley for Anthrax Vacc1natlon for Selected AMC Personnel. 
(SJS 03-<10355) 

1. Concur only subject to the followrng crl~cal comment 

2. Cntlcal comment We agree that certain personnel of the USAF Air Mobll1ty 
Command (AMC) may be at Increased risk of BsoUius anthrac~ exposure based on 
cumulative dep\oyments of greater than 15 days in a twe\ve .. month penod; however. 
anthrax vaCCJnatlons should not begm to the entire force of 4,250 personnel 
tmmed1ately on approval of this request. Vaccinations should only begin on an 
1!'\dMduaf basis, when that lndMdualls first nottfied of deployment or deploys rnto one of 
the CJCS-deslgneted H1gh Threat Areas (HT A) for the flrst trme Any devlat•on from this 
concept wall resutt 1n a non·concurrence. 

Rationale: The afert status of AMC's subJect personnel cloes not justify ammedtate 
vaccination Their alert status ts no dlfferem than other Services· atert forces (e.g • 
Division Ready Brigades withtn Army Oiv1slons), which are not betng vaccinated. 
Rather, on notice of actual deployment these forces begin vacanatJng rf they fall within 
the other parameters of the DoD Anthrax Vaccine lmmuruzatlon Program pokey. 

Further, current CoO contingency AVA requirements, coupled With comp9t1ng AVA 
requests from both U S Federal Agencfes and fore1gn nations. oonslratn CoD's anthrax 
vaccme supplies until May 03 

3 POC IS COLjL...-(b_)(6_) __ __.lor ~.__(b_)(6_) ___.la~l(b )(6) 

(b)(6) 
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SUBJECT: Exception to Policy for Priority-2 Anthrax Vaccinations for Selected Air Force Air 
Mobility Command (AMC) Personnel. 

COORDINATION 

Non-concur Concur 

Director 
MIL VAX-A VIP Agency CO~L...(b_)(_6) _ ____J 

DATSD(CBD) Dr. Anna Johnson-Winegar 

DUSD (TSP&CP) ~.....l(b_)(-6) __ _____. 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

ACTION MEMO 
HEALTH AFFAI'RS 

February 27,2003,4:00 P.M. 

FOR: ASSISTANT SEC~~~= ~F DEFENSE (HEALTH AFFAIRS) 

FROM: Ms~ £n~~ Force Health Protection and Readiness 

SUBJECT: Request for Coordination on Exception to Policy for Priority-2 Anthrax 
Vaccinations for Selected Air Force Air Mobility Command (AMC) 
Personnel. 

• ·The Director, Joint Staff endorsed a recommendation by the Air Force to vaccinate 
selected AMC personnel against anthrax as an exception to policy {TAB B). 

• This request includes 4,250 personnel, including strategic airlift crews, Ravens 
(security forces that protect aircraft and aircrews while transiting foreign airfields), 
and tactical airlift control elements (TALCEs). 

• MIL VAX is concerned that all personnel will be immediately vaccinated. 

RECOMMENDATION: Sign memorandum requesting coordination at TAB A. 

COORDINATION: TAB C. 

ATTACHMENTS: 
As stated 

Prepared by: CDR Eugene de Lara, DHSD/ODASD(FHP&R), (703) 578-8497 /''CA orst1;,~f;tf111)0, 
Iff,'/;;.). 



• 
·-·· ............. ______ _ 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

HEALTH AFFAIRS 

MEMORANDUM FOR DEPUTY UNDER SECRETARY OF DEFENSE (TSP&CP) 
DEPUTY TO THE ASSIST ANT SECRETARY OF DEFENSE 
(CBD) 

SUBJECT: Exception to Policy for Priority-2 Anthrax Vaccinations for Selected Air 
Force Air Mobility Command (AMC) Personnel. 

Request coordination no later than COB Friday, February 28, on the attached draft 
action memo and exception to policy memorandum for selected AMC personnel. 

The draft memorandum grants an exception to policy for priority·2 anthrax 
vaccinations that was requested by the Air Force and endorsed by the Joint Staff for 
selected Air Mobility Command personnel. These selected mission personnel may be in 
high risk threat areas for a 15-day cumulative or greater time frame. 

If you have any questions regarding this matter, please contact CDRI(b)(6) 
a~(b)(6) j Please fax your coordination tol(b)(6) ~ .___ ___ __, 

William Winkenwerder Jr., MD 



. ' . . 

HEALTH AFFAIRS 

----------·-----·· --.. ·-····-- ·· . -··········--·- . ___ ____ .,_., ___ __ ___ _ 

THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDER, AIR MOBILITY COMMAND 

SUBJECT: Exception to Policy for Priority-2 Anthrax Vaccinations for Selected Air 
Force Air Mobility Command (AMC) Personnel. 

REFERENCE: Under Secretary of Defense (Personnel and Readiness) memorandum, 
"Policy on Administrative Issues Related to the Anthrax Vaccine Immunization Program 
(A VIP)," August 6, 2002. 

In accordance with the above reference, an exception to policy is approved for 
Tactical Airlift Control Elements (TALCEs), Strategic Airlift Aircrew Members, and 
Security Forces Ravens. Begin vaccinating strategic airlift crews now, and Raven 
security and Tactical Airlift Control Element personnel when they receive their first order 
to a designated high threat area. 

Execution of this vaccination program is per previously published clinical and 
administrative guidelines and consistent with existing Service implementation plans. The 
Secretary of the Army remains the Executive Agent for the Anthrax Vaccine 
Immunization Pro~ (A VIP). Qu~stions regarding this matter shall be directed to COL 

l(b)(6) Director ofthe MILVAX-AVIP agency atl(b)(6) l 

William Winkenwerder Jr. MD 



... -
- - . . .. - · ---- - ·-. --·--,_,_ ... _ -------

. - l(b><6> I 0 03106/2003 08:18AM 

l(b)(6) To: 
cc: 

Subject Fw: Qs and As for Dr. Wlnkenwerder 

To: 
cc: 

l(b)(6) 

Subject: Fw: Qs and As for Dr. Winkenwerder 

Can you assist? 

LTCI(b)(6) 
l(b)(6) 

~~~rh~~·l ::·i:::-----Senl~ e ar : 5:48 2003 

/ 

Subject: FW: Qs and As for Dr. Winkenwerder 

DMMC Contrm I 
2003065-0000002 

~ I got an out of office from Terry. Can you help me get these 
from~ 

(b)(6) 

enwerder 

We are preparing Dr. w for a Senate Armed Services Committee hearing on March 
11. Please submit any Qs and As on "hot topics" that he should be aware of. 
Qs and As should be very brief and a succinct message that he can easily 
study. Some topics that should have Qs and As are listed below; please add 
any other items you feel would be beneficial. Please submit 3-5 Qs and As on 
these and any other topics by close of business on Thursday, March·6. 

Thanks, 
ltb>l6> I 



Force Health Protection 
Deployment Health Assessments 
Smallpox Vaccination Program 
DoD Role in Homeland Security 
Ennvironmental Surveillance 

TRICARE For Life 

-------····· .... ,,, ____ , .. ...... -...... .. 

TRICARE Standard Access/Improvements 
Uniform Formulary 
T-Nex 

T-Nex Governance 

DoD/VA Stategic Plan 
DoD/VA Resource Sharing 

Accrual Fund 
DHP FY04 
FYOl Shortfalls and Possible Supplemental 

TMIP 

l<b><6> I . 
Office of the Assistant Secretary of Defense (Health Affairs) 
TRICARE Management Activity 
l(b><6> I 
Information contained in this correspondence may be subject to the Privacy Act 
of 1974 {5 u.s.c. 552a). Personal information contained in this 
correspondence may be used only by authorized persons in the conduct of 
official business. Any unauthorized disclosure or misuse of personal 
information may result in criminal and/or civil penalties. If you are not the 
intended recipient of this correspondence please destroy all copies of this 
correspondence after notifying the sender of your receipt of it. 

!CbV6\ I 
Project Support Manager 
oerlorenl Health support otrectorate 

l(b> 6 I · 



----- ··--· ....... . 

·· tl'~ l<h><6> I 
03108/2003 02:46 PM 

To: (b)(6) 
cc: 

Subject Qs and As for ~r. Winkenwerder 

Mr.l(b)(6) 

You asked for a few questions and answers on 
anticipated "hot topics" for next week's testimony. 
Attached are what we believe are the top four. 

Please let me know if you have any questions. 
Also, Ms. Embrey hasnt' had a chance to see and chop 
on these. If she has any changes, l'lllet you know. 

Regards, 

~ ICbX6l 

Congressional Q&A fo~r-:::(b:-7)-:-:( 6:-:-) ------, 

l£hll6l I 
Program Director, Publlc Affairs and Outreacl'l 
Deployment Health Support Directorate 

l(b><6> I 



1. Why aren't you following the law? In 1997, Congress directed that DoD implement 
pre- and post-deployment medical exams to indude a blood draw. Why isntt this 
being done? 

The Department of Defense's force health protection program meets the requirements set out by 
Congress. This complete force health protection program includes regular blood-tests, regular 
physical examinations, annual dental examinations and annual medical record reviews. In addition to 
maintaining a fit and healthy force, DoD has added pre- and post-deployment health assessments for 
servicemembers to document their health status and concerns before and after deployments. All of 
these together ensure the military is providing a world class continuum of care from accession to 
separation. 

2. If the military experts don't know what caused Gulf War Syndrome in 1991, how can 
you be sure you're preventing it this time? 

Safeguarding the health and safety of our military members is one of the Defense Department's 
highest priorities. The federally funded research program on Gulf War illnesses has demonstrated 
Gulf War veterans report chronic symptoms at a higher rate than their non-deployed counterparts, but 
no unique illness or constellation of symptoms have been identified in Gulf War veterans. Scientists 
have not identified a causal relationship between the exposures known to have occurred in the Gulf 
and the illnesses or chronic symptoms of veterans of the Gulf War. The Force Health Protection 
program today is focused on communicating with deploying forces about the protective measures 
being taken, documenting healtbcare provided, and ensuring timely and effective health folJow-up on 
service members returning from combat operations. 

One important lesson we learned from investigating the Gulf War is that we need the information to 
determine exactly what harmful exposures individual service members may have encountered, and in 
what dose. We have far better systems in place now to track unit locations, record what is in the 
environment, maintain medical records, verify individual health before and after deployment, and, in 
short, to gather as much information as possible to help scientifically discern the effects of service 
member deployments on their health. 

Finally, we are responding to individual health concerns with caring and understanding. Current post­
deployment clinical practice guidelines actually require military doctors to ask patients if they believe 
their symptoms may be related to a deployment, and to address those concerns with appropriate 
evaluations. 

3. By most accounts, medical record keeping has been abysmal. What have you done to fa: this? 

Since the Gulf War, policies for medical record keeping have been strengthened to emphasize the 
importance of accurate medical recordkeeping for deployed individuals, and ensuring that those 
records are retrievable as part of the individuals' permanent medical records. The protection and 
preservation of service member health and fitness for mission success is now an essential component 
of our military doctrine, operational plans and training. The recent introduction in theater of a secme, 
web~based deployment health surveillance system provides theater medical personnel a common tool 



to electronically capture and archive real-time medical'encounter data, and near real-time data on 
diseases and non-battle injuries. This will significantly improve our ability to archive and retrieve, if 
necessary, important deployment-related health and medical encounter data. Additionally, access to 
medical records has improved through closer cooperation between the Departments of Defense and 
Veterans Affairs, and the National Archives and Records Administration. 

For the future, DoD will rely on technology to meet many of its medical record keeping challenges. 
The next-generation Composite Health Care System (CHCS II) will provide DoD with a Computer­
based Patient Record (CPR). Personalized medical and other important personnel information will be 
available on DoD's Common Access Card/Electronic Information Carrier (CACIEIC), and the Theater 
Medical Information Program (TMIP) will automatically integrate medical records captured during 
overseas deployments and military operations into CPRs. 

4. What is the status of your investigation into the Deseret Test Center's Project 112/SHAD 
program? 

Our extensive review of classified documents has revealed that the Deseret Test Center planned 134 
tests of chemical or biological warfare agents or simulants. Sixty two of these tests were never done, 
46 were conducted and we are still working to determine the status of 26 tests. We have had 
medically relevant information declassified from 42 of the conducted tests and have released fact 
sheets based on this information. We have provided the VA with the names of nearly 6,000 active 
duty personnel who participated in these tests. We plan to complete our investigation into the testing 
done by the Deseret Test Center and release all declassified medically relevant information by June of 
2003. 



----·-·--·- ··-------------------

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. DC 20301-1200 

ACTION MEMO 

DMMC Control## 

2003068-0000006 

® 
HEALTH AFFAIRS 

~ 
Marcb1,2003, 4:00P.M. 

SUBJECT: Request for Exception to Policy for Priority II Anthrax Vaccinations for 
Selected Air Force Air Mobility Command (AMC) Personnel. 

• Per USD(P&R) policy memo, August 6, 2002, a request for exception to policy 
requires recommendation from the Combatant Commander, with final approval from 
ASD(HA) in consultation with the Chairman of the Joint Chiefs of Staff. 

• The Director, Joint Staff endorsed a recommendation by the Ai~ Force to vaccinate 
certain AMC personnel against anthrax as an exception to policy (TAB B). This 
request includes 4,250 personnel, including strategic airlift crews, Ravens, and tactical 
airlift control elements (TALCEs). For the purpose of determining impact to overall 
supply, 12,750 doses {4,250 x 3 inoculations) is the planning figure. 

• The Joint Staff recommended approval of this request in its entirety; however, the 
MIL VAX-A VIP agency is concerned that all personnel under the requested exception 
to policy would be immediately vaccinated. They recommend phasing vaccinations 
to start at the time the person is actually placed on orders to high threat area. 

• The Deputy for Chemical and Biological Defense non-concurs with immediately 
immunizing the entire 4,250 AMC personnel outlined in the request. He recommends 
vaccinations for these individuals after notification of deployment to a high-risk area. 

• Given stockpile concerns, it is reasonable to approve immediate vaccination of 
strategic airlift crews now, and approve vaccination of Raven and TALCE personnel 
only when placed on orders to a designated high threat area. 

RECOMMENDATION: Approve phased vaccination by signing memo at TAB A. 

COORDINATION: TAB C 

Attachments: 
As stated 

Prep~ed by: CD~.__(b_X6_) __ ___.I DHSD/ODASD(FHP&R), L-I(b_)(6_) __ ___JI <1' 71'(, ~ 7(S 



··-· .. ·---· ··--···------------- .. -······ .. 

THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301-1200 

HEAL.TH AFFAIRS 
MAR I 0 2003 

MEMORANDUM FOR DIRECTOR, THE JOINT STAFF 
COMMANDER, AIR MOBILITY COMMAND 

SUBJECT: Request for Exception to Policy for Priority ll Anthrax Vaccinations for Selected 
AMC Personnel · 

REFERENCE: Under Secretary of Defense (Personnel and Readiness) memorandum, "Policy 
on Administrative Issues Related to the Anthrax Vaccine Immunization Program (A VIP)," 
August 6, 2002 

In accordance with the above reference, an exception to policy is approved for Tactical 
Airlift Control Elements (TALCEs), Strategic Airlift Aircrew Members, and Security Forces 
Ravens to be immediately vaccinated against anthrax. 

Execution of this vaccination program is per previously published clinical and 
administrative guidelines and consistent with existing Service implementation plans. The 
Secretary of the Anny remains the Executive Agent for the Anthrax Vaccine Immunization 
Program (A VIP). Questions regarding this matter shall be directed to COL Gaston Randolph, 
Director of the~ VAX-A VIP agency. He can: be reached at (703) 681~5101. 

W;QRA~·. 
William Winkenwerder, Jr., MD 
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Deployments Health Support Directorate 
5113 Leesburg Pike, Suite 901 
Falls Church, Virginia 22041 
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SUBJECT: .REQUEST FOR EXCEPTION TO POLICY FOR 
PRIORITY n ANTHRAK VACCINATIONS FOR 
SELECTED AIR FORCE AIR MOBILITY COMMAND (AMCJ 
PERSONNEL 

Cl URGENT!J FOR REVIEWCl PLEASE COMMENTO PLEASE REPLY 0 PLEASE RECYCLE 

NOTES/COJJ/lMENTS: 
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Reply ZIP Code 
20318-0300 

THE ~OINT STAFF 
WAIHINGTON, DC 

DJSM-Q 109..03 
06 ·February 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH 
· AFFAIRS) 

SubJect. Except1on to Polley for Pnonty D Anthr.ax Vaccmatlons for Selected. 
AMC Personnel 

1. Recommend approval.of A.MC's req\test (Enclosure A) that selected 
personnel be approved for ~~rax unmumzanons as an exception to policy. 

2 Personnel to be vacttnated under the ~ceptton would .h\clud~ strategac 
atrhft crews, Ravens (secunty forces. that travel ~th the attcraft al).d protect 
crews wlnle on the grdund at foretgn a.ttfields) and tactical airhft control 
elem~ts (TALCEs) - an estunated 4,250 personnel, mclud1ng A~we and 

· .Reserve Component personnel. 

3 SerYfee members are expe.cted to deploy to demgnated hzgher·threat areas 
lHTAs) for more thaD. 15 .cuntulatlve days in a'.12-month penod and ate at 
heightened: nsk of anthrax exposure Thls request as. supported by · 
USCENTCOM, USEUCOM and USTRANSCOM 

4. The Army, as the executive agent for the DOD Immumza.tlon Program fQr 
Btolog&cal Warfare Defense, concurred mth cnacal comment (Enclo&ure B) 
Although vaccination of personnel who are m an· HTA for· cumulative 
deployments of greater than 15 days m a 12-month penod was supported, the 
Army tndtcated that vacctnattons shoUld begJn on an md1V1dual basts when the 
1ndMdual1s first notified of a deployment or deploys mto one or die HTAs for 
the first time · 

·5 Whtle ~s. approach may be"feaS1ble for some ACtive Component ·personnel, 
significant _advance planning is required t~ admUllster vacch1ations to Reserve 
Component personnel· Combmed Wlth the relat1vely short notice mherent in· 
many a1rhft :rmsmons, 1t seems prudent to gs.ve the AMC commander chsCTetion 
to vaccniate these personnel poor to actual nobce of a deployment if 1t is 
.deem~ that they have a tugh probability ofb~g deployed to an HTA. 
Furthermore, many .of these personnel are expected to re(lUU'e smallpox 
nnmuruzations wider the current smaitpox vac;cmat1on pobcy, and at Wll1 be 
mu~ sunpler logisbcally to a.dmuuster both vaccmatlons at the same time. 



------- ...... .. .......... -· 

6 TALCE personnel are subJect to ·deployment at less than· 12 hours notice to 
austere fields where mecb~ logtstlc support to conduct vaccmatlons is often 
la9kmg. Therefore. unmecba~e vaccination or those who are deemed to have· a 
hlgh probability of deploymg to an HTA snould ~ authonzed. . 
- \ 

7 Other_Acttve personnel who have. deployed to one .of the designated HTAs 
Wlthin the past 12 mont.hs should· also be authorized for unmediate 
vaccmauon AU other personnel should begm vaccmattons as soon a8 they are 
designated f~r deploym.ent to an HT.,_ 

~ Jomt Sta~oolntll a( contact for tins IssUe are Lieutenant ColDJie) l!bJ(6) 
~and Maj~r (b)(6) l j(b)(6) 1 : · . 

Enclosures 

Copy to 

M~~ 
. J~MES A. HAWKINS 

MaJor General, USAF 
V1ce Director; Jomt Staff 

HQ· USAF, Attn Deputy Cluef of ~taff for A1r and Space Operations 

2 
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DEPARTMENT OF THE AIR FORCE 
HEADQUARTERS UNITeD STATES AIR FORCE 

WASHINGTON DC . 

MEMORANDtJM FOR DIRBCI'OR, JOINT STAPP 

APODM 001::03 
16 Jan 03 

. SUBJECT Except1on to Polley for Pnonty II Anthrax Vacctnanons for Selected AMC 
· Personnel 

.Request Jonll Staff acuon on 1he auached Bxcepuon to Pofacy (ETP) request from 
AMC/SG (Attachment I) Current DoD pobcy for requcsung ETP for Pnonty U arttlu'u 
vaccmarsons requues recomme~dabon from COmbatant Commander, Mth final approval from 
ASDIHA 1n consuitatson w.nh che Chisnnan, .Jomt Chsefs of Staff (USDIP&R Memo, 6 Aug 02) 
(AttachmCSJt l) ·· 

Current DoD pohqr for Pnonty D anthrax vaccination reqwres personnel to be. asstgned 
or dcployeclto a tugher tlveal 4rea (HT A) ~ter than lSconsecuttve days · AMC_suat~ 
aubft ~~~ews, Ra\•ens and Tact1cal A~rbft Control Elements lT ALCBs) are DOl usuall)' 1ft a 
HT A greater than 15 conh!Ctctn•e days. ~d therefo"'· are not authonzecl to rece&ve anduu 
vacc1ne under Pnont)· Oroup II However,-&mce many ofthe desJgnated AMC personnel an: 1n a 

_ HT A greater than 1 S Cl4mulanve da)'fa, th~r nsk for powble cLnthrax expoalR &a ti\CIUsed 
Therefore. request an £TP for AMC SU'ategtc aarltft zrcrews. Ravens and T ALCEs (an csbinaled 

-4.~0 personnel. tnclucllng AD and ARC personnel) to tece~ve· anthru vacane now 

Attachments 
J A 'AC Request for ETP wJ BuUeted Po1nt Paper 
2 6 Aug 02 ~SOIP&~ Memo 

..., 
IJ 
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. DEPARTMENT OF THe AIR FORCE 

~~~~~~~liM~ 

MtMOFtAl.bUM fOk HQ MMOMN 

ftOM. llQ AMC:ISO 
10l West 1 DSCy &1l'Ce', Sunc 1«10 
kotf AFBIL .ll2S·52l9 

SUDltC'I' h.oq~~t:11t fur har. A:r'llt M1~l\al& ~uialu 'PoJll.\o) Arllllt".aiC Vat:eme 
lmpltmcntauon Plan (A VIP) 

J Str.Lteatc an •tbly Del~ rOIIbncly ~~''""n ctoMJu: atea£1cleiiUQed as hJ&hct ~Nut an:as 
(HTM) tor~"" 1NI a-e not IJICJUIW tn '~ Air Force A VIP llltn D\lt lo their USlqlle 
IIUISIMS. A"MCISG re1l1aat•a ~to t'ohc),ll' e;corcl.-~Ce lknb Alllld B oC\b; Alf Fo~U 
A VIP '1¥" '"'1'~'•1•1'11 l'l-. AN.C h:L,. "'irrlh6cd dwec &pacdh. mms,ftti for £TPa T~ 
A\tht\ <:anuo~ r"*"" ('l"ALC£,). s~l'c 4.ub.i\ ,._CWfl Mllllbtn. 6114 lh--

2 T Al.CFs. 1111. tud&o' drct- assoall'od Olcth.ll ~h ltaisnn (CJR.l ) rra~. ·.,.. cat)u""' In ta11td 
clcploymcru (leu tJI"' 12 hotitsnvtlce)to~ltn: fi«'Lb mllT.uon 11\'tfiHI' J'Or_4, .~ 
1 ALCE1 ta~k tdequare pJI-cfcploymcrat IJtM to proved~: an nuruJ anthru WQ.Jl!llllm actltl . 
(f c shols 1.2 and 3) Adlllto:alty,1bcyofttn bck lhoadaoal lottS"ICIIIIIIPOI'I•~I)'co 
V.CCU~Ato m lhc IWd lbwiD their fir finud '"~ ~'* ofdlc•r au&S~cm cn~aty Jlld 
l~~TALC£ssboltdbcJCfeabAcdaaPnoni'ITwo~ 

3 Oue to the~ oC snicp; a\fiaft. atrQ',:w meonbua aS~tl;rcd co dus ~ src unl\lcc\y t9 
RAatn a'lpta~~ rQI IS da~ or 10CIJCI',11aat c:on t.. ~I) ~'pccted IOc.xc.ccd I !I curwl.u·~ 
daYS m • I~·J~ p:n0&1 lAW .,.. uu1nn.•to:JJ mAimn D of the /ur 'fora, A 'VIP 200~ flan, 
teG\ml dJIJ.AtdCI'\d AMC saanect.C.s. t"•J1 t"·l•J .. and .«Uhllbft lftJII~IC-32. C.31. 
C-40) ia~ tic pt~ a .E'1'P to •nttarc lMJrrilatc anUn' vacc-itattOD 1a ..sd\baft. 
.e1'P 10 'llccvwe Smlnty Fo"n R-"-'• •• alto ~llecl Raftlll are ~Uy aooaed •cunt)l · 
~ ttiat u"cr w.tb"'"' aucraft 11\d p ot~~ot .,_m ~ 01\ tbC pomu~ M lorCIIP' a&rMIU · 
The• Ryets and~"'! toJca lohould k 1d~Rcd u Pnun\)' Twa penaaaeJ 

atAC--QI.alllt. MAeH FOR~~' 

6) t'lla\tdOI\I.C,.:kih•Pif 
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l'OlNT 'AfEl\ 

ON 

·-

ANTHRAXVACCIMK FO'R STRATEGIC ~WtL~ll· 

- Tbc Au Porco AW 2002Implclllr:.ntaliml PlaA claeets anthrax \'IGCJDatlon for perscmnc1 
aampedl5 eoaammv' da}'l or lOJiScrto HisJm Tbrcal ~cas (HTAJ) 

~ AV~ PI• apedS~y 1clendSes vaccination polu~y fnr specaal ml,.tont and chose ~ped 
to tn'As a~ dcpla)'QI as part of ABP b\d.eiS · 

- AW Plaa cJoa aot adcltes£ rhose ndDIUTFiOMe! ~Jy lrmliring HTAs btn no1 
niiCim.a for~ lS ~ODBeou~e claya- a !'equom "C\UTCft1:e fontrat~atc asrbftem_ 

- AW Piau AnllcA B anows MAJCOM ro _submit Ex~oon to Pohcy(ETP) 

- Plul spcciftcaUy auuelts strBleCIO mrbft piS'SODJlel be ~onasdcrcd for B'fP when 
per101mel cau be cxJ*ted to acc1JIIllllale 1 S da)'B in a 12·1110Dtb period 

.. C.S, C-17, C-141 and spacdalwJlt\ muillon orewmeml.ers routluoly fly mto tho HTAa and aze 
expected to ex~ 1~ ~~ in a 12-momh pcnod It would ~c appropnato to vaoclDato them 
'bual oa 1bm in;quC:at expo$01C/rotal1oa throusb dlese HTA · 

• lt.aveas. 80ClR'lty l'orcos accempaDYial bso am:raft. provtde.ammd\ secumy al Oft'•S\It\011 
airilo!cla. 11'0 also cxpcctecl to c«CCCC115 eta,- canilllah~c dayt 1D liT As, and tcquare Umilar 
anthrax. VICCln' protoetlCm 

- Tactical Alt'\ii\ Coatrot 1!t~e\tl (T AJ 01) and Global R.ad\ La.yclowa teams prcMclo hrial 
aerial tort. altcrai\ niainten.BDCe. and C2 for Sb'o&tegie alrllft at f'ar t'orw.rd basta 

• 0 

- Dcm.endiDs mission has 12-hov deplaymot notice for 45-day D'llsalOIIS 

- ~ DDI have ~bust medic.! ~it. mcJuclmg ro~e actess to Vacc1nauoas 

- they •o IJ!.F cMblen, DOt tlod ~an AEP bucket, subject to deployment at ay tuno 
. . 

• Bascc1 Oil i\MC ~onal idpUcs, AMC/SG es&umltcs total AMC e4 AMC·S&Ulfd pmoDDd . 
mcluclod iD these proposals- be 4~ . . . . · 

- ;Jrcrcw (l.-GOO Active 'Dury/USO Air 1\eacrve Componom), Raveus (250/220), T ALC!s 
(430aUAD) . 

• ~oa. tdeabfy Strdeglc Aubt ~CC~CW."llawns. ami TAt.CEs 11 A VIP pnoftty . 
ewo pcsoacl tor ~cdlale vudnadoa eo dcq_uatcl) PJOte" 1bc:ln prior co doploY':Dcn& 

LtCoJ~CIS~AIDS . (b)(6) 
~----------~----~ 

bll80c\02 
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.. ·-~--- ..., ........... ---·--

HEADQUARTERS DEPARTMENT OF TkE ARMY 
ASS\S'T ANT DEPUTY TO THE M.MY OPERATIONS OEPU'TV 

(JOINT AFFAIRS) 
OFFICE OF JOINT AND DEFENSE "AFFAIRS 

. 0 3 FEB ZOOJ 

ARMY PLANNER OACS.ZO.JDA. 
Memorandum Number 08'5" .. 0?> 

" . 
MEMORANDUM FOR E ETARY, JOINT STAFf, ATTN· J.4 (Health Se~ 
SUPJM)rt DMalOn), L lC 6 

SUBJECT· Excepbor\ to Polley for AnthraxVacc1nation for Selected AMC Personnel. 
(SJS 03-00356) . 

1. Concur ooly subject to the fo_IIOWJng critical comment 

2. CntJcal comment We agree ~t Certain personnel Of the USAF AJr Mobrllty 
Command (AMC) may be at Increased risk of Bsc:Hius anthtBcls exposure based on 
cumUiatlva deplOyments of greater than 15 days In a twetve-month penOd; however, 
anthrax vecc•natlont should not begm to the entire force ~f 4,250 personnel · 
rmmedratefy on approval of ·this request. Vaoclnatlons shOuld only begin on an 
l~d1vtdual basla, when that 1ndMduells first notified of deproyment or deploy& tnto one of 
the CJCS-deslgnated Hrgh Threat Arees (HTA) for the ffrst trme Any devfabon from this 
concept_wau result m a non-concurrence. · 

Rationale! The. alert status of AMC's subjeCt personnel doe$ not JUStify unmed~&te. 
vacx:tnatlon Their alert e1atua Is no different than other Se.Vlce$' alert foices (e.g , 
DiVISIOn Ready Brigades Within Army OiVIsl~ns), which are not being vacctnated. 
Rather, .on notice of aotueJ deployment these fOtCaS begin WICCtr1atlng· rf they fall wlthln 
.the oth~r pa~ar.neters of the Do~ Anthrax .Vaccine lmmuruzatJon Program policy •. 

Further. curre~ DoO Contingency AVA requirements, ~uplecl w.~ compel1ng AVA · 
requests from both U S Federal Agencies and foreign nations, constratn DOD's anthrax 
vaec1ne supplies until May 03 · · 

3 POC as co~.__<b_)(6_) _ _ __.pr MAJI~ )(6) 

(b)(6) 

I ·~ l(b><6> 

obel,GS . 
Deputy~ ~Jte ~CSOPS (JA)_ 





. ·----·--··----·-···-----------· 

NUC:LEAR AND CHEMICAL 
AND BIOLOGICAL DEFENSE 

PROCRAMS 

ASSISTANT TO THE SECRETARY OF DEFENSE 
30SO DEFENSE PENTAGON 

WASHINGTON, DC 20301·30&0 

MEMORANDUM FOR DEPUTY ASSISTANT SBCRHTARY OF DEPBNSB 
FOR FORCE HEALTH PR.OTECI'ION AND 
READINESS 

SUBJECT: Request for Exception to Policy-Anthrax Immunizations for 
Selected Air Force Air Mobility Command (AMC) Personnel 

I cannot concur with your request for exception to policy to immediately 

immuni~ 4,250 selected Air Force Air Mobility Command (AMC) personnel. 

Vaccinations should begin only for individuals who are notified they are to deploy 

into one of the designated high threat areas and not for all AMC personnel at this 

time. Anthrax vaccine supplies are very limited and a six shot series for 4,250 

personnel req~ 25,500 doses of vaccine. 

Attachments: 
As Stated. 

~;!~ f:' k~ C.~.t. .. PJ'~ 
Aiii1a Johnson·W'megar, Ph.D. 
Deputy for Chemical/Biological Defense 



" ' ...... ........... ---·-· ··-· --···- ..... -------------·-·-··-·····-······· ··-·- ... -·- .... 

SUBJBCI': iXIJFSioa to,...f«Priof.ity-2 ~· V. in tj .JT fer-Wtctl I AUC 
~ . 

U$1),(.~) 

DUID(IIMCP) 

car•. ···•· ·• .. 
!w· u tt·l(fte II ·• 

9!aF 

. . . ...... ___ .,.....__,... 



··- . -·-·-··-·· · ·-··- ·-···-·-··-·--··-·-· --------- ·······----

R=+l-rr-··'"' ""-· 
~::r.+L.J..-<b-)(6-) --..1 
t:.. . 03106/2003 09:60AM 
~ := l(b)(6) 

Subject FW: Exception to Polley for Selected AMC PersoMal 

cc 

lon 03I08I2D03 09:53 AM 

To: l(b)(6) 
cc: 

Subject FW: Exception to Polley for Selected AMC PersoMel 

Guys: I spoke at length with the author of this request today . It is prudent 
to approve this request in its entirety. I made some modifyipg language. 
Please review for consistency. 

Please process to get thru to Dr W by Friday, 7 Mar. Thanks much. 

;;~;:f~~g~al Message-----

[mailtod~V~h~\(~6~\~--~~=-~~~~~----_J 
Sent: Wednesday. March 05, 2003 3:10 PM 
To :I (b)!~\ I 
Subject: Exception to Poli cy for Selected AMC Personnel 

Sir, 
ETP package as discussed. 

v/r, 
llb)(6) 

---------------------- Forwarded by l(b)(6) lon 03/05/2003 03:12 
PM ------------ - - ------------- ....,.;;.,u.......<-----------1 

l(b><6> I 
03/05/2003 03:08 PM 



~ ·~··· .. ··· -- - ------------ -------- ---·······--····· - ···------··· -- -·- ----

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 
HEALTH AFFAIRS 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 
(//s//3-12-03 0915 Colonel Rauch) 

DMMC Control I 

2003071.0000008 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBrs mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
US interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. 

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign coordination memo at TAB A, DEPSECDEF decision 
package that authorizes anthrax vaccine to approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel .__l<b_X_6) __ --IjFHPIR,.__I(b_X_6> __ __J 



--.;;;-----:-----------·· . .. ·-------·------------· . ... -· ..... . 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 
HEALTH AFFAIRS 

F DEFENSE (HEALTH AFFAIRS) 

FROM: Ms. Elle SD, Force Health Protection and Readiness 

SUBJECT: Dep Defense (DoD) Provision of Anthrax Vaccine.for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBI's mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
US interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. 

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign coordination memo at TAB A, DEPSECDEF decision 
package that authorizes anthrax vaccine to approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel L-l(b_)(_6) __ __,1 FHP/R, L-l(b_)(_6) __ __J 



. ·--·-·· ···-- ·- ... - ----· ·-

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

HEALTH AFFAIRS 

MEMORANDUM FOR UNDER SECRETARY OF DEFENSE (POLICY) 
UNDER SECRETARY OF DEFENSE (ACQUISITION, 

TECHNOLOGY, AND LOGISTICS) 
UNDER SECRETARY OF DEFENSE (PERSONNEL AND 

READINESS 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

The Assistant Director, Counterterrorism Division, FBI, requested anthrax 
vaccination for 150 personnel charged with the mission of national response in the event 
of an act of biological terrorism. These personnel are integral to the FBI's mission of 
federal law enforcement crisis response to weapons of mass destruction incidents 
involving U.S. interests. 

· Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, DoD 
remains the primary source of anthrax vaccine. 

DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve the 
provision of vaccine to non-DoD entities. 

An interagency agreement is required and must be completed before the request can 
be supported. That interagency agreement is being developed by Office of General 
Counsel now. 

We believe this request merits our support, as the sole source for this vaccine. 
Request your coordination/comment on the proposed Deputy Secretary of Defense 
decision package by March 14, 2003. My POC is Colonetl._(b_)(_6_) _______ __. 

William Winkenwerder, Jr., MD 

Attachments: 
As Stated 



~·-----~-- ··~-·- ·-· ·-·-

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

ACTION MEMO 
HEALTH AFFAIRS 

DepSec Action _____ _ 

FOR: DEPUTY SECRETARY OF DEFENSE 

FROM: William Winkenwerder, Jr., MD, ASD (Health Affairs) 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

• The Assistant Director, Counterterrorism Division of the FBI requested anthrax 
and smallpox vaccinations to support approximately 150 personnel (TAB B). 

• Personnel are integral to the FBI's mission responsible for federal law 
enforcement crisis response to weapons of mass destruction incidents involving 
U.S. interests. 

• Originally requesting anthrax and smallpox, the FBI was successful in getting 
smallpox vaccine from Department of Health and Human Services. However, 
DoD remains the primary source of anthrax vaccine. -

• An interagency agreement between DoD and the FBI is required and must be 
completed before the request can be supported. 

• DoD Directive 6205.4, Immunization of Other Than U.S. Forces for Biological 
Weapons Defense, reserves to the Secretary of Defense the authority to approve 
the provision of vaccine to non-DoD entities. 

RECOMMENDATION: Sign memo at TAB A authorizing anthrax vaccine to 
approximately 150 members of the FBI. 

COORDINATION: TAB C 

Attachment: 
As Stated 

Prepared by: Colonel._l<b_)(_6) __ --'l FHPIR • ._I<b_)(_6> ___ __.J 



.. .,. I ~ • 

DEPUTY SECRETARY OF DEFENSE 

1010 DEFENSE PENTAGON 
WASHINGTON, DC 20301-1010 

MEMORANDUM FOR DIRECTOR, FEDERAL BUREAU OF INVESTIGATIONS 

SUBJECT: Request for Anthrax Vaccine 

I approve your request for anthrax vaccination of approximately 150 FBI personnel 
who are assigned national crisis response missions. This approval is subject to the terms 
of an interagency agreement addressing financial considerations and indemnification. 



"- t ,. • 

-------------··--· · .. . .. .. · ·- . 

SUBJECT: Department of Defense (DoD) Provision of Anthrax Vaccine for Federal 
Bureau of Investigation (FBI) 

CoS (HA) 

PDASD,HA 

USD(P) 

USD{AT&L) 

USD(P&R) 

DoD, OGC 

COORDINATIONS 

Ms (b)(6) 

Mr 

Mr. Douglas J. Feith 

Mr. Pete Aldridge 

Dr. David S.C. Chu 

Mr.l(b)(6) 

---- - -------- -



-OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

DMMC Control# 

2003083·0000019 
2003083-0000019 

@ 
HEALTH AFFAIRS March 24,2003,11:30 AM 

._,.-~:.;..- SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

SUBJECT: Pentagon Force Protection Agency (PFPA) Request for Priority 
in the Anthrax Vaccine Immunization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CBRN) personnel receive priority in the 
Anthrax Vaccine Immunization Program (TAB C). 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tiers 2 and 3 consist of 
administrative and support personnel that have limited potential risk for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended that tier 1 personnel (128) be given priority for 
vaccination as an A VIP designated special mission unit (Priority 1). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. The Joint Staff recommended other tiers 
NOT be vaccinated at this time (TAB B). 

• · JOD personnel serve in capacities of liaisons to the response crisis center, building 
operation control center and incident command, and may have to travel through 
contaminated areas. The HRD may be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provide hands-on 
manipulation of routine, suspicious and event-generated biological samples for 
agent identification. 

RECOMMENDATION: ASD (HA) approve request by signing memorandum at TAB 
A. 

COORDINATION: TAB D 

Attachments: 
As stated 

Prepared by: Colonel David Adams, OASD (FHP&R),I(b)(6) I PCDOCS# 
47128, 47168, 47345 L__ ___ ____. 

-------------------· --



- ·------ -·--t- -·- -· . ------------·----------- --

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-t 200 

HEALTH AFFAIRS 

MEMORANDUM FOR DIRECTOR, JOINT STAFF 
DIRECTOR, PENTAGON FORCE PROTECTION AGENCY 

I approve your request to vaccinate certain personnel assigned to the Pentagon 

Force Protection Agency against anthrax and smallpox. Specifically, up to 128 personnel 

assigned duties in the Joint Operations Division, Hazard Response Division and Lab 

Division are approved to receive these vaccines. Execution of these vaccination 

programs are per previously published clinical and administrative guidelines and 

consistent with existing and approved Service implementation plans. 

William Winkenwerder, Jr., MD 



(b)(6),(b)(7)(E) 



(b)(6),(b)(7)(E) 



--'---~--· ... ... ·····-·- --·-··---·-----

Coordination: Pentagon Force Protection Agency Request for Priority in the 
Anthrax Vaccine I.mmuniza~on Program 

DUSD (TSP&CP) 

DATSD(CBD) 

DoD,OGC 

CoS,HA 

PDASD.HA 

(b)(6) 

Concur, 03/21/03 

Concur, 03/21/03 



Coordination: Pentagon Force Protection Agency Request for Priority in the 

DUSD (TSP&CP) 

DATSD(CBD) 

ooc 

.... ...... .. ~ - . . . -
(b)(6) 

v 



---····~------------------------------------

Coordination: Pentagon Force Protection Agency Request for Priority in the 
Anthrax Vacclne Immunization Program 

DUSD (TSP&CP) 

if DATSD (CBD) 

ooc 

l(b)(6) 



. ··-.- ·····------

• 
Reply ZIP Code: 
20318-0300 

·------------- -··--··-· · ...... _________________ _ 

THE JOINT STAFF 
WASHINGTON, DC 

DJSM-0218-03 
12 March 2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

Subject: Pentagon Force Protection Agency Request for Priority in the Anthrax 
Vaccine Immunization Program 

l. The Pentagon Force Protection Agency (PFPA) has requested (Enclosure) that its 
Chemical, Biological, Radiological and Nuclear (CBRN) Directorate personnel receive 
priority in the Anthrax Vaccine Immunization Program (AVIP). 

2. The PFPA request includes a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division, Hazard Response 
Division, and Lab Division. Tiers 2 and 3 consist of administrative and support 
personnel that have limited potential risk for anthrax exposwe inherent in their 
duties. 

3. Recommend that Tier l personnel be given priority for vaccination as an AVlP 
designated special mission unit (Priority 1). Also recommend that they be provided 
with smallpox vaccin.ations as an exception to policy. Approval of vaccinations for Tier 
2 and 3 personnel is not recommended. 

4. The Joint Staff point of contact for this action is Lieutenant Colonetj(b)(6) 
l<bl<6l I L-. -------l 

Enclosure 

Copy to: 

M~~ 
JAMES A. HAWKINS 
Major General, USAF 
Vice Director, Joint Staff 

Director, Pentagon Force Protection Agency 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
t 200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

March 17, 2003, 3:00pm 

FOR: ASSIST ANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: ~ r ~Assistant Secretary of Defense (Force Health 
Protection and Readiness) 

SUBJECT: Pentagon Force Protection Agency (PFP A) Request for Priority in the 
Anthrax Vaccine Immunization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CB~ pers~nnel receive priority in the 
Anthrax Vaccine Immunization Program. ( Tl\.1.\ C..J • 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tiers 2 and 3 consist of 
administrative and support personnel that have limited potential risk for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended tbat tier 1 personnel ( 128) be given priority for 
vaccination as an A VIP designated special mission unit (Priority 1). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. The Joint Staff recommended other tiers 
NOT be vaccinated at this time. ( 1'~1 1.) . 

• JOD personnel serve in capacities of liaisons to the response crisis center7 building 
operation control center and incident command. and may have to traveJ through 
contaminated areas. The HRD may be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provide hands-on 
manipulation of routine, suspicious and event-generated biological samples for 
agent identification. 

RECOMMENDATION: ASD (HA) sign the coordination memorandum at TAB~· 

COORDINATION: TAB. "t) 

Attachments: 
As stated 

Prepared by: Colonel David Adams, OASD (FHP&R),,(b)(6) 0 '----------' 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON. D. C. 20301-t2.ot'l 

MAR 2 0 2003 

HEALTH AFFAIRS 

MEMORANDUM FOR DEPUTY UNDER SECRETARY OF DEFENSE FOR 
TECHNOLOGY SECURITY POUCY AND 
COUNTERPROLIFBRATION 

DEPUTY ASSISTANT TO THE SECRETARY OF DEFENSE 
FOR CHEMICAL BIOLOGICAL DEFENSE 

GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Pentagon Force Protection Agency (PFPA) Request for Priority in the 
Anthrax Vaccine Immunization Program 

The Pentagon Force Protection Agency requested that its Chemical, Biological. 
Radiological and Nuclear (CBRN) Directorate personnel receive priority in the Anthrax 
Vaccine Immunization Program. 

Request your coordination on attached memorandum by COB, Mar 21, 2003. 

UJ;Q,t·,JJ~ . 
William W'mkenwerder, Jr., MD 

Attachments: 
As stated 



HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

ACTION :MEMO 

March 24, 2003, 11:30 AM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness 
(//s//3-24-03 Colonel Ranch) 

SUBJECT: Pentagon Force Protection Agency (PFPA) Request for Priority 
in the Anthrax Vaccine Immunization Program 

• The Pentagon Force Protection Agency requested that its Chemical, Biological, 
Radiological and Nuclear Directorate (CBRN) personnel receive priority in the 
Anthrax Vaccine Immunization Program (TAB C). 

• The PFP A request included a three-tiered approach to vaccination. Tier 1 consists 
of approximately 128 employees of the Joint Operations Division (JOD), Hazard 
Response Division (HRD), and Lab Division (LD). Tiers 2 and 3 consist of 
administrative and support personnel that have limited p~tential risk for anthrax 
exposure inherent in their duties. 

• The Joint Staff recommended that tier 1 personnel (128) be given priority for 
vaccination as an A VIP designated special .mission unit (Priority 1). The Joint 
Staff further recommended that these personnel be provided with smallpox 
vaccination as an exception to policy. The Joint Staff recommended other tiers 
NOT be vaccinated at this time (TAB B). 

• JOD personnel serve in capacities of liaisons to the response crisis center, building 
operation control center and incident command, and may have to travel through 
contaminated areas. The HRD may be tasked to collect concentrated air samples, 
collecting swabs from suspicious items, and respond to known biological events to 
ascertain areas of potential contamination. The LD provides hands-on 
manipulation of routine, suspicious and event-generated biological samples for 
agent identification. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A 

.COORDINATIONS: TAB D 

ATTACHMENTS: 
As stated 

Prepared by: Col David Adams, OASD (HA)IFHP&Rj(b)(6) IPCDOCS# 
47345, 47374 0 L.__ ___ __. 



THE ASSIST ANT SECRETARY OF DEFENSE 

·WASHINGTON, 0. C. 20301·1200 

MAR 2 6 2003 
HEALTH AFFAIRS 

MEMORANDUM FOR DIRECTOR, JOINT STAFF 
DIRECTOR, PENTAGON FORCE PROTECTION AGENCY 

I approve your request to vaccinate certain personnel assigned to the Pentagon 

Force Protection Agency against anthrax and smallpox. Specifically, up to 128 personnel 

assigned duties in the Joint Operations Division, Hazard Response Division and Lab 

Division are approved to receive these vaccines. Execution of these vaccination 

programs shall be consistent with previously published clinical and administrative 

guidelines, existing and approved Service implementation plans, and, in coordination 

with the WHS Office of General Counsel, applicable personnel procedures. 

w:aa·w...W~. 
William Winkenwerder, Jr., MD 



Pentagon Force Protection Agency Request for 
Priority in the Anthrax Vaccine Immunization Program 

COORDINATION 

DUSD (TSP&CP) (b)(S) Concur, 03/21/03 

DATSD(CBD) Concur, 03/21/03 

DoD,OGC Concur as revised, 03/21103 

CoS (HA) 

PDASD(HA) 
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Coordination: Pentagon Force Protection Agency Request for Priority in the 
Anthrax Vaccine Immunization Program 

DUSD (TSP&CP) 

DATSD(CBD) 

OGC l(b)(6) I J ~~ 
'--Tv-..,.--. ---3__,(-~ --...,/o-~___.J 
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Deployments Health Support Directorate 
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FACSIMILE TllA.NSMITTAL SHEET 3/31/03 9:37:58 AM 

TO: DIRECTOR, PENTAGON FORC6 PROTECTION AGENCY .F.RO..tr: 

ORGANIZATION: 
FAX~ 

l(b)(6) 

PBONB Nr1111BER: 
l(b)(6) 

l<b)(6) 

TO'lAL NO. OF .PAGBS 

INCLUDING COVBR: 2 

SUBJECT: REQVBST APPROVAL FOR VACCINATION 

0 URGENTC FOR 'REVIEWO PLEASE COMMENTD PLEASE REPLY C PLEASE RECYCLE 

NO'I'ES/COJ616BNTS: 

PLBASB CONFIRM RBCIBPT 

!lJOOl 
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HEALTH AFFAIRS 

THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, 0. C. 20301-1200 

DMMC Controt i# 

2003085<DOODO~ 

MAY 2 8 2002 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 

SUBJECT: Support for an Accelerated Vaccine Planning Effort 

REFERENCES: (a) DoD Directive 6205.3, "DoD I~unization Program for 
Biological Warfare Defense:' November 26, 1993 

(b) DoD Directive 5136.1, "Assistant Secretary of Defense for Health 
Affairs (ASD(HA))," May 27, 1994 

(c) DoD Instruction 6205.2, "Immunization Requirements," 
October 9, 1986 

Action is under way to increase interagency vaccine policy coordination to 
support development, production, distribution and use of vaccines for protection against 
biological warfare agents and other threats to public health. Within DoD, the Deputy 
Secretary ofDefense is directing our support. In anticipation of the establishment of a 
more fonnal structure, we must immediately accelerate DoD planning and actions 
necessary to protect against such threats. Our initial efforts will focus on establishing a 
near-tenn contingency plan for responding to select disease outbreaks. 

In order.to accelerate our work, I am, under the authorities ofreferences (a), (b), 
and (c), establishing a task force with the objective of submitting detailed contingency 
plans by October 1, 2002, with monthly interim reports to the USD(P&R). There are two 
immediate actions that require your assistance and support: 

1. The Anny, as Executive Agent for the DoD Immunization Program for 
Biological Warfare Defense, will have the lead for supporting the task force. 
This builds upon the excellent work of the Anthrax Vaccine Immunization 
Program (A VIP) Agency, which has already taken on broader vaccine 
program roles. 

2. The task force will be established June 11, 2002 to develop detailed 
contingency plans for addressing select disease outbreaks. This task force will 
work full-time for four months to produce the required plans. I request that 
each Military Department identify appropriate military medical experts to 
participate on this task force. Please nominate one expert for each of the 
following: clinical medicine, preventive medicine, medical planning, and 
medical logistics by Monday, June 3, 2002. We will select one individual 
from each Service for participation in the task force. 



' . --------- ·- •·-·--······ ·-•••••• •• • -···---·· ·••·• •••• • •••• ·-·-· oo ··- ·-- ·---

This task force will work closely with representatives from the Department of 
Health and Human Services, and with other representatives from across the federal 
government. The Deputy Assistant Secretary of Defense (Force Health Protection ~d 
Readiness) will oversee the task force and report to me. I plan to work in close 
collaboration with the Assistant Secretary for Health, Department of Health and Human 
Services who bas expressed a strong interest to establish joint collaboration now. The 
Under Secretary of Defense (Personnel & Readiness) has asked for an initial report 
within 4 weeks. 

A meeting will be held on June 11, 2002 with the task force to fiuther outline the 
requirements and expectations. My POC is COL Terry Rauch, i(b )( 6) l 

cc: 
USD(P&R) 
USD(AT&L) 
JCS (J-4) 
Surgeons General 

w:~~~~. 
William Winkenwerder, Jr., M.D. 

Director, Administration & Management 

2 



-----=-------- ·-·----·--··------· .... ·---- ---- -------------- --·-·--·--· · . . .. - ·- -----· --·----·--' , 

l(b)(6) I CON, OASD(HA)/TMA 

From: l<b)(6) 
Sent: 
To: 
Cc: 
Subject: : rna pox 1 ask Force 

looks o'kay to me. lets do it 

--Qrlginal M~~ ir' ibXf :: WM PM 
Subject: m pox ra otte 

<< File: Support for Accelerated Vaccine Planning.doc » 

l(b)(6) 

I have made the suggested changes from OTSG to this memo (except for the ones recommending we establish an 
expanded A VIP office In this memo). . 

Pis chop quickly (by 1500) and retum to me with an "Ok to sign." 

Thanks,l(b)(6) I 

1 



······ ·-······---······-·-···- -------- -- - ---·- -- -- - -··- ·- - .. - ·- ··-··--·----

l(b)(6) !cON, OASD(HA)ITMA 

From: 
Sent: 
To: 
Subject: 

l(b)(6) I SCtry, got behind the power curve yesterday. This looks fine to me and Ms Embrey has also reviewed. 

~glnal "tii!)'"/i[) IOASD(HA)ITMA 

Sent: ~~qy Ma~ fc002 3:25PM To: I \ ASD(HA) 
Subject: : maupox ask orca 

<< File: Support for Accelerated Vaccine Plannlng.doc » 

l(b)(6) I 
I have made the suggested changes from OTSG to this memo (except for the ones recommending we estabUsh 
an expanded AVIP office in this memo). 

Pis chop quickly (by 1500) and return to me with an aok to sign." 

Thanksj(b )( 6) I 

1 
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

1 200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION MEMO 

Aprilll, 2003, 10:00 AM 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL & READINESS) 

FROM: William Winkenwerder Jr., MD, ASD (Health Affairs) 

SUBJECf: Supplemental Administrative Policy Guidance for Individuals Receiving 
Anthrax and Smallpox Vaccines under a Department of Defense Voltmtary 
Immunization Program. 

• Attached is a draft supplemental policy memorandum for individuals receiving 
anthrax and/or smallpox vaccines under the Department of Defense Voluntary 
Immunization Program to forward for coordination with the Services, Joint SWJ: and 
appropriate offices (TAB A). 

• The policy provides a matrix graphically explaining those categories of personnel, and 
the locations and circumstances in which they may receive anthrax and/or smallpox 
vaccinations in accordance with existing Office of the Secretary of Defense policies. 

• Coordinating offices will be given two weeks from the date of the coordinating letter 
to respond. 

RECOMMENDATION: Sign policy memo at TAB A and forward for coordination. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: CD~~...-(b_)(_6) _ __.IDHSD~(b)(6) 

® 



THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

t 200 DEFENSE PENTAGON 

WASHINGTON, DC 20301•1200 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETRAY OF THE AIR FORCE (M&RA) 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 
DIRECTOR, JOINT STAFF 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax 
and Smallpox Vaccines under a Department of Defense Voluntary Immunization 
Program. 

Request your coordination not later than two weeks from the date of this memorandum 
on the attached draft policy memorandum delineating those categories of personnel, locations, 
and circumstances in which a person may receive anthrax and/or smallpox vaccinations under the 
Voluntary Imrilunization Program. 

r.:-:~-"M"'-fy point of contact for this matter is CDR (b)( 6) who may be reached a@[] 
I (b)( 6) J Concurrence may be faxed to 6 No response will be taken as 
concurrence. 

Attachments: 
As stated 

cc: 
J-4(DHS) 
Surgeon General, Army 
Surgeon General, Navy 
Surgeon General, Air Force 

William Winkenwerder Jr., MD 

Medical Officer, HQ, US Marine Corps 
Director of Health and Safety, US Coast Guard 



PERSONNEL AND 
R£ACINESs 

OFFICE OF THE UNDER SECRETARY OF DEFENSE 
4000 CEFENSE PENTAGON 

WASHINGTON, D.C. 20301-4000 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETRA Y OF THE AIR FORCE (M&RA) 
CHAIRMAN OF THE JOINT CHIEFS OF STAFF 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax 
and Smallpox Vaccines under a Department of Defense Voluntary Immunization 
Program. 

The February 14, 2003, Deputy Secretary of Defense memorandum, Subject: Vaccinating 
Department of Defense (DoD) Personnel and Dependents Assigned to Department of State (DoS) 
Missions in High-Threat Areas, and the March 13, 2003, Assistant Secretary of Defense (Health 
Affairs) memorandum, Subject: Clarification of Service RespotlSl"bilities in Vaccinating 
Department of Defense Personnel and Dependents Assigned to Department of State Missions or 
Residing in High-Threat Areas, directed the Services to provide anthrax and smallpox 
vaccinations on a voluntary basis to categories of persons in certain overseas' high threat areas. 
This memorandum provides supplementary adininistrative guidance for a Voluntary · 
Immunization Program (VIP) with anthrax and smallpox vaccines. 

In an effort to support the DoS measures to protect its personnel, and DoD personnel 
supporting the DoS mission, policies were issued to delineate these efforts. However, other 
categories of individuals, loeations, and circumstances were identified as not being specifically 
addressed. 

Table 1 is a matrix graphically explaining those categories of personnel and the locations 
and circumstances in which a person may receive anthrax and/or smallpox vaccinations in 
accordance with the above Office of the Secretary ofDefense policies. 

0 



Table 1 

Personnel Located in DoD Located in a Located ina Conditions: 
Category HTA Non-DoD HTA; Non-DoD HTA; 

but in DoS HTA; but in DoS HTA; 
assigned to DoS not assigned to 
mission DoSmission 

Vaccination is: Vaccination is: Vaccination is: 
Military Mandatory Permitted, Not Permitted 

Voluntary 
AdultFMof Permitted, Permitted, Not Permitted 
Military member Voluntary Voluntary 
Emergency Mandatory Permitted, Not Permitted 
Essential DoD Voluntary 
Civilian (EEC)* 
Non-EEC Permitted, Permitted, Not Permitted 

Voluntary Voluntary 
AdultFMof Permitted, Permitted, Not Permitted 
DoD Civilian Voluntary Voluntary 
(EEC and Non-
EEC) 
Mission Mandatory Permitted, Not Permitted Must be Stated in 
Essential Voluntary Contract 
Contractors 
(MEC)** 
Non-MEC Permitted, Permitted, Not Permitted Must be Stated in 

Voluntary Voluntary Contract 
AdultFMof Not Permitted Not Permitted Not Permitted 
Contractor (MEC 
and Non-MEC) 

* DoD civilian personnel classified as emergency-essential under DoD Directive 1404.10, 
"Emergency-Essential (E-E) DoD U.S. Citizen Civilian Employees," AprillO, 1999. 

** Contractor personnel performing mission essential services as descn"bed in DoDI 3020.37, 
"Continuation of Essential DoD Contractor Services During Crisis," November 6, 1990. 

The Services are directed to meet all the same educational, clinical, and administrative 
requirements to administer vaccinations in these categories of personnel as directed in previous 
OSD Administrative and Clinical policies for both the DoD Anthrax Vaccine Immunization 
Program and Smallpox Vaccination Program. 



----------------------··········-···-------

It is essential that individuals receiving the Anthrax and/or Smallpox Vaccines on a 
voluntary basis be required to complete an Acknowledgement Form prior to receiving any 
immunization. These forms can be found on DoD's Mll.. VAX website: www.vaccines.army.mil. 
The signed form must be entered into the individual's medical r~. 

The Services are directed to document all immunizations: minimally in the individual 
health records, PHS 731, and preferably in their Service's automated immunization tracking 
system, as each system's capability allows. 

Adverse events in any individual receiving immunizations under the voluntary 
immunization program should be evaluated at the closest Medical Treatment Facility. Vaccine 
Adverse Events Reporting System (V AERS) forms should be submitted in accordance with 
existing Service reporting procedures. V AERS forms are available at www.vaers.org or by 
calling V AERS at 1-800-822-7967. 

This policy is etrective immediately and should be communicated to appropriate 
commanders, healthcare providers, and others involved in the implementation of the anthrax and 
smallpox immunization programs. 

David S.C. Chu 



-·-······-······-···-------------------····· 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax 
and Smallpox Vaccines under a Department ofDefense Voluntary Immunization 
Program. 

COORDINATION 

Assistant Sec of the Army (M&RA) 

Assistant Sec of the Navy (M&RA) 

Assistant Sec of the Air Force (M&RA) 

OSD(OGC) 

Dir, Joint Staff 

Non-concur Comment 



----------------------------···-· _ .... _._ 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax 
and Smallpox Vaccines under a Department of Defense Voluntary Immunization 
Program. 

COORDINATION 

DASD, FHPIR. Ms. ElJen P. Embrey 

DoD,OGC (b)(6) 

CoS,HA 

PDASD, HA 



HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

Aprill5, 2003,2:15 p.m. 

FOR: William Winkenwerder Jr., MD, ASD (Health Affairs) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 
//s//4/14/03 

SUBJECT: Request for Coordination on Supplemental Administrative Policy 
Guidance for Individuals Receivmg Anthrax and Smallpox V accmes 
under a Department of Defense Voluntary Immunization Program 

• Attached is a draft supplemental policy memorandum for individuals 
receiving anthrax and/or smallpox vaccines under the Department of 
Defense Voluntary Immunization Program to forward for coordination 
with the Services, Joint Staff, and appropriate offices (TAB B). 

• The policy provides a matrix graphically explaining those categories of 
personnel, and the locations and circumstances in which they may 
receive anthrax and/or smallpox vaccinations in accordance with 
existing Office of the Secretary of Defense policies. 

• Coordinating offices will be given two weeks from the date of the 
coordinating letter to respond. 

RECOMMENDATION: That the ASD (HA) sign the memorandum at TAB A 

COORDINATION: TAB C 

Attachments: 
As stated 

Prepared by: CDR .__l<b_)(S_) _ _ __.I DHSD,l-l(b-)(S-) __ __..I PCDOCS# 48381 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301-1200 

APR 2 2 2003 
HEALTH AFFAIRS 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETRA Y OF THE AIR FORCE (M&RA) 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 
DIRECTOR, JOINT STAFF 

SUBJECT: Request for Coordination on Supplemental Administrative Policy Guidance for 
Individuals Receiving Anthrax and Smallpox Vaccines under a Department of 
Defense Voluntary Immunization Program 

Request your coordination not later than two weeks from the date of this memorandum on 
the attached draft policy memorandum delineating those categories of personnel, locations, and 
circumstances in which a person may receive anthrax and/or smallpox vaccinations under the 
Voluntary Immunization Program. 

My point of contact for this matter is CD (b)(6) who may be reached atl(b)(6 I 
l,.....,(b,...,..)..,....( 6.,...::) c..::.L...o:;.,;;l Coordination may be faxed to (b)( 6) No response will be taken as 

concurrence. L----------' 

Wi«kc.JJ~. 

Attachments: 
As stated 

cc: 
J-4(DHS) 
Surgeon General, Army 
Surgeon General, Navy 
Surgeon General, Air Force 
Medica] Officer, HQ, US Marine Corps 
Director of Health and Safety, US Coast Guard 

William Winkenwerder, Jr., MD 



--------- .... ----· .. ·· 

DRAFT 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETRA Y OF THE AIR FORCE (M&RA) 
CHAIRMAN OF THE JOINT CHIEFS OF STAFF 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving 
Anthrax and Smallpox Vaccines under a Department of Defense Voluntary 
Immunization Program 

The February 14, 2003, Deputy Secretary of Defense memorandum, Subject: 
Vaccinating Department of Defense (DoD) Personnel and Dependents Assigned to 
Department of State (DoS) Missions in High-Threat Areas, and the March 13, 2003, 
Assistant Secretary of Defense (Health Affairs) memorandum, Subject: Clarification of 
Service Responsibilities in Vaccinating Department of Defense Personnel and Dependents 
Assigned to Department of State Missions or Residing in High-Threat Areas, directed the 
services to provide anthrax and smallpox vaccinations on a voluntary basis to categories of 
persons in certain overseas highwthreat areas. This memorandum provides supplementary 
administrative guidance for a Voluntary Immunization Program (VIP) with anthrax and 
smallpox vaccines. 

In an effort to support the DoS measures to protect personnel, and DoD personnel 
supporting the DoS mission, policies were issued to delineate these efforts. However, 
other categories of individuals, locations, and circumstances were identified as not being 
specifically addressed. 

Table 1 (attached) is a matrix graphically explaining those categories of personnel 
and the locations and circumstances in which a person may receive anthrax and/or 
smallpox vaccinations in accordance with the above Office of the Secretary of Defense 
(OSD) policies. 

The Services are directed to meet all the same educational, clinical, and 
administrative requirements to administer vaccinations in these categories of personnel as 
directed in previous OSD administrative and clinical policies for both the DoD Anthrax 
Vaccine Immunization Program and Smallpox Vaccination Program. 



It is essential that individuals receiving the anthrax and/or smallpox vaccines on a 
voluntary basis be required to complete an acknowledgement form prior to receiving any 
immunization. These forms can be found on DoD's MIL VAX website: 
www.vaccines.army.mil. The signed form must be entered into the individual's medical 
record. 

The Services are directed to document all immunizations; preferably in their service's 
automated immunization tracking system, as each system's capability allows. At a 
minimum, immunizations should be documented in the individual health records, PHS 
731. 

Adverse events in any individual receiving immunizations under the voluntary 
immunization program should be evaluated at the closest medical treatment facility. 
Vaccine Adverse Events Reporting System (V AERS) forms should be submitted in 
accordance with existing service reporting procedures. V AERS forms are available at 
www .vaers.org or by calling V AERS at 1-800-822-7967. 

This policy is effective immediately and should be communicated to appropriate 
commanders, healthcare providers, and others involved in the implementation of the 
anthrax and smallpox immunization programs. 

David S. C. Chu 

Attachment: 
As stated 
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Table 1 

Personnel Located in DoD Located in a Located in a Conditions: 
Category HTA Non-DoD HTA; Non-DoD HTA; 

but in DoS HT A; but in DoS HT A; 
assigned to DoS not assigned to 
mission DoS mission 

Vaccination is: Vaccination is: Vaccination is: 
Military Mandatory Permitted, Not Permitted 

Voluntary 
AdultFMof Permitted, Permitted, Not Permitted 
MilitarY member Voluntary Voluntary 
Emergency Mandatory Permitted, Not Permitted 
Essential DoD Voluntary 
Civilian {EEC)* 
Non-EEC Pennitted, Permitted, Not Permitted 

Voluntary VolunUl!Y_ 
AdultFM of Permitted, Permitted, Not Permitted 
DoD Civilian Voluntary Voluntary 
(EEC and Non-
EEC) 
Mission Mandatory Permitted, Not Permitted Must be Stated in 
Essential Voluntary Contract 
Contractors 
(MEC)** 
Non-MEC Permitted, Permitted, Not Permitted Must be Stated in 

Voluntary Voluntary Contract 
AdultFMof Not Permitted Not Permitted Not Permitted 
Contractor (MEC 
and Non-MEC) 

* DoD civilian personnel classified as emergency-essential under DoD Directive 1404.10, 
.. Emergency-Essential (E-E) DoD U.S. Citizen Civilian Employees," AprillO, 1999. 

** Contractor personnel performing mission essential services as described in DoDI 3020.37, 
"Continuation of Essential DoD Contractor Services During Crisis,'' November 6, 1990. 
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Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax and Sma1lpox 
Vaccines under a Department of Defense Voluntary Immunization Program. 

DASD,FHP/R 

DoD,OGC 

CoS,HA 

PDASD,HA 

COORDINATION 

Ms. Ellen P. Embrey Concurred 4/14/03 

(b)(6) 
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SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax 
and Smallpox Vaccines under a Department ofDefense Voluntary Immunization 
Prognun. · 

DASD,FHPIR 

DoD,OGC 

CoS,HA 

PDASD,HA 

COORDINATION 

Ms. .Ellen P. Embrey 
(b)(6) 
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The attached correspondence is returned for the following reason(s): 

CJ Distribution 

Q Coordination 

CJ Revision 

CJ Correct Signature Block 

[J Correct Envelope Size 

Cl Correct Letterhead 

Q Provide OriginaJ/Supporting Documents 

(J Provide SD 391 

0 Retain for your Files 

Additional Comments: 
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Sign Coord Sign Coord 
I 

'-ltl'V ASD,HA ~;) ........ - Dir, TMA 
I PDASD,HA 

DASD,C&PP CMO 
!/]1_'-f_ DASD,FHP&R -· Dir, DHS 

DASD,HB&FP CPO 
DASD,HPA coo 

Dir, Regional Operations!PEO 
CIO,MHS Dir,IMT&R 
OGC,DoD OGC,TMA 
LA 

11111113 CoS, HA d1 Dir,A&M 
Military Assistant CoS,TMA 
Dir, PI, HA Dir, PI, TMA 
Dir, P&S Dir, Admin 

Other (Specify) Other (Specify) A I 

DMD(SKY) Date: DMD(PNT) H- Date: 1.//!1.~ 'li3 

Date Received: '-/ /! S L 0 3 
F • 

Suspense Date: &:~ 
Subject: 5'"" ~ p {em e r'tt.l Ar.frm.· n ,·A~ C"<..o f ,'v<.O_ Pal~j ~u•'JA!e!'e .Cr 

llMl ;, .A ... u..l..s 0 ..,,._,' ~,,..,.., .A l'l ~ ~~ l( t;,J S ~d/t>o;( _Vb!a-JV!e5 V~(L( 
Ot;;O Uo\v\o\h,. .. j \~V""lvV\ • Z.&-1-;" flro:J"e.. ~ 
PCDOCS#: 'lS3SI . V#tl OSDIP&R#: 
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AO: 4Df< l(b)(6) !omce: ~~~ Phone #~(b)(6) I 
NOTES: 
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(!4/30/03 15 : 00 FAX (b)(6) OSAGWIIMR/MD IZJOOl 

TRANSMISSION OK 

TXIRX NO 
CONNECTION TBL 
SUBADDRESS 
CONNECTION I D 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

••••••••••••••••••••• 
*** TX REPORT *** ................ ...... 

2118 
l(b)(6) 

USA .MRA 
04/30 14:59 
01'11 

5 
OK 

FACSIMILE TRANSMITTAL SHEET 4/30/03 3:S9:04 P.M 

TO: BONO&IBLS P.4TIUCK BBNRY .-=FR~O::;::.!II'::...: ---------, 
!fbl{6) 

ORGANlZATION: ASA (JI&RA} 
FAX .1¥1111B1!!.R1 

l(b)(6) 

SUBJECT: :REQUEST FOR COORDJN.4TlON ON SllPPLEMENTAL 
ADMINlST.RATIVE POUCY GI1DDANCE FOR INDIVJDUALS 
.RECEI'VIN'G ANTBRAX AND S.MAL£PO.X VACCINES VlVDER A 
DEPARTDmNT OF DEFENSE VOLIJNTARY lMIII7NlZATlON 
PROGRAM 

0 URGENTD FOR REVIEWC PLEASE COMMENTD PLEASE REPLY LJ PLEASE RECYCLE 



· 04/30/03 15:02 FAX (bX6) 

TRANSMISSION OK 

TX/RX NO 
CONNECTION TEL 
SUBADDRESS 
CONNECTION ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

OSAGWI/MR/MD 

********************* 
*** TX REPORT *** 
*************8******* 

2119 
j(b)(6) 

USN MRA 
04/30 15:00 
01'20 

5 
OK 

---------- -- -- -------- --

Deploy1)'lents Health Support Directorate 
sus Leesburg me. SUite 901 
Falls Church, ytrginia 22041 

raJ<b)(6) I 

FACSIMILE TRANSMITTAL SHEET 4/38/03 3:$9:04 PM 

'1'0: BONOIUBLB JJ'TLLIAM NIC VAS. JR. 
l{bX6) 
MOM: 

ORGAN.IZATION: ASN {llf&RAJ 
FAX lVIJlliBJUI: 

j(b)(6) 

TOTAr..lfO. OF PAGES 

INCLUDING COl'ER: 5 

S : REgVEST .POR COORDJNATION ON Sl1PPLEHENTA£ 
ADJiriiN'lSTRATIVE POUCY GDJD)ANCE .FOR llVDlVlDI1A..tS 
RECEIVING ANTBHAZ' AND SMAW'OX VACClNBS VlVDE.R A 
D.EPARTDIENT OF DEiiENSB VOLUNTARY DDfVlVJZAT.lON 
PROOR4II 

[J 'URGENTO FOR REVIEWO PLE.ASE COMMENTIJ PLEASE REPLY 0 PLEASE RECYCLE 

laJOOl 



---·-·-·· ··· ·· - · ·;:;· · ·-:;::;-~==~--------------

.04/ 30/03 15: 04 FAX (b)( 6) 

TRANSMI SSION OK 

TXIRX NO 
CONNECTION TEL 
SUBADDRBSS 
CONNECTION ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

OSAGWII.MR/MD 

********************* 
*** TX RBPORT *** 
*'*****************S* 

2120 
l(b)(6) 

USAF MRA 
04/30 15:03 
00'46 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg PJke. SUite 901 
Falls Church, Vug#lia 22041 

~(b)(6) I 

FACSIMILE TRANSMITTAL SHEET 4/30/03 3:59:04 PM 

TO: BONOIUBLB MICHAEL lJOMJNGUBZ 

ORGANIZATION: ASAF {M&RAJ 
J'AZ NVIIBP: 

j (b)(6) 

TOTAL NO. OF PAGES 

.llfCUIDJNG COVEJll 5 
PBONB .NilildiliR: SEZIDER'S .PJIONE 

l(b)(6) N11MBER: r=::l£b"7-)(-;-::6:-) ----,1 

SUBJECT: .REQt.TEST FO.R COORDINATION ON SI1PPLEJIENTA£ 
ADAmVISTRAT.WE POUCY Gmr.DANCE FOR 1ND.IVJDUALS 
RECEIVJNG ANTBRAX AND SMALLPOX VACCINES UNDER A 
DEPARTDfENT OF DEFENSE VOLt1NTARY Dflfl1NJZATION 
PROGR41t 

Cl URGENTO FOR REVIEWD PLEASE COMMENTD PLEASE REPLY Cl PLEAS~ RECYCl-E 

liiJOOl 



;::::;=,=========::::;--- --- - ---------------- ­ --·--- •... ·- ---
.04130/03 15:05 FAX (b)(6) OSAGWI/MR/MD 

TRANSMISSI ON OK 

TX/RX NO 
CONNECTION TEL 
SUBADDRESS 
CONNECTION ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

********************* 
*** TX REPORT *** 
********************* 

2121 

04/30 15:04 
00'43 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg PJke, Suite 901 
Falls Church, Virl;!inia 22041 d (b)(6) I 

I!'ACSIMl.L.I TRANSMITTAL SHEET 4/30/03 3!5lt06 PM 

T~ ~~=0=~=·------~ 
l<b)(6) 

ORGANIZATION: GENERAL COUNSEL 
.JI'Al[ Nl1.1111ERI 

l<b)(6) 
2'02"AL NO. OF PAGBS 

.INCL11DJNG COVlCil: 5 
PBOim N1711BB.Rt S£111DER'S ~ 

!(b)(6) .Nl1.1t11JBR1 j(b)(6) 

SlJBJECT: REQUEST FOR COORDJNATION ON SVPPLE.MENTAL 
ADJII1N.lST.RATlVE POU.CY GmmANCE FOR .INDlVJDVALS 
RECBlVJNG AlfTBRA% Aim SMALLPOX VACCJNES VNDER A 
DEPART.l.HENT OF DEFENSE VOLVNTARY .IMMUNJZATlON 
PROGRAM 

Cl URGENTD FOR REVIEW[] PLEASE COMMENTD PLEASE imPLY 0 PLEASE RECYCLE 

l(lJOOl 



"04/30/03 15:07 F. (b)(6) OSAGWI/MR/MD 

TRANSMISSION OK 

TX./RX NO 
CONNECTION TBL 
SUBADDRESS 
CONNECTION ID 
ST. TilliE 
USAGE T 
PGS. SENT 
RESULT 

*********•*********** ••a TX REPORT *** 
••••••••••••••••••••• 

2122 
l(b)(6) 

04/30 15:05 
01'32 

5 
OK 

---- -· ---- ·------·- -- --

Deployments Health Support DU'ectorate 
5113 Leesburg Pike, Suite 901 
Falls Church, VIrginia 22041 

J(b)(6) I 

F ACSJMILJ: TR.ANSMITT AL SHEET 4/30/03 3:52:30 PM 

TO: .DIRBCTOR FROM: 
r.:l(b~)(7':6::=) '---------,, 

O.RGANJZATION: DIRECTOR, JOINT STAFF 
.FAX M7JIBER: 

l(b)(6) 

TOTAL NO. OF PACES 

.WCLDDJNG COVM1 5 
PBONE .lVIlllfB£R: BENJ)J!lR'S .PBqNE 

l(b)(6) NVJIBBB:~ li{b~)(:-:::-:6)-----, 

SVBJBCT: REQDEST FOR COORDINATION ON Sl1PPLEMENTAL 
AD.IflNISTRATJVE POLICY GVIIDANCE FOR lND.lVJDVALS 
RECEIVING ANT.l!RAX AND SM'AI.Z,POK VACCINES v.NDER A 
DEPARTJME.NT OF DEFENSE VOLmVTARY .DDJI:1NIZATION 
PROGRAM 

0 URGENTD FOR REVIEWC P:LEASE COMMENTlJ PLEASE REPLY 0 PLEASE RECYCLE 

flJOOl 



.. .. .. .. ·····--.. .... , _______________ ___________ , __ - · .. . ____ _ 
·04/30/03 15:15 FAX (b)(6) OSAGWIIMR/IID 

TRANSMISSION OK 

TX/RX NO 
CONNBCTI ON TEL 
SUBADDRESS 
CONNECTION ID 
ST. TIMB 
USAGE T 
PGS. SENT 
RESULT 

********************* 
an TX REPORT au 
••••••••••••••••••••• 

21.27 
l<b)(6) 

JOINT STAFF SG 
04130 15:13 
01'33 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg Pike. SUite 901 
Falls Churclt, VJrgtnia 22041 

J (b)(6) I 

F'ACSIMILE TRANSl\flTTAL SHEET 4/30/03 3:53:33 PM 

TOt SURGEON GENERAL r.:'FJlO~·==:....__------, 
l<b)(6) I 

ORGANIZATION: JOINT STAFF SVHGEON 
JI'AZ l.fV141lDt 

l<b)(6) 

2'02'A£IfO. OF PACES 

llfCUJ1HNQ COVERt 5 
.PBONE NI1.MZI£R: SEZVDEJI'S PB~ 
_j(b)(6) NrmiB.ER: j{b)(6) 

SVBJECT: REQUEST FOR COO.RDINATION ON SVPPLEMEJVTAL 
ADMlNlSTRilrlVE POUCY GUDDANCE FO.R .lNDlVIDVALS 
RECEJVlNG ANTBRAX AND SMALLPOX VACCINES VNDER A 
DEPARTJMENT OF DEFENSE VOLVNTARY DDfVNJZATION 
P.ROG.RAAf 

0 URGENTC FOR REV1EWD PLEASE COMMENTCl PLEASE REPLY 0 PLEASE RECYCLE 

.NOTBS/CO.MllrfENTS: 
Please ~onfum xec:cipt 

@.1001 



TRANSMISSION OK 

TX/ RX NO 
CONNECTI ON TBL 
SUBADDRESS 
CONNECTI ON ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

••••••••••••••••••••• 
*** TX REPORT *** 
••••••••••••••••••••• 

2128 
l(b)(6) 

J HAMRE 
04/30 15:12 
00'45 

5 
OK 

- -------- -------· --·. 

Deployments Health Support Directorate 
6113 Leesburg Pike, Suite 901 
Falls Chureb., VirgiDia 22041 

J (b)(6) I 
li'ACSIMILE TRANSMITTAL SHEET 4/30/03 3:53:33 PM 

TO: SURGEON GE.NERAL .F.ROif: 
r:::!(b~)'-:-:(6:-:-) ---.....,, 

ORGANIZATION: JOINT STAFF SVRGEON 
FA% NUMIJERt 2'02".4£ 110. 08 .PAGES 

j(b )( 6) .INCLmm'IG COVER> 5 

SlJBJECT: REQUEST POR COORDJlfATlON ON SVPPLEMENTA£ 
ADmNISTRATIVE POUCY GODDANCE FOR INDIVJDUAIS 
REClUVING A1VTBRAX AND SMALC.POX VACCJ'NES VNDBR A 
DEPARTIMENT OF DEFENSE VOLVNTARY Df.lfl1MZATION 
PROGRAM 

Cl URGENTO FOR REVIEW[] PLEASE COMMENTO PLEASE REPLY 0 PLEASB RECYCLE 

NOTES/CO.MMEN7S: 
Please contitm receipt 



. . 04/30/03 15:08 FAXI(b)(6) 
------------ -· ·-----

TRANSMISSION OK 

TXIRX NO 
CONNECTION TBL 
SUBADDRESS 
CONNECTION ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

OSAGWI/MRIMD 

********************* 
*** TI REPORT saa 
********a•*********** 

2123 
l<b)(6) 

USA- SG .Rev 
04/30 15:07 
00'46 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg Pike, SUite 901 
FaDs Church. Vkginia 22041 

raJ(b)(6) I 

FACSIMIL! TllANSMITT.AL SHEET 4/l0/03 3:53:33 PM 

TO: SURGEON GENERAL QOJI': 

l(b><6> I 
ORGANIZATION: SURGEON GENERAL OF T.BE ARMY 

TOTAL NO. OF PAGBS 

l(b)(6) Jl'ICI.IlDJNG COVER: 5 

SVBJECT: REQUEST FOR COORDJNATION ON St7PPLEMENTAL 
ADMIMSTRATIVE POUCY GVDDANCE FOR .INDJVJDD'ALS 
.RECEIVJNG ANTBRAX AND SMAlf,POX VACCINES 111VD.BR A 
D.EPART.IJfENT OF DEFENSE VOLVNTAKY .mDIUNIZATlON 
PROGRAM 

D URGENTCI FOR REVIEWO PLEASE COMMENTD l'X..EASE REPLY D PLEASE RECYCLE 

~001 



• I 04130103 15:10 F. (b)(6) --·· - -· ··- ··- ---

TRANSMISSION OK 

TXIRX NO 
CONNECTION TEL 
SUBADDRESS 
CONNECTION ID 
ST. TilE 
USAGE T 
PGS. SENT 
RESULT 

OSAGWI/MRIHD 

********************* 
*** TX REPORT *** 
********************* 

2124 
l(b)(6) 

NAVY SG 
Of./30 15:09 
00'43 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg Pike. Suite 901 ?Wxmmarl 

FACSIMILE TRANSMITTAL SBEET 4/30/03 3:53:33 PM 

TO: SURGEON GENERAL FaOMt 
r=! {b~)(~6):"'-'-----,, 

ORGAMZATION: SVROEON GENERAL OF TBE NAVY 
TMAL NO. OF PAGES 

l(b)(6) DiCWDINGOOVBH: 5 

'i!hx6~RR; SBWDEB"S PBONB 
·--- .lVIlJf8all: l(b)(6) 

SUBJECT: REQUEST FOR COORDINATION ON S'DPPLEMENTAL 
ADMJlVIST.RATIVE POUCY GVDDANCE FOR JNDJVJDUALS 
RECEJVlNG ANTHRAX AND SM4LLPO.X VACCINES VN.D&R A 
DEPARTDIENT OF DEFENSE VOLVNTARY .lMIRlNIZATION 
PROGRAM 

0 URGENTO FOR REVIEWO PLEASE COM-MENTO PLEASE REPLY D PLEASE RECYCLE 

fljOOl 



.. 

TRANSMISSI ON OK 

TX/RX NO 
CONNECTION TEL 
SUBADDRESS 
CONNECTION ID 
ST. TIME 
USAGE T 
PGS. SENT 
RESULT 

OSAGWI / MIVMD 

********•************ 
*** T.X REPORT *** 
$88$$8$$$SaSSS$8$888a 

2126 
l(b)(6) 

USAF SG 
04/30 15 : 10 
01'12 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg PJke, Suite 901 

7 . VfnriuiD 22r 
FACSIMILE TRANSMITTAL SBE!:T 4/30/03 3 :53:33 PM 

TO: SURGEON GENERAL ~JI.R~O~M.~: -----, 
l<b)(6) I 

ORGANIZATION: SURGEON GENERAL OF TBE 
AIR FORCE 

.FAX JmMBER: 

l<b)(6) 
.PJIONB NJJ'M!IPi 

l<b)(6) 

T0'1'AL NO. 011' .PAOBS 

lNCUIDJNG CO'V.I:RI 5 

SUBJECT: R.BgOEST FOR COORDJNATION ON SUPPLEMENTAL 
AD.IflMSTRATIVB POUCY GVDDANCE FOR lNDJWDUALS 
.RECEIVJNG ANX.BRAX AND SMALLPOX VACCINES V'ND.BR A 
DEPARTDIENT OF DEFENSE VOLVNTARY DDWNIZA.TlON 
P.ROGHAif 

IJ U.RGENTD FOR REVIEWO PLEASE COMMENI'IJ PLEASE REPLY [J PLEASE RECYCLE 

!aJOOl 



- --- - ··- ---------,:..,;· ·::..:,.· :,....· ,..,.....--:...:· ·..::.:··-::..:-·.::.::··· =,------------------------------ ·---- - - -
04/30/03 15 : 18 FAX (b)(6) OSAGWIIMR/MD fa~001 

TRANSMISSION OK 

Tl/RX NO 
CONNECTION TEL 
SUBADDRBSS 
CONNECTION ID 
ST. TUm 
USAGE T 
PGS. SENT 
RESULT 

********************* 
*** TI REPORT aaa 
*****************•••• 

2128 
l(b)(6) 

04/30 15:15 
00'43 

5 
OK 

Deployments Health Support Directorate 
5113 Leesburg Pike, Suite 901 
Falls Churcb, Vgginia. 22041 

J (bX6) I 

FACSIMILE TRANSMITTAL SHEET 4/30/03 3;54:32 PM 

no•: 
l(b)(6) 

ORGANJZATION: U.S. COAST GUARD 
FA% .lVVIIB.ER; 

!(b)(6) 
.PBONE 1VI1JIBEII: 

!(b}(6} 

2'02'Al.. NO. OF PACBS 

JlVCWD.IllC COURt 5 

SVBJEC'l': .REQDEST FOR COO.RD.INATION O.N SUPPLEMENTAL 
ADJirUlVJSTRATlVE POLICY GV.IIDANCE FOR .INDJVD>UAI.S 
RECEJVlNG ANT.B.RAX AND SJfAU..POX VACCJNES D'NDER A 
DEPART.l.IIENT OF DEFENSE VOLDNTARY .Df.Ml1NJZATION 
PROGRAM 

C URGENTO FOR REVIEWO PJ.EASE COMMENTC PLEASE RE.PLY 0 PLEASE RECYCLE 



.. 

' 

DMMC Control #I 

2003113-0000003 
THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 2.030H200 

APR 2 9 2:00' 
HEALTH AFFAIRS 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSIST ANT SECRETARY OF THE AIR FORCE (SAFIMI) 
CHAIRMAN, JOJNT CHIEFS OF STAFF 
EXECUTIVE DIRECTOR, TRICARE MANAGEMENT ACTIVITY 

SUBJECT: Vaccination of New Recruits Against Hepatitis B 

In the 2002 DoD Appropriations Conference Report,. Congress requested DoD to begin 
vaccinating all new recruits against Hepatitis B, to be funded through a "carve out" of $8.4 
million from the 2002 appropriations to begin the vaccination program. 

In response to this Congressional request, I direct the Services to plan and implement a 
vaccination program to vaccinate all new recruits. Current DoD policy requires that aU health 
care personnel, Army persoMeJ assigned to Korea, and military personnel traveJing to high-risk 
areas of the world, be immunized against hepatitis B. The Centers for Disease Control and 
Prevention's Advisory Committee on Immunizations Practices recommends that all health care 
workers and all infants be vaccinated against hepatitis B, and a catch-up program to immunize 
older children be instituted as feasible. In addition, adolescents with higb·risk factors should be 
immunized. Many states have required vaccination against hepatitis B as a requirement for 
school or childcare entry. As a result, the Services should consider serologic testing as part of 

·.._.· the immunization program if it is cost beneficial. The Services should submit their 
implementation plans to this office within 30 days. The vaccination programs should be 
implemented NLT July 1, 2002. 

Attached are vaccination program ~ost estimates that may be useful to the Services in 
developing and implementing Service-specific programs. 

Because current funding is for FY 02, the Services should submit requirements for the 
program for FY 03, and include pro,ram-specific funding requirements in the FY 04-09 POM 
submission. Please note that prelimmary program estimates far exceed the initial $8.4 million 
"carve-out." 

Attachment: 
As stated 

cc: 
Surgeon General of the Army 
Surgeon General of the Navy 
Surgeon General of the Air Force 
USMB 
USCG 



.. --·--····· 

. .. 

L4epatitis B Vaccination Policy US Army WRAIR Prev Med 
0 LTC~lb}(6} 

"Strategy l(b)(6 
1·Mar-02 

1. Serologic screen 
Year 2002 2003 2004 
Accessions 257190 257190 257190 
Cost Titers $2,571,900 $2,700,495 $2,829,090 
% Vaccinated 6% 10% 19% 
Non-immune 241759 231471 208324 
Cost Vaccinate $17,164,861 $17,256,163 •$16,270,097 
Total Cost $19,736,761 $19,956,658 . $19,099,187 

2. Universal vaccination 
2002 2003 2004 

Accessions 257190 257190 257190 
Total Cost $18,260,490 $19,173,515 $20,086,539 

3. Vaccinate those not vaccinated as a child 
2002 2003 

Number 241759 231471 
Total cost $17.164,861 $17,256,163 

Includes 5% amortization of the cost of titer and vaccine 
Assumes cost of 3 dose vaccine at $71 and titer at $10 

2004 
208324 

$16,270,097 

2005 2006 S YR Total 
257190 257190 1285950 

$2,957,685 $3.086.280 $14.145.450 
37% SOOk 

162030 128595 972178 
$13,229,725 $10,956,294 $74,877,139 
$16,187,410 $14,042,574 $89,022,589 

2005 2006 5 YR Total 
257190 257190 1285950 

$20,999,564 $21,912,588 $100,432,695 

2005 . 2006 5 YR Total 
162030 128595 972178 

$13,229,725 $10.956,294 Sl4,877 ,139 

~ssumes constant accession number per year and age/home state distrib~tion from 2002 to 2006 
-~ .... ~ 
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PCDOC:34416 
SUBJECT: Vaccination of Recruits Against Hepatitis B 

. ....__.. 

COORDINATIONS 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

HEALTH AFFAIRS ACTION :MEMO 

March 21, 2002, 3:00PM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness 'Se.4. u..n6c2.Y' 

SUBJECT: Vaccination of Recruits Against Hepatitis B 

• In the 2002 DoD Appropriations Conference Report, the Congress requested DoD 
to begin vaccinating all new recruits against hepatitis B, calling on DoD to "carve 
out" $8.4 million from the 2002 appropriations to begin the vaccination program. 

• CDC Advisory Committee on Immunizations Practices currently recommends that 
all health care workers and infants should be vaccinated against hepatitis B, and a 
catch-up program to immunize older children be instituted as feasible. 
VaccinatiOn is also recommended for infants of hepatitis B carriers, STD patients, 
adolescents with high-risk factors, and international travelers to high-risk 
countries. In addition, many states have required vaccination against h~atitis 8 
as a requirement for school and/or childcare entry. DoD policy follows CDC 
recommendations. In addition, the Army soldiers assigned to South Korea, and 
military deployments to high-risk areas of the world are immunized. Initial review 
of data ind1cate that up to 20%+ of incoming recruits may already be vaccinated. 
As a result, the Services should consider serologic testing as part of the 
immunization program if it is cost beneficial. 

• Although, initial review of data indicate low incidence of cases, and prevalence · 
rates similar to the civilian population, vaccination of recruits (two-ffiirds of whom 
are teenagers) is a sound pubbc health practice and will contribute significantly to 
reducing the burden of disease in the US. 

• Annual estimated costs for serolo~ic testing and vaccination of new recruits DoD­
wide are $20 million. Services will need to carve out the program costs from both 
the FY02 and FY03 appropriations, and submit program costs as part of the 
FY04-09 POM. . 

RECOMMENDATION: Approve the memorandum and attachments, and sign the 
attached memorandum .. (TAB A) 

COORDINATION: TAB B 

Attachments 
As stated: 

Prepared by COLI(b)(6) !Program Director, PM.&S, FHP&RJ(b)(6) 
PCDOC: 34416 ......__ _____ ___, L... __ ___. 



·--~-· · -- .. . . ·- - ··· ·-· · -·· ... -·· · ... . ·--------· ·--··· ··· · ·· .. · · ······- · ·- ·· . .. .. 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE . 

WASHINGTON. DC 20301·1200 

HEALTH AFFAIRS ACTION MEMO 

·..__.. 

March 21, 2002, 3:00·PM 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection and Readiness ~ u.nJG?..Y' 

SUBJECT: Vaccination of Recruits Against Hepatitis B 

• In the 2002 DoD Appropriations Conference Report, the Congress requested DoD 
to begin vaccinating all new recruits against hepatitis B, calling on DoD t6 "carve 
out" $8.4 million from the 2002 appropriations to begin the vaccination program. 

• CDC Advisory Committee on Immunizations Practices currently recommends that 
all health care workers and infants should be vaccinated against hepatitis B, and a 
catch-up pro~am to immunize older children be instituted as feasible. 
Vaccination 1s also recommended for infants of hepatitis B carriers, STD patients, 
adolescents with high-risk factors, and internatiomil travelers to high-risk 
countries. In addition, many states have required vaccination against h~atitis B 
as a requirement for school and/or childcare entry. DoD policy follows CDC 
recommendations. In addition, the Anny soldiers assigned to South Korea, and 
military deployments to high-risk areas of the world are immunized. Initial review 
of data indtcate that up to 20%+ of incoming recruits may already be vaccinated. 
As a result, the Services should consider serologic testing as part of the 
immunization program if it is cost beneficial. 

• Although, initial review of data indicate low incidence of cases, and prevalence · 
rates similar to the civilian population, vaccination of recruits (two-thirds of whom 
are teenagers) is a sound public health practice and will contribute significantly to 
reducing the burden of disease in the US. 

• Annual estimated costs for serolo~c testing and vaccination of new recruits DoD­
wide are $20 million. Services wdl need to carve out the program costs from both 
the FY02 and FY03 appropriations, and submit program costs as part of the 
FY04-09 POM. 

RECOMMENDATION: Approve the memorandum and attachments, and sign the 
attached memorandum .. (TAB A) 

COORDINATION: TAB B 

Attachments 
As stated: · 

Prepared by COLI(b)(6) I Program Director, PM,&S, FHP&Rj(b)(6) 
PCDOC:3~16 L-----------~ ~-----~ 
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tr.' Distribution 
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THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301·1200 

NEAL.TH AFFAIRS ,~ 
AUG 2 7 2003 

MEMORANDUM FOR ASSISTANT SE~ARY OF DEFENSE (HOMELAND 
DEFENSE) 

SUBJECT: Mutual Support for Domestic Medical Preparedness and Response 

My Deputy Assistant Secretary of Defense (Force Health Protection and Readiness) met 
several times with Mr~(b )~ 6) land Mr~ (b)( 6) ~f your office to discuss mutual concerns regarding 
emerging homeland secunty policies and programs, and the need for close coordination between 
our offices on medical matters. 

They agreed that a fonnal mechanism must be established to ensme that issues arising from 
interagency and White House meetings (e.g. emerging homeland security matteiS in the health 
and medical realm) are routinely exchanged between us and our senior level staffs. To ensure 
you and I have the opportunity to share executive communication. I propose that we establish a 
quarterly meeting just for this purpose, beginning in October. Our conclusions may be used as 
guiding input for collaborative planning by both of our offices. 

Ms. Embrey has prop()sed to support our mutual concerns by placing two subject matter 
experts from her staff to alternately work several days per week in your office to shape to our 
mutual satisfaction, important emerging policies with respect to medical readiness and 
consequence management support. I concur with this approach and would welcome the 
opportunity to have our staffs work together to shape this important capability to meet botb of 
our needs. 

I look forward to working more c1osely with you and your staff. If you have any auestions or 
concerns about my proposal. please call my office or contact Ms. Embrey at I (b)( 6) I 

William Winkenwerder. Jr .• MD 



l(b)(6) b1v, OASD(HA)ITMA 

From: l(b)(6) ICIV, OASD(HA)fTMA 

Sent Wednesday, Apnl23, 2003 1 o 55 AM 

To· ._l<b_)(_6) ____________ ___, 
SubJect: FW Meetmg wrth ASD McHale, Homeland Defense 

Carolme Toptcs are 

Btodefense vacc.nes 
Btodefense Vaccmes & lmmunologtcs IWG 
Btosh1eld 
Btodefense Vaccmat1on Pohctes 

Surve1Uance - COC/000 Capabllrt1es 
SARS 

Nabonal Laboratory Response Network 
Nattonal Dtsaster Med1cal System 
Response to Cnticallnctdents 

Anthrax 
Bot/Piauge 

Nattonal Pharmaceutical Stockpile 

I've attached some prep matenals 

(b)(6) 

ense 

Page 1 of 1 

eo~ (b)(6) I ~. 
11ns meet1ng 1s scheduled for thiS Thursday at BAM McHale's office ts lookmg for a hst of dJSCuss1on 1op1cs l.ttd' i { 
Dr Wmkenwerder has requested Ms Embrey's office come up With the hst for h1m 

Wtll you send me the short hst so I can let McHale's office know what the topiCS w111 be? 

Thanks. 
l<b)(6) 

4/23/2003 



HEALTH AFFAIRS 

------------·--·--·---··· .... ·-·--------- ----

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

May 6, 2003 10:00 AM 

FOR: ASSIST CRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: au"'-- bf y, ~S , (Force Health Protection and Readiness) 

SUBJECT: Report to Congress on Separations as a Result of Refusing to Participate in 
the Anthrax Vaccine Immunization Program (A VIP). 

• At TAB A is a draft Report to Congress on Separations as a Result of Refusing to 
Participate in the A VIP with a cover letter from Dr. Winkenwerder requesting 
coordination. 

• Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires 
the Secretary of Defense to submit to Congress an annual written report. on the number 
of members of the Armed Forces who have been separated as a result of refusing to 
participate in the A VIP. 

• Coordinating offices will be given two weeks from the date of the coordinating letter 
to respond. 

RECOMMENDATION: Sign letter at TAB A and forward for coordination. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by CDR,__j(b-)(6_) __ ----JjDHSD~.....__(b-)(6_) __ ......~I PCDOCs# "\ '\'·I( '/; 
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HEALTH AFFAIRS 

THE ASSISTANT SECRETARY OF DEFENSE 

1 200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR UNDER SECRETARY OF DEFENSE, PERSONNEL & READINESS 
ASSISTANT SECRETARY OF DEFENSE, LEGISLATIVE AFFAIRS 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 
DIRECTOR, JOINT STAFF 
DIRECTOR, MILITARY VACCINES OFFICE 

SUBJECT: Report to Congress on Separations as a Result of Refusing to Participate in the 
Anthrax Vaccine Immunization Program (A VIP). 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of 
separations resulting from refusing to participate in the Anthrax Vaccine Immunization Program. 

Request your coordination on the attached package no later than two weeks from th.e date 
of this memorandum. 

l(b)(6) 

William Wink:enwerder Jr., MD 

Attachments: 
As stated 



Service 

Army 

DEPARTMENT OF DEFENSE 
·REPORT ON 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TO PARTICIPATE IN THE ANTHRAX VACCINE 

IMMUNIZATION PROGRAM 
(January 1, 2002, through December 31, 2002) 

Separations Component Rank 

0 Active N/A 
0 Guard N/A 
0 Reserve N/A 

······--- .. ·----

Total 

0 
0 
0 

Note: One reported separation occUlTed in the 2003 and will be reported in a subsequent report 
covering the 2003 timeframe. 

Navy 0 Active N/A 0 
0 Guard N/A 0 
0 Reserve NIA 0 

Air Force 1 Active E-4 1 
0 Guard N/A 0 
0 Reserve NIA 0 

Marines 0 Active N/A 0 
0 Guard N/A 0 
0 Reserve N/A 0 

Services Total --------------------------------------------------------------~ 1 
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262 I'm a tennis fan. I think we'll start with you, Dr . 

263 Winkenwerder. 

264 STATEMENTS OF WILLIAM WINKENWERDER, JR., M.D., M.B.A., 

265 ASSISTANT SECRETARY OF DEFENSE FOR HEALTH AFFAIRS, DEPARTMENT 

266 OF DEFENSE, ACCOMPANiED BY MICHAEL E. KILPATRICK, DEPUTY 

267 DIRECTOR FOR THE DEPLOYMENT HEALTH SUPPORT DIRECTORATE, 

2 6 8 DEPARTMENT OF DEFENSE; ROBERT H. ROSWELL, M.D. , UNDER 

269 SECRETARY FOR HEALTH, DEPARTMENT OF VETERANS AFFAIRS, 

270 ACCOMPANIED BY K. CRAIG HYAMS, CHIEF CONSULTANT, OCCUPATIONAL 

271· AND ENVIRONMENTAL HEALTH, DEPARTMENT OF VETERANS AFFAIRS 
~ . 

272 STATEMENT OF WILLIAM WINKENWERDER, JR • 

273 Dr. WINKENWERDER. Thank yo?, Mr. ~airman .. _ .. Mr ... : 

274 Chairman, members of the subcommittee, thank you for the 

275 opportunity to appear here today. With your permission, I 

276 will summarize my written statement. And also with me today 

277 to answer questions, if that is acceptable to you--. 

278 Mr. SHAYS. That is fine. 

279 Dr. WINKENWERDER. --is Dr. Michael Kilpatrick, whom 

280 you've already introduced. 

281 I want to begin-- • 
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282 

283 

284 

285 

286 

287 

288 

289 

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 condolences to those of 

President Bush and the Secretary of Defense for the families' 

of the United States casualties since operations began last 

290 week. Each of you is in our prayers. Our country's ultimate 

291 weapon against any enemy is the valor of the men and women in 

292 our armed services who serve the cause of freedom. They 

293 comprise the most powerful force on Earth, and, in this 

294 particular case today, a force for peace and liberation of 

295 the Iraqi people . 

296 On behalf of all the men and women in medical service to 

297 our Armed Forces, I want to recognize the cause for which 

298 many have now given their lives and the efforts to ensure th~ 

299 safety of everyone engaged in this conflict. The courage, 

300 skill and discipline of our military medical personnel is 

301 matched only by the high-quality, swift and effective medical 

302 care that they provide. 

303 You have already seen reports by embedded media of heroic 

304 acts by U.S. Armed Forces medics to save lives; for example, 

305 the MediVac crews and surgical teams that have gone into very 

306 dangerous situations. we can be assured that today such acts 
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307 will continue, and they will continue until our final mission 

308 is accomplished. In Operation Iraqi Freedom we have more 

309 than sufficient capability to move casualties from their 

310 point of wound to any level of care their injuries might 

311 

312 

313 

314 

315 

316 

317 

318 

319 

320 

321 

322 

323 

require. We have more than sufficient medical supplies, • 
.. .,...... 

including blood supplies, for all of our troops operating_the 
-'\ 

field, and all of this is regulated by an integrated 

logistics system in the theatre. 

Our medical and soldiers--our 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 of Defense for Health Affairs, 

safeguarding the health and safety of our military members is 

my highest priority. our force health pr~teo.~ion ~rogram ~~s 
. ,. . .. , .... ..: 

324 made great strides based on the lessons learned from the Gulf 

325 War and subsequent deployments. · I believe our efforts are in 

326 line with your own objectives, as these have been expressed 

327 in public law. 

328 .The Department is committed to providing an ongoing 

329 continuum of medical service to service members from entrance 

330 into the military through their separation and as many 

331 transition to the Department of Veterans Affairs after their 
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332 service . 

333 The vigorous requirements of entrants' physical exams, 

334 periodic physical examinations, periodic HIV screening, 

335 annual dental examinations, routine physical training and 

336 periodic testing and then regular medical record reviews are 

337 all part of this continuum. 

338 We've established a comprehensive program to sustain and 

339 document our service members' health and fitness for duty. 

340 All deploying personnel are required to complete individual 

341 predeployment health assessments. These health assessments 

342 

343 

344 

345 

346 

347 

348 

349 

350 

351 

352 

353 

354 

355 

356 

are coupled with a review of medical and immunization 

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

and if a blood serum sample has been drawn within the prior 

12 months. This information is considered, along with the 

availability of personal protective and medical equipment. 

Predeployment briefings on deployment-specific health threats 

and countermeasure~ are also provided. All personnel 

complete postdeployment health assessments when they return. 

Any indication of health concerns results in an 

individual health review and, if appropriate, referral for 

further medical evaluation or testing. These health 

assessments are to be maintained in the individual's medical 

records and centrally in electronic format in the defense 

medical surveillance system. 

Additionally, all immunizations are tracked by 
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357 service-specific systems, and the data are fed into a central 

358 database. We're currently transitioning from paper-based 

359 medical records to automated medical records for patient 

360 encounters and reporting of nonbattle and disease events. 

361 Health care focused on postdeployment health concerns is 

362 available through both military and VA providers who are 

363 using jointly the postdeployment health clinical practice 

364 guidelines. These guidelines were designed to ensure that 

365 the medical providers render effective and appropriate 

366 

367 

368 

369 

370 

371 

372 

373 

374 

375 

376 

377 

37'8 

379 

380 

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 

of deployment-related health issues. 

Desert Shield, Desert Storm.taught us knowledge of the 

environment is vital if we're to protect the health of our 

service members. Today the Army's Center for Health 

Promotion and Preventive Medicine conducts environmental 

health assessments that enable intelligence preparation of 

the battlefield before and during deployments. This unit 

employs equipment to monitor the combat environment, and it 

samples soil, air and water. They also perform extensive 

381 environmental assessments of staging areas and base sites . 
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382 This information is used to make determinations of where we 

383 can safely put our military people. We also archive that 

384 information so that we can go back amend, look at it later to 

385 evaluate for correlation between an area of known or 

386 suspected exposure and illness that may appear in the future. 

387 In the past few months, we've been working to develop and 

388 have implemented a joint medical workstation. This is an 

389 important development. We're using a Web-based force health 

390 protection portal to our classified system, and DOD now has 

391 the electronic capability to capture and disseminate 

392 real-time and near real-time information to commanders about 

393 in-theatre medical data, patient status, environmental 

394 hazards, detected exposures and critical logistics 

395 information like blood, beds and equipment availability. 

396 The transition from paper-based processes to automated 

397 systems offers us a much greater opportunity for collecting 

398 and analyzing medical informa·tion that is useful in real 

399 time. We proceed with that work with an awareness of 

400 operational security and personal security for our service 

401 members who expect their medical records to remain 

402 confidential. 

403 When we deploy, we bring a formidable medical capability. 

404 This includes far-forward surgical care, and we've -seen this 

405 on the battlefield just in the past few days; medical 

406 evacuation assets, with the ability to provide intensive 
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407 

408 

409 

410 

411 

412 

413 

414 

415 

416 

417 

418 

care, ICU care, inside an airplane; and ship-based medical 

capabilities. 

In the event of a biological or chemical attack, we also 

maintain significant decontamination equipment and the 

ability to treat both chemical and biological casualties. 

All services have made training improvements, and they've 

been significant to do that, to assure that their medical 

personnel can work successfully in a contaminated environment 

and decontaminate and rapidly evacuate their patients to 

safer environments. 

Much has been accomplished' in the past decade. OUr level 

of effort and our capability to protect our forces is 

419 unprecedented in military history. However, today we face 

420 

421 

422 

423 

424 

425 

426 

427 

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 to you, to our service 

members, to their families, to the American people is that 

we' ·re. prepared,. and we have extraordinary capability to 

protect and care for our people. 

428 Mr. Chairman, I thank you again for inviting me here 

429 today. I'm pleased to answer your questions, and I know 

430 there will be many. Thank you. 

431 Mr. SHAYS. I thank you • 
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566 I'm pretty clear, when we voted on this law, what that 

567 meant to me. I'm just curious to know why we're not seeing 

568 

569 

570 

571 

572 

573 

574 

575 

576 

577 

578 

579 

580 

581 

582 

583 

584 

585 

586 

587 

588 

it implemented. And, Dr. Winkenwerder, would you kind of 

tell me why not? 

Dr. W!NKENWERDER. We believe that we are following 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 medical condition. 

I think that's the operative point. It is to understand 

what is the baseline health, and when one is looking at a 

young generally healthy population, 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 as a physician, that history-taking 

is really the most useful information to get a picture of the 

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

physical examination. usually those types of examinations 

are of very limited value. 

We do perform periodic 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, 

589 you're not meeting the letter of the law clearly, and r don't 

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

592 ·should be a self-assessment. Where in the law do you read 

593 self-assessment? 

594 Dr. WINKENWERDER. Well, it is not only a 

595 self-assessment. There is a review by a medical provider 

596 . with questioning by the medical provider that gets at the 

597 

598 

599 

600 

601 

602 

603 

604 

605. 

history of the individual, 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 

folks came home sick; 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 sick, and you knew they were sick just looking at them. 

606 And then when you heard their history--so we then reversed 

607 

608 

609 

610 

611 

612 

613 

614 

615 

it. So we had them go first and then had the VA and DOD .~orne. 
.... ("v··· .. ~ ... 

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 you'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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616 Dr. WINKENWERDER. Well, again, medical examination and 

617 physical examination are not synonymous. Some may have read 

618 that to be the same, but as a physician, I would say that 

619 they're not the same. 

620 Mr. SHAYS. You know--. 

621 Dr. WINKENWERDER. What we're attempting to do~ 

622 really--to answer your question, which I think is a very fair 

623 question, is to ensure that we have a good baseline of 

624 information for every individual that gives us what we need 

625 to know about the health status of that individual. 

626 Now, I will--I'll stop at that. I was going to go into 

627 the issue of the postdeployment. 

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

629 Let me just say before I recognize Mr. Kucinich that one 

630 of the challenges with the concept of medical examination 

631 versus physical examination is that it reminds me of what was 

632 alluded to by Mr. Kucinich when we went to DOD and questioned 

633 whether our troops had been exposed to chemical weapons, and 

634 we found them using the word, they weren't exposed to 

635 offensive use of chemicals. 

636 And then we had a hearing in which we had a video of the 

637 blowing up of Khamisiyah, and DOD has a press conference on 

638 Friday at 4 o'clock before our Tuesday hearing to disclose 

639 that ou~ troops were exposed to defensive chemical exposure. 

640 And I just hope we're not getting a play on words here . 
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641 

642 

So at any rate, Mr. Kucinich, you have the floor. 

Mr. KUCINICH. Thank you very much, Mr. Chairman. Again, 

643 I want to thank you for demonstrating your concern for the 

644 men and women who serve by calling this hearing. 

645 Dr. Winkenwerder, I would like to ask you about the press 

646 release that you issued in January. In it you made a broad 

647 statement. You said the u.s. military is prepared to protect 

648 its personnel against the use of biological weapons. That's 

649 a direct quote. You stated that, quote, America's troops are 

650 well trained and protected with a robust multilayered set of 

651· 

652 

653 

654 

655 

656 

657 

658 

659 

660 

661 

defenses against bioweapons, unquote. 

Now, you say the troops are prepared. Does your· 

definition of prepared include training in a realistic 

environment? 

Dr. WINKENWERDER. Yes. 

Mr. KUCINICH. But, Dr. Winkenwerder, the GAO testified 

before this subcommittee last .. fall, quote, no realistic field 

exercises for medical personpel of chemical and biological 

defense have been conducted~ .None. How can you say that 

you're prepared with no chem-bio field exercises· for your 

medical personnel? 

662 Dr. WINKENWERDER. That study, ·if it is the same one that 

663 I believe you're referring to, was in 2001. That is the time 

664 when ·that information was collected was approximately 2 years 

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



• 

• 

• 

HG0084.060 PAGE 34 

666 been an intensive effort to train a large number of people, 

667 both nonmedical and medical. 

668 When I took my position about 18 months ago and then was 

669 before this committee about 14 months ago or 13 months ago, I 

670 think, now, I committed to you that this matter of training 

671 people would be one of my highest priorities. 

672 Mr. KUCINICH. Thank you. 

673 Dr. WINKENWERDER. And let me just say, we issued--. 

674 Mr. KUCINICH. Doctor, I've got a question here that is a 

675 follow-up, and I appreciate you taking this time to answer 

676 the question, but I have another question. 

677 Dr. WINKENWERDER. Okay. 

678 Mr. KUCINICH. And that is that are you familiar with the 

679 war game called Millennium Challenge 2002? 

680 Or. WINKENWERDER. Generally. So yes, I--. 

681 

682 

683 

684 

685 

686 

687 

688 

689 

690 

Mr. KUCINICH. You say we're talking about 2001. Now 

let's go to 2002. That was the largest war game in American 

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

It involved over 13,000 soldiers, sailors, airmen. But when 

the commander claimed the enemy wanted to simulate the use of 

chemical weapons, he was told to disclose his troop locations 

and be destroyed. He told the Army Times that instead of 

testing against the most urgent threats, the game was rigged. 

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

this report realistic field testing had not been.done? 
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6 91 Dr. WINKENWERDER. I'm not going to try to speak for our 

692 commanders in the field, Army officers that planned and 

693 conducted those exercises. 

694 Mr. KOCINICH. But how do you answer the question, 

695 though? Do you have an answer to that question? 

696 Dr. WINKENWERDER. Well, I can't answer your question, 

697 because I'm not in a position--. · 

698 Mr. KUCINICH. Let me move on to the next question if you 

699 can't give me an answer. 

700 Mr. WINKENWERDER. Well, let me just stay this. I stand 

701 by what I've said in terms of the preparation of our medical 

702 personnel to operate in those environments, the preparation 

703 and training to care for people, whether there's been 

704 exercises-- . 

705 Mr. KOCINICH. Doctor, Doctor, with all due respect, you 

706 said you stand by what you said, but I gave you an example 

707 that contradicted what you said, but you still .stood by what 

708. you said. Now, I just want that on the record. 

709 

71•0 

711 

71:2 

713 

714 

715 

Does your definition of "prepared" include providing 

troops with the minimum level of necessary chem-bio equipment 

as said by you and the Defense Department? 

Dr. WINKENWERDER. The minimum level of equipment to 

protect people would be part of being prepared, absolutely. 

Mr. KOCINICH. And in light of all the equipment 

shortages identified by the GAO, the critical deficiencies 
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741 JSLIST suits, which then you could interpret as not meeting 

742 the minimum requirement. The JSLIST suits have 30 days each 

743 to them. 

744 Dr. WINKENWERDER. Right. 

745 ·Mr. KUCINICH. Mr. Chairman, here is the letter. 

746 Mr. SHAYS. We'll put that in the record. 

747 [The information follows:] 

748 ******** COMMITTEE INSERT ******** 
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749 Mr. KUCINICH. Here's the letter, here's the response, 

750 and it's very clear the answer was no. 

751 Mr. SHAYS. For the record, since this is so technical, 

752 find the--where the no is on that letter. 

753 Mr. KUCINICH. The text of this does not answer the 

754 question as far as certification. 

755 Mr. SHAYS. Okay. 

756 Mr. KUCINICH. She asked for certification. If the 

757 Secretary of Defense will not certify that these suits are 

758 okay, the American people have a right to know that. The 

759 answer was no. 

760 Mr. SHAYS. I got the same letter, and my interpretation 

761 of it was that he was certifying that they would have--well, 

762 I first have to make sure I have the same letter. I'll look 

763 at it and then--. 

764 Dr. WINKENWERDER. I want to attempt to answer your 

765 question, even though I want to be clear that the is~ues 

766 you're talking about are not within my area of 

767 responsibility, but I don't want to avoid trying to answer 

768 the issue that is in front of us. 

769 Mr. SHAYS. I realize we have a 5-minute rule, but I will 

770 extend a little more time if a Member, you know, is nervous 

771 that the answer is a little long. But I don't want to have 

772 the answer not be thorough enough to respond. 

773 Dr. WINKENWERDER. The issue with respect to chemical 
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774 protective suits, I believe you're referring to, is the 

775 number of them, and each s~rvice member has been issued at 

776 least two, and I'm told--the information I have is that each 

777 will have three within a matter of less than a week. 

778 

779 

780 

781 

782 

783 

784 

785 

786 

787 

788 

789 

790 

Now, obviously that's to reach 100 percent. So they've 

been moving towards that target obviously for the l~st 

several weeks. So the--and then I think there was another 

issue with some defective suits, and, again,· I'm going to 

relate to you 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. SHAYS. Well, we'll be here for a bit, so we can nail 

this one down. 

Mr. Turner. 

Mr. TURNER. Dr. Winke~werder, I just recently met with 
... ~ . .. .. 

791 representatives from the Ohio National Guard, and they were 

792 talking to me about. the issue of National Guard reservists 

793 that do not have a continuous health care coverage. They 

794 have indicated numbers between 20 and 40 percent of the 

795 reservists do not have continuous health care coverage for 

796 insurance. 

797 To what extent do you have a concern that that might have 

798 an impact on the medical condition of those deployed? 
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799 Dr. WINKENWERDER. If I might just ask you, the 20 to 40 

800 percent, is this without health insurance coverage, and 

801 they're sort of private--. 

802 Mr. TURNER. Correct. Correct. 

803 Dr. WINKENWERDER. My hope is that it would not impact 

804 upon their health status. We do have a check on that, 

805 however, and that is that we require a certain level of 

806 medical readiness before people come on to Active Duty, and 

807 so we would hope to screen for and identify individuals who 

808 are not medically ready to serve. 

809 Obviously the issue of health insurance or the lack 

810 thereof among certain members of the population is an ongoing 

811 problem . 

812 I will say that with respect to caring for National Guard 

813 and reservists and their families, when they come on Active 

814 Duty, they are eligible for the military health system 

815 benefit program, TRICARE. We've made--in a change that we 

816 had just 2 weeks ago, made it easier for them to gain 

817 coverage for their families. There had been a glitch in the 

818 system where if a person was living, for example, in one part 

819 of the country and got deployed from another, that because 

820 they weren't residing with their family--or their family 

821 wasn't residing with them, they would not be eligible. We 

822 changed that. They're now eligible right then and there. 

823 There was also a hurdle that one had to be activated for 180 
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824 days. We changed that and s•id they only need to be active 

825 for 30 days. So all those benefits are commensurate between 

826 reservists and Guard and our ongoing Active Duty. 

827 And we gladly did that. OUr reservists and Guard are 

828 playing a very important role in this conflict, and 

829 particularly so in the medical area. So it's important that 

830 we take care of them. 

831 Mr. TURNER. Thank you. 

832 Mr. SHAYS. Thank you. I think we will go to Mrs. 

833 Maloney. 

834 Mrs. MALONEY. A few, Mr. Chairman, and I want to be 

835 associated with your comments and those of the panel in 

836 appreciation of our men and women who are serving in the 

837 armed services. 

838 I would like to ask some questions that were raised in 

839 this book, Saddam's Bomb Maker. It was written by Khidir 

840 Hamza, who says that he was in c~a~g~ of S~d~am's efforts to 

841 secure materials from foreign governments to build nuclear 

842 bombs, and ·he also talks about their chemical and biological 

843 weapon program. And I would like permission to place in the 

844 record page 244 and page 263. 

845 [The information follows:] 

846 ******** COMMITTEE INSERT ******** 
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847 Mrs. MALONEY. And he raises really an alarming 

848 statement, and I would like to just quote from his statement 

849 here. He says, the Gulf War syndrome was well known to 

850 everyone in Iraq, but Saddam remained silent. In this he had 

851 a secret ally, the U.S. Pentagon, which continued to deny 

852 that there was proof of a war-based disaster--war-based 

853 disease despite growing evidence to the contrary. But 

854 evidence soon leaked of allied forces blowing up chemical 

855 dumps during the war and of the u.s. Government efforts to 

856 suppress repeated efforts of reports of the contamination of 

857 our troops. 

858 He also on page 244 talks about Saddam•s effort to put 

859 biological--or that he did put, according to him, biological 

860 and.chemical weapons into missiles that he was going to fire 

861 

862 

863 

864 

865 

866 

867 

868 

869 

870 

871 

on the u.s. military if they went into Baghdad, but that he 

had a more sinister plan· in that he buried chemical and 

biological 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 and biological disease from 

these terrible weapons. 

I'd like to ask you if you, number one, have read the 

book; number two, 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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872 understand is working with our military and bas been very 

873 outspoken against Saddam in bearings and publicly and so 

874 forth. 

875 Dr. WINKENWERDER. I have not read the book, Congressman. 

876 I have beard of the book. And by all accounts, it is 

877 a--from what I understand, is a reliable piece of 

878 information. 

879 Mrs. MALONEY. Are you aware that our troops were exposed 

880 to these biological weapons? The allegation that he makes 

881 that out Pentagon knows, that Saddam knows, that people in 

882 Iraq know that our troops were exposed to these terrible 

883 chemicals in the Gulf War? 

884 Mr. WINKENWERDER. Well, from all the information that 

885 I've been presented during my tenure, no one has ever 

886 indicated to me that there is any knowledge of an acute 

887 exposure or the exhibiting of symptoms that would suggest an 

888 acute exposure to chemical or nerve agents during that 

889 conflict. 

890 Mr. SHAYS. Would the gentlelady yield? I'll make sure 

891 she gets additional time. 

892 Mrs. MALONEY. Sure. 

893 Dr. WINKENWERDER. That is a separate question, an acute 

894 exposure, someone who is acutely ill, than the issue of 

895 whether there were low levels of exposure--. 

896 Mrs. MALONEY. Were there low levels of exposure? 
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897 Mr. WINKENWERDER. Well, that is what the whole 

898 Khamisiyah incident is about. 

899 Mr. SHAYS. This is very important, and I don't 

900 want--since this is testimony under oath, I do want to make 

901 sure. There are really two issues, but one issue is sites. 

902 The only one that the Department of Defense has acknowledged 

903 is Khamisiyah. So I would love it if you would ask the 

904 question of whether there were other sites, and then get into 

905 this other shoe. But I want to make--. 

906 Mrs. MALONEY. Were there other sites besides Khamisiyah 

907 where they were exposed to chemical weapons? 

908 Dr. WINKENWERDER. Not to my knowledge. 

909 Dr. Kilpatrick. 

910 Or. KILPATRICK. I can answer that. In looking at--. 

911 Mr. SHAYS. A little closer to the mike, Doctor. 

912 Dr. KILPATRICK. In looking at the air war campaign, it's 

913 very clear that his storage sites at Al Muthanna and 

914 Mahamadia, that there were releases of chemical agents. In 

915 one location we have no indication there were American troops 

916 in the area where that plume would have gone, and the other 

917 area there were possibly up to 70 Special Forces people in 

918 that area, but there were no coalition forces or American 

919 forces in that area. 

920 Then Khamisiyah is the third area, and that's been widely 

921 publicized and put out, and certainly we've identified the 
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922 101,000 American forces who were in that hazard area that was 

923 determined. 

924 Mrs. MALONEY. Well, Mr. Hamza alleges that Iraqis were 

925 likewise exposed, and women gave birth to deformed children. 

926 People died of cancer early. People had Parkinson's-like 

927 neurological problems. And he blamed it all on malnutrition, 

928 according to this professor, and he likewise said that the 

929 same symptoms--or he alleges are now in the troops who 

930 regrettably were exposed to these terrible chemicals in the 

931 war. 

932 If you have any other information, if you could get back 

933 to the chairman on it, on how many troops we think were 

934 exposed, where they were exposed and what chemicals--what 

935 chemicals do we think they were exposed to? Do you have an 

936 idea of what the chemicals were or biological weapon they 

937 were exposed to? Do you have an idea what it was? 

9 3 8 Dr. WINKENWERDER. Yes . 

939 And Dr. Kilpatrick. 

940 Dr. KILPATRICK. In all three areas, it was 

941 sarin--cyclosarin were the agents that we were concerned 

942 about. As far as biological agents, we don't have any 

94.3 indication that American troops were exposed to biological 

944 agents. We do know that bombs and rockets filled with 

945 biological agents were found by the United Nations Special 

946 Commission, but we have no indication that they were ever 
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947 launched against Americans. 

948 Mrs. MALONEY. Excuse me. Go ahead, Mr. Chairman. My 

949 time is up. I'd like to continue with this questioning. 

950 Mr. SHAYS. Why don't you ask the next question, and then 

951 we' 11--. 

952 Mrs. MALONEY. If you have another question. 

953 Mr. SHAYS. I just want to say to you that it's a little 

954 unsettling to me, because we've had so many instances--DOD 

955 has insisted that the only place that our troops were exposed 

956 was at Khamisiyah, and now we're hearing that we had other 

957 troops that were nearby. So I'm not sure whether I should 

958 consider this new information or old information, but it is a 

959 little unsettling to me, because either way it's new to me. 

960 And so I want to 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 chemicals we think were on site and compare them to 

964 Khamisiyah. 

965 Dr. KILPATRICK. Those reports we released in the last 2 

966 years, and I can get you specific details. Al Muthanna is 

967 one site, and Mahamadia is the other site. These were large 

9·6s production storage sites in Iraq 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 of those sites were somewhat 

971 over 17 days. We don't know whether the release was at one 
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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, 

974 and the amount of agent is information that we receive from 

975 CIA, and they have recently released a report to give that 

976 amount. We can provide that to you. 

977 Mr. SHAYS. Well, I understand we have the GAO looking at 

978 this, but--the plume modeling--but one thing I want to ask 

979 you would be then how many American troops do you 

980 think--first off, it~s unsettling no matter what humanity was 

98~ there, but how many Americans do you think were at--. 

982 

. 9~3 

984 

985 

986 

987 

988 

989 

990 

991 

992 

Dr. KILPATRICK. At Al Muthanna, we don't believe there. 

were any Americans in the area. At Mahamadia, we believe 

that there were up to 70 Special Forces, and we have 

identified them and notified them. 

Mr. SHAYS. And have you notified the VA? 

Dr. KILPATRICK. And that's been done also, yes. 

Mr. SHAYS. Okay. I thank the gentlelady for asking 

those questions. 

Mrs. MALONEY. Mr. Chairman, could I follow up with other 

sites that--. 

Mr. SHAYS. Yeah. Why don't we do that real quick. 

Mrs. MALONEY. They mentioned that they had it really as 

a war strategy, burying these chemicals knowing we might bomb 

995 them. The ·symptoms would not arise until weeks, months 

993 

994 

996 later. They would not know where it came from • 
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997 RPTS JURA 

998 OCMN MAYER 

999 [1:59 p.m.] 

1000 Mrs. MALONEY. But they mention that--he mentions that 

1001 

1002 

1003 

1004 

1005 

1006 

1007 

1008 

1009 

1010 

lOll 

1012 

1013 

1014 

1015 

1016 

1017 

1018 

1019 

1020 

1021 

they were buried, thousands of chemical weapons in s~uthern 

Iraq at Basra, Nasiriyah, Simawa, Diwaniyah, and Hilla, the 

likely routes of the allied invasion. And he says that 

that's what they did, and that we walked into that trap. 

Dr. WINKENWERDER. I think you can conclude that this 

provides a good window into the twisted mind of Saddam 

Hussein. 

Mr. SHAYS. But is that an answer that is a yes? 

Dr. WINKENWERDER. We will take that information for the 

record, and certainly--. 

Dr. KILPATRICK. And I have no information at this time 

to be able to comment positively or negatively. I have no 

knowledge that that in fact is true. 

Mrs. MALONEY. Just very briefly, for years, literally, 

the Pentagon denied that they were exposed to chemical 

weapons, and he says that in the book. Why did we do that 

when we knew that they were exposed? And when did we 

acknowledge in the time frame that they were exposed to 

chemical weapons? 

Dr. WINKENWERDER. Let me just say this. I cannot speak 

for those who had my responsibility or were associated with 
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1022 

1023 

those responsibilities 5, 6, ,7 years ago, at the time the 
;c 1'-'sJ...+-

information began to come7 
1024 Mrs. MALONEY. But can you get us that information? 

1025 Dr. WINKENWERDER. Well, what I can tell you is that I am 

1026 committed to getting that kind of information out and making 

1027 it available, and that we know what happened. I think it is 

1028 in everyone's interest, our service members, their families. 

1029 Mrs. MALONEY. And you will get that information to the 

1030 chairman, so we can--. 

1031 Dr. WINKENWERDER. We will take your request. But I just 

1032 want you to know that I am committed to making that kind of 

1033 

1034 

1035 

1036 

1037 

1038 

1039 

1040 

information--and we have sought to establish a track record 

with this for the release of the information regarding the 

SHAD. 

Mr. SHAYS. Let me just say. You are not just taking the 

request. You are going to get us the information, correct? 

Dr. WINKENWERDER. We will. 

Mr. SHAYS. Thank you, 

[The information follows:] 

1041 ******** COMMITTEE INSERT ******** 



• 

• 

• 

HG0084.060 PAGE so 

1042 

1043 

1044 

104S 

1046 

1047 

1048 

1049 

10SO 

10S1 

lOS2 

10S3 

1054 

lOSS 

1056 

10S7 

lOSS 

10S9 

1060 

1061 

1062 

1063 

1064 

l06S 

1066 

Mr. SHAYS. Mr. Murphy, thank you for being so patient. 

Mr. MURPHY. Thank you, Mr. Chairman. Are there 

differences between British troops and American troops in the 

Gulf War syndrome incidents? 

Or. WINKENWERDER. I am going to turn to Dr. Kilpatrick 

for that. 

Dr. KILPATRICK. I think the research that has been done 

to date shows that there is tremendous similarity, not really 

difference. As far as numbers of British troops, the numbers 

of course are smaller. They had deployed some SO,OOO and 

they've had some 3,000 people go through their health 

assessment program, which is very similar to our 

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 

year ago, a year 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 following 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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1067 Dr. WINKENWERDER. My answer to that is that even though 

1068 different kinds of issues and maybe even some similar kinds 

1069 of issues do occur in all wars, we saw something and later 

1070 better understood something coming out of the Gulf War that 

1071 was·a constellation of symptoms and complaints that were 

1072 quite real, that were occurring in higher proportion among 

1073 those people who were deployed than among those who didn't 

1074 deploy. 

1075 So I would distinguish what we saw there from what maybe 

1076 had occurred. in other, prior wars. 

1077 Mr. MURPHY. I have also read some studies that have 

1078 looked at animal studies of some chemicals used for example 

1.079 for insect control and other things, particularly DEET, 

lOBO 

l08l. 

permethrin, and an antinerve gas agent, pyridostigmine 

bromide--I hope I am pronouncing that right--PB, which was 

1082 administered to both u.s. and British troops; and have found 

1083 a number of problems~-cell degeneration, cell death, animal 

1084 behavior differences--and have found that those things were 

1085 exacerbated more when the animals were under stress, et 

1086 cetera. 

1087 Given that these were--there also seems to be an additive 

1088 effect, a multiplier effect, that any individual chemical, 

1089 when used alone, doesn't have that, even when the dosage of 

1090 those chemicals is low. But when you add them together, you 

1091 end up with some pretty severe outcomes . 
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1092 With those, that kind of data, have there been changes in 

1093 how the military is using such things as immunizations, 

1094 insect control agents, and other things in dealing with the 

1095 Gulf War now? 

1096 Dr. WINKENWERDER. First of all, let me just say that the 

1097 area that you are talking about is an area of research that 

1098 we continue to support and believe is very important to 

1099 better understand whether a variety of simultaneous or 

1100 near-simultaneous insults from low-level agents produces 

1101 these effects. And that is very important work. It is 

1102 ongoing. We are supporting that. 

1103 I would distinguish that from immunizations. From my 

1104 perspective, particularly with respect to the use of the 

• 1105 anthrax vaccine, we have had millions of doses given. We 

1106 have followed all of that very closely for the last several 

• 

1107 years, and from my perspective, don't believe that there is 

1108 any--and I think others would corroborate this, experts, 

1109 outside experts, Institute of Medicine--that there is any 

1110 association between the use of that vaccine and any of the 

1111 symptoms that we saw. 

1112 Mr. MURPHY. Not even an interactive effect with these 

1f13 agents? 

1114 Dr. WINKENWERDER. Not with respect to the vaccine. 

1115 But l think your other point is very well taken in terms 

1116 of low-level chemical exposure, nerve agents a.nd pesticides . 
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1117 The way they work in the body is similar, and so you could 

1118 hypothesize or theorize that there might be this additive 

1119 effect. And I think that is important work that is ongoing, 

1120 and we are supporting that. 

1121 Mr. MURPHY. Is that changing, though, how--a lot of what 

1122 is being done that we are talking about here is the 

1123 epidemiology of exploring pre- and post-data. But I am just 

1124 wondering if there has been a difference in handling things 

1125 like insecticides and knowing that there may be nerve agent 

1126 exposure. 

1127· Dr. WINKENWERDER. 'There have been some changes .in the 

1128 

1129 

1130 

1131 

1132 

1133 

1134 

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 control. So that is something that we had 

already begup to respond to and change practice. 

Mr. MURPHY. One other factor I want to ask, perhaps 

because of my background as a psychologist. But what I see 

1135 frequently in these studies is the impact or the interactive 

1136 effect of stress upon any of these. 

1137 Can you comment on how that works? 

113.8 And it also relates to some of, the comments--you talked 

1139 about soldiers who are in the actual theater of war and those 

1140 who remain home. 

1141 Dr. WINKENWERDER. I think it is certainly plausible that 
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1142 

1143 

1144 

1145 

1146 

1147 

1148 

1149 

1150 

1151 

1152 

1153 

1154 

stress could add to any sort of physiologic--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 questionnaire, is very important. 

That is not to say that these folks have mental illness, 

that is not--although some may have post-traumatic stress 

syndrome. It is important to understand that stress has an 

impact on many diseases, cancer being one on which there has 

1155 been extensive amounts of research. And one that you can't 

1156 build a cure to protect you from that, but it is one that we 

1157 need to be aware of, how we help soldiers with that. 

1158 Dr. WINKENWERDER. We agree with you. 

1159 Mr. MURPHY. Thank you, Mr. Chairman. 

1160 Mr. SHAYS. Thank you, Mr. Bell, your patience. And you 

1161 have the floor. 

1162 Mr. BELL. Thank you very much, Mr. Chairman. 

1163 I want to follow up on some lines of questioning that 

1164 were begun by my colleagues, Congresswoman Maloney and 

1165 Congressman Kucinich. I want to begin with this letter that 

1166 Congressman Kucinich referred to, since we didn't really--! 
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1167 

1168 

1169 

1170 

117l. 

1172 

1173 

1174 

1175 

1176 

1177 

1178 

1179 

1180 

1181 

1182 

1183 

·1184 

1185 

1186 

1187 

1188 

1189 

1190 

1191 

know it's beeri offered for the record, Mr. Chairman, but we 

didn't really get to delve into the text. 

And I would disagree with my colleague that it was 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 question in her letter to the 

Department, requesting information on the suits and would 

they provide protection for our troops. 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 

easily answered the question yes or no, he says, instead: 

"since Operation Desert·Storm, the Department of Defense 

has fielded a new and improved CD, defense detection 

equipment and individual protective equipment. Every service 

member, to support near-term operations in Southwest Asia, 

will carry at least two of the newer, joint service 

lightweight integrated suit technology JS list suits and will 

have an additional two suits in contingency stocks. The 

contingency suits will be the battle dress overgarments, 

BOOs, until replaced by JS list suits. 11 • 

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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1192 

1193 

1194 

1195 

1196 

1197 

1198 

1199 

1200 

1201 

1202 

1203 

1204 

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, but if memory serves, it took months, perhaps years in 

some cases, for all the information regarding that syndrome 

to filter out regarding what people had been exposed to. 

And we are highly critical of our enemies in this 

conflict as to their propaganda machine. And I am not saying 

that our information system compares to that in any way, 

shape, or form, but it does seem that we do engage in 

1205 misinformation sometimes. And I would like for your comments 

1206 on that and whether you think that we could learn a lesson 

1207 from the Persian Gulf War and perhaps do a better job of 

1208 educating both Members of Congress and the American people as 

1209 to the risk we face. Because I don't think any 

1210 right-thinking individual in this country believes that we 

1211 don't face very serious risk by going forward with this 

1212 conflict. 

1213 Dr. WINKENWERDER. Congressman, I can just assure you 

1214 there is no thought of misinformation or trying to misinform 

1215 either our service members or the public. That does not 

1216 serve any of us in the short run or the long run . 
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1217 I think that, from my review of what transpired in the 

1218 past, it did take months and years to find out more about 

1219 what happened. I do believe that that has informed a lot of 

1220 

1221 

1222 

1223 

1224 

1225 

1226 

1227 

1228 

1229 

1230 

1231 

1232 

1233 

1234 

1235 

1236 

1237 

1238 

1239 

1240 

1241 

action and activity on the part of the Congress, as well as 

DOD 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 seriousness 

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 conflict, then you are in a box if we come back and face 

something 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 imposs·ible to completely prepare for what we 
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1242 

1.243 

1244 

1.245 

1246 

1247 

1.248 

1249 

1250 

1.251 

125.2 

1253 

1254 

1255 

1.256 

1.257 

1258 

1259 

1.260 

1.261 

1.262 

1263 

1264 

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. So I think 

that we are prepared. 

There are certain situations, 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 looking 

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? 

1265 Dr. WINKENWERDER. Absolutely. We will be looking at 

1266 people very carefully after deployment. And we have a 
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1267 

1268 

1269 

1270 

1.271 

1272 

1273 

1274 

1275 

1276 

1277 

1278 

1279 

1280 

1281 

1282 

1283 

J.284 

1285 

1286 

1287 

128'8 

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. 

Just for the record, my counsel, our counsel, the 

committee's counsel reminds me that all three sites had been 

discussed. The only thing that we think is a bit new is that 

maybe we had Special Forces near one 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. Winkenwerder, you are getting all the 

questions right now. 

Dr. Roswell, you are going to get some. 

But you have--you have, for the record, turned over some 

stones and have been very c·ooperative and very helpful with 

this committee. So these are big issues. But I do want the 

record to note that you are been pushing DOD to be more 

candid, to be more open, and to treat these very serious 

questions that you are being asked with a lot more attention 

1289 than has been done in the past. I do want the record to note 

1290 that at well. 

1291 Dr. WINKENWERDER. Thank you . 
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1292 

1293 

1294 

1295 

1296 

1297 

1298 

1299 

1300 

1301 

1302 

1303 

1304 

1305 

1306 

1307 

1308 

1309 

1310 

1311 

1312 

1313 

1314 

1315 

Mr. SHAYS. Mr. Janklow. 

Mr. JANKLOW. Thank you very much, Mr. Chairman. 

You know, let me, if I can, ask questions kind of like we 

used to take our English lessons--what, where, when, how, 

why, and to what extent--if I can. 

Let's talk about the current war that we are in. In 

order to try and make sure that we don't have some of the 

problems that--and nobody wants to repeat the problems of 

Desert Storm. One, is it--will it be difficult at all--and 

you used the phrase before, production areas, storage areas. 

Would it be difficult now, if we come across any production 

areas in the country, to document, using GPS, GIS, whatever, 

exactly where these locations are; 

Two, exactly what storage facilities we come across 

within the country; 

Three, exactly where utilization of chemical, biological 

types of weapons are used--three; and 

Four, to the best extent possible, identifying, if not 

the individuals, at least the units that are in the area so 

that all of these kinds of problems that we have wrestled 

with from Desert Storm don't have to be revisited? 

Is there a plan in place to deal with it that way? 

Dr. WINKENWERDER. I will try to give you the best answer 

I can. But I will note that, again, you are asking very good 
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questions. They are out of my--. 

Mr. JANKLOW. Are they out of your bailiwick? 

1.316 

1317 

1318 Dr. WINKENWERDER. They are really, truly are out of my 

1319 area of responsibility. 

1320 Mr. JANKLOW. Okay. If they are, then could you find 

1321 somebody that could--could you at least take the message 

1322 back? 

1323 And I've got to believe they're doing this. It isn't 

1324 that they operate in a vacuum over there. They are the best 

1325 there are. 

1326 Dr. WINKENWERDER. Absolutely. 

1327 Mr. JANKLOW. This is a way to try and obviate some of 

1328 

1329 

these kinds of problems. 

Dr. WINKENWERDER. I can just tell you from my exposure 

1330 to those types of discussions, there is an exquisite level of 

1331 sensitivity to the issue of how to deal with the issues that 

1332 you brought up and to avoid any inadvertent or any kind of 

1333 contamination. 

1334 Mr. JANKLOW. Doctor, based on your position, your 

1.335 experience, your background, are you satisfied that we have a 

1336 good baseline on the troops that are currently in the field 

1337 or will be going to the field over in Iraq? 

1338 Dr. WINKENWERDER. I am. 

1339 Mr. JANKLOW. In terms of a medical baseline for them? 

1340 Dr. WINKENWERDER. Yes, sir, I am . 
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1341 Mr. JANKLOW. And Mr. Roswell, are you satisfied that 

1342 within the President's budget, the existing budget or the 

1343 supplemental request, there are sufficient funds to take care 

1344 of the medical liens, medical needs that are reasonably 

1345 foreseen--and I realize we could argue about terms--but the 

1346 medical needs that are reasonably foreseen, that may be 

1347 

1348 

1349 

1350 

1351 

1352 

1353 

1354 

1355 

1356 

1357 

necessary for these soldiers, sailors, airmen, Marines when 

they come home? Or, obviously, in the field, but when they 

come home? 

Dr. ROSWELL. Certainly, based on the current 

availability of resources we have concerns. But given their 

high priority, I have no reservation about our ability to--. 

Mr. JANKLOW. When you say that, is there any 

anticipation at all that you will be bumping other people 

that are currently eligible out of the system or aside to 

take care of these folks when they come home? 

Dr. ROSWELL. That is a contingency that the Secretary of 

1358 Veterans Affairs, in exercising his statutory authority as 

1359 mandated by this Congress, would have to consider. So it is 

1360 possible 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 to continue to enroll in and 

1364 receive a full health care benefit. 

1365 Mr. JANKLOW. Mr. Chairman, can I see that letter for a 
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1366 second? I guess I have it here, the one that was mailed to 

1367 you. I am unfamiliar with these letters, until today, that 

1368 have been talked about. But one of the letters I saw is a 

1369 letter from Mr .. Eldridge--or an E.C. Eldridge, Jr., I am 

1370 sorry, I assume that is a Mr. Eldridge--to Representative 

1371 Shays; and in it--I am sorry, one signed by Mr. Eldridge on 

1372 February 27th of 2003. 

1373 And in that one, Mr. Eldridge says to--excuse me--Ms. 

1374 Schakowsky that every member of Desert Storm will carry at 

1375 

1376 

1377 

1378 

1379 

1380 

1381 

1382 

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 people currently operating in 

Iraq? 

Dr. WINKENWERDER. That is my understanding. Yes. 

Mr. JANKLOW. Okay. 

1383 Thank you, Mr. Chairman. I have no more questions right 

1384 now. 

1385 Mr. SHAYS. Thank you very much. We are going to put 

1386 both letters in the record. But the bottom line is, that was 

1387 the response to my request and also Ms. Schakowsky's. 

1388 [The information follows:] 

1389 ******** COMMITTEE INSERT ******** 
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1390 

1391 

1392 

1393 

1394 

1395 

1396 

13.97 

Mr. SHAYS. Mr. Tierney, you have the floor for a 

generous 5 minutes. 

Mr. TIERNEY. Thank you, Mr. Chairman. 

Mr. Chairman, thank you for the long series of these 

hearings that you've had over the years. I think they have 

served to benefit the men and women that are there now. I 

don't think that without having had the hearing on the 

condition of our suits and things of those materials, that 

1398 they would have the two new suits; and so I appreciate that, 

1399 and I am sure their families do. 

1400 

1401 

1402 

1403 

1404 

1405 

1406 

1407 

1408 

1409 

1410 

14'11 

1412 

1413 

1414 

Mr. SHAYS. It has been a team effort on both sides of 

the aisle; 

Mr. TIERNEY. Doctor, let me--Or. Winkenwerder, let me 

ask you for a second: 

One of the concerns that we had in doing the homeland 

security measures and overseeing those was that if there was 

a contamination, the ~eople responding to that, from medical 

personnel who oftentimes found themselves unprepared, 

sometimes exacerbated the situation 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 

is 1 weekend a month or 2 weekends a month and 2 weeks in the 
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1415 

1416 

1417 

1418 

1419 

1420 

1421 

1422 

1423 

summer; and I would guess that that would probably be barely 

enough to keep up on their training for medical treatment in 

the field. 

Can you give us some assurance that those Reservists 

have,· in fact, been properly trained to meet what might 

happen in terms of a chemical or biological attack? 

Dr. WINKENWERDER. We expect every service to be trained 

equally to the Active Duty~take care of those situations. 
' ' Mr. TIERNEY. How is that happening if they are getting 1 

1424 weekend a month and 2 weeks in the summer, and in that period 

1425 of time have to keep up with their own medical treatment? 

1426 How are they getting this additional training? Where are 

1427 

1428 

1429 

1430 

1431 

1432 

1433 

1434 

1435 

1436 

1437 

1438 

1439 

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. And it is part of this overall 

requirement that I set into place last year that for every 

medical person in the militarY health system, professional, 

that depending upon his or her level, there should be 

training to deal with chemical and biological events. 

And 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 you be monitoring that? 

Dr. WINKENWERDER. Yes, we have been. 
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1440 Mr. TIERNEY. And how much additional training other than 

1441 that 1 weekend a month and 2 weeks of summer are these 

1442 personnel getting? 

1443 Dr. WINKENWERDER. Well, I had some figures that we 

1444 recently generated from the three services, and I want to be 

1445 careful with this, to describe it as accurately as my 

1446 recollection will allow. But the percentages are in the high 

1447 double digits now as opposed to the low single digits, what 

1448 they were a couple of years ago. 

1449 So there has been--. 

1450 Mr. TIERNEY. Double digits? Single digits? What? 

1451 Dr. WINKENWERDER. That means like somewhere between 60 

1452 and SO-something percent. And again, there has been an 

1453 effort to make sure that those that are deploying are the 

1454 ones that get the training. So when I describe those 

1455 statistics, that is across the whole system. 

1456 Obviously, not everybody is going, so the training has 

1457 been targeted more towards people that are serving. But I 

1458 will--! understand the gist of your question and we will try 

1459 to get back with that information. 

1460 Mr. TIERNEY. Would you get that information? 

1461 Dr. WINKENWERDER. Yes, sir. We would be glad to. 

1462 [The information follows:] 

1463 ******** COMMITTEE INSERT ******** 
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1464 

1465 

1466 

1467 

Mr. TIERNEY. Thank you. 

And just, again, because I continue to have concerns 

about those suits, and even though you've now told me how 

many suits they have, in my reading anyway, it indicates that 

1468 that may well not be enough depending on how long this 

1469 conflict goes. 

1470 But you put out the impression at least, that Mr. 

1471 Kucinich mentioned earlier, about the people being ready.; and 

1472 I am wondering, can you give us the assurance .that Secretary 

1473 Rumsfeld, through Under Secretary Aldridge, was not able to 

1474 give us? Can you give us the assurance here today that the 

1475 troops have sufficient·equipment to protect them against 

1476 chemical and biological attacks in quantities sufficient to 

1477 

1478 

1479 

meet the minimum required levels previously established by 

the Department of Defense? 

Dr. WINKENWERDER. Certainly, from a medical standpoint; 

1480 and by that I mean the medical countermeasures, the 

1481 antibiotics, the vaccinations and all of that; those are the 

1482 issues that come directly under my area of responsibility. 

1483 The others, my understanding from recent conversations 

1484 with--Dr. Anna Johnson Winegar, who is the chief responsible 

1485 person within the Office of the Secretary of Defense for 

1486 those matters and has testified before this committee and 

1487 others, has indicated that she believes that we are well 

1488 prepared on the issues that you have just raised • 
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1489 

1490 

1491 

1492 

Mr. TIERNEY. Well, your impression at·least was not 

contained just to the medical end; it also involved the suits 

or whatever. Or did it not? 

Dr. WINKENWERDER. That is not--and I know from your 

1493 perspective, as well it should be, you should be concerned 

1494 about everything, and so I don't want to be bureaucratic 

1495 here. But--. 

1496 Mr. TIERNEY. I appreciate that. 

1497 Or. WINKENWERDER. It is not directly within my area of 

1498 responsibility. It is another area that does work under Mr. 

1499 Aldridge. We work~ closely, very closely with those 

1500 people. The responsibility for executing those policies 

1501 resides within each of those services. 

1502 

1503 

Mr . TIERNEY. Thank you . 

And just to finish up my generous 5 minutes, the reason I 

1504 raised the initial question was that we had an exchange here 

1505 in committee with Dr. Kingsbury, Nancy Kingsbury, at some 

1506 point in time; and her answer indicated, to me at least, that 

1507 in instances of mass casualties she did not believe that the 

1508 exercises that have been done so far indicated that we could 

1509 deal with those appropriately. 

lSlO So whatever assurances you could give the committee in 

1511 --returning to that in terms of medical personnel being ready 

1512 would be greatly appreciated. 

1513 Dr. WINKENWEROER. We will do that . 
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1516 Mr. TIERNEY. Thank you. 

1517 Mr. SHAYS. Thank the gentleman. 

1518 We are going to do a second round here, and I just want 

1519· to ask--so we can close up the issue of the questionnaire, I 

1520 want to know why our men and women aren't given physicals 

1521 when they go into battle, so that we know. What is the logic 

1522 of that? 

1523 Mr. JANKLOW. Aren't given what, sir? 

1524 Mr. SHAYS. Aren't given physicals. They are given 

1525 ~~estionnaires, but they aren't given physical examinations. 

1526 Dr. WINKENWERDER. I think, Mr. Chairman, that the logic 

1527 is that a hands-on physical examination yields not a great 

1528 deal of information in terms of the baseline health status of 

~ 1529 young, healthy individuals. And far more important and 

~ 

1530 relevant is a series of questions that are asked that can go 

1531 into greater detail if a flag goes up that indicates that 

1532 there is some problem with that person's health. 

1533 Mr. SHAYS. I could hear the--first off, I am not going 

1534 to concede that we didn't intend that they weren't going to 

1535 have physicals. So I understand your doing the 

1536 questionnaires, and I understand when we talk about a medical 

1537 examination versus a physical examination, you have decided 

1538 that you have some flexibility there. 

1539 But what about the Reservists and the National Guard 

1540 folks who simply, you know, might be eating a little 
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1541 

1542 

1543 

1544 

differently, might--you get my gist. Why wouldn't they have 

physicals? They might be older. They might not have been 

active for a while. Why treat them all the sa~e? 

Dr. WINKENWERDER. Why treat them all the same? 

1545 Mr. SHAYS. Why treat them all the same? Why not have a 

1546 little bit more of an interest in giving a physical to 

1547 someone who may not have been in the Active Service? 

1548 Dr. WINKENWERDER. You raise a good point. I think it is 

1549 something we could certainly take a look at. 

1550 Dr. Kilpatrick. 

1551 Dr. KILPATRICK. If I could, for the Reservists that are 

1552 called to Active Duty, there is a more stringent process put 

1553 in place to look at them, having physical examinations, their 

• 1554 periodic physical examinations. 

• 
. : 

1555 For Reservists under 40, they need to have one every 5 

1556 years; over 40, every 2 years. I think there is a recent GAO 

1557 report that showed that people were not meeting the mark--I 

1558 mean, the numbers were terrible--on doing that. So when 

1559 people are called to Active Duty at that mobilization center, 

1560 if they have not had a physical within the last S years for 

1561 under 40 or the last two years over 40,. they have to have a 

1562 physical before they go, so they are caught up. 

1563 Mr. SHAYS. Why not at least draw blood and why not do 

1564 that? 

1565 Dr. KILPATRICK. And I think the drawing of blood is--we 
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1566 do make sure that everyone has an HIV screening sample done 

1567 within the previous 12 months prior to deployment. That 

1568 serum sample is banked in a serum bank. It is kept 

1569 permanently. There is no sort of portfolio of tests to do on 

1570 

1571 

1572 

1573 

1574 

1575 

1576 

1577 

1578 

1579 

1580 

1581 

1582 

1583 

1584 

1585 

1586 

l5B7 

1588 

l589 

1590 

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. SHAYS. Dr. Roswell, how much involved were you 

on--how are you involved in the predeployment questionnaire? 

How much involvement did you have in this questionnaire? 

Dr. ROSWELL. Relatively little, Mr. Chairman. 

Mr. SHAYS. Does relatively little mean, really, I didn't 

have much involvement 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. So there is an active 

sharing of information. 

Mr. SHAYS. But this was basically designed by DOD, Dr. 

Winkenwerder? 

Dr. KILPATRICK. Yes. 

Dr. WINKENWERDER. Designed in 1997. 

Mr. SHAYS. 1997. Okay. We have a letter that 

Principi--Principi; I'm sorry, I went to a college called 
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1591 Principia, so l have a bit of a problem with that name--where 

1592 the Secretary had written. And he said--and this is a letter 

1593 he drafted to Mr. Rumsfeld on--Secretary Rumsfeld on February 

1594 

1595 

1596 

1597 

1598 

1599 

1600 

1601. 

1602 

1603 

1604 

1605 

14th of this year; and the second page says, "In the event of 

hostilities, v.A further requests more extensive postconflict 

health data. Within the first month after hostilities cease, 

VA recommends administration of a detQiled·postwar health 

questionnaire to accurately document the health status and 

health risk factors and health in Gulf War troops immediately 

after the conflict." • 

Can you explain that a little to me? 

And, Dr. Winkenwerder, can you respond? 

Dr. ROSWELL. I think what Secretary Principi was asking 

for was to get--to get risk assessment and self-reporting--. 

Mr. SHAYS. Excuse me. Let me just say for the record, 

1606 with just three members, I am going to roll to a 10-minute 

1607 question. So you'll have 10, and we'll go from there. 

1608 Thank you. Go ahead. 

1609 Dr. ROSWELL. our concern is that particularly with 

1610 Reservists and National Guard, when they are demobilized, the 

1611 immediate concern--and it's true of Active Duty as well--is 

16I2 to get home to family and loved ones. But unlike the Active 

1613 component, when the Reservists are demobilized, they may be 

1614 lost to follow-up, and it may be difficult to get 

1615 information . 
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1616 We learned, painfully so, in the Gulf War that when we 

1617 surveyed service members who had separated from military 

1618 service months or years after their service in the Gulf War, 

1619 that there was a high level of what we would call "recall 

1620 bias." they don't really remember the specifics, it is hard 

1621 to recall a specific date. A service member might not 

1622 

1623 

1624 

1625 

1626 

1627 

1628 

1629 

1630 

1631 

1632 

1633 

1634 

1635 

1636 

1637 

1638 

1639 

1640 

remember an actual grid coordinate or an actual physical 

location. 

So I think what Secretary Principi was asking Secretary 

Rumsfeld was that, in the event of possible exposures, we get 

as much information as possible at the time military members 

are demobilized and separated from service. That would help 

us evaluate possible symptomatic exposures and health 

consequences that might have--. 

Mr. SHAYS. So there's logic to doing this. 

Let me just ask, Dr. Winkenwerder, do you--we had in 

1997, you have this--developed this questionnaire we are 

using today. 

Do you have a postsurvey questionnaire that was done in 

1997, or is that still a work in progress? 

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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164J. Dr. ROSWELL. The postdeployment survey that Dr . 

1642 Winkenwerder speaks of would certainly be helpful. 

1643 Obvious·ly, we'd seek more complete information if there was a 

1644 documented or suspected exposure. 

1645 Mr. SHAYS. It's just a two-page document? 

1646 Dr. ROSWELL. Correct. 

1647 Mr. SHAYS. It doesn't even look as extensive. I guess 

1648 it's the same as--both are two page. 

1649 I would hope, Dr. Winkenw~rder, that you will give 

1650 tremendous consideration to Principi's letter and request, 

1651 

1652 

1653 

1654 

1655 

1656 

1657 

1658 

1659 

1660 

1661 

1662 

1663 

1664 

1665 

and absolutely determine that our troops, shortly after--not 

after they are sent back home, but you know, a month or two 

after the conflict ends, that they are going to have this 

kind of questionnaire.· 

And I am going to--I am seeing the nodding of heads. I 

would love to know if you could put something in that we 

could transcribe here. 

Dr. WINKENWERDER. Yes. 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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1666 

1667 

1668 

Veterans Affairs, who ultimately has to deal with this, 

that--. 

Dr. WINKENWERDER. Oh, absolutely. 

1669 Mr. SHAYS. Okay. 

1670 Dr. WINKENWERDER. Yeah, absolutely. So I've, number 

1671 one, done that. 

1672 And secondly, ideally, if we could collect that 

1673 information even before people come back to the United 

1674 States, it would be great. Logistically, we are still 

1675 looking at that. Obviously, we have to have a lot of 

1676 cooperation and assistance from many, many people to--. 

76 

1677 Mr. SHAYS. And you may have to do some physicals. You 

1678 may have to add more than physicals to the questionnaire, and 

1679 

1680 

1681 

you may have to have more of these folks actually take a 

physical when they leave. 

Dr. WINKENWERDER. Well, I would expect, with a good 

1682 detailed questionnaire that whenever people gave any reason 

1683 for concern, they would then be very carefully evaluated. 

1684 Mr. SHAYS. Okay. 

1685 

1686 

Mrs. Maloney. 

Mrs . MALONEY. Thank you, Mr. Chairman. I would like 

1687 permission to place in the record an article written by 

1688 Judith Coburn entitled Suited for War, and it is very thought 

1689 provoking. In it, she alleges--. 

1690 Mr. SHAYS. Without objection, that will be put in . 
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1691 

1692 

Mrs . MALONEY. Thank you. In it, she alleges that it 

took a four·year struggle of Gulf War veterans from Georgia 

1693 before they got the Pentagon to declassify documents which 

1694 revealed that Iraq's stocks of sarin gas stored in Khamisiyah 

1695 had been blown up, and that roughly 140,000 American troops 

1696 were exposed. 

1697 I realize, Dr. Winkenwerder, this did not happen on y.our 

1698 watch, but I fail to understand the mentality or the mind 

1699 frame of a department that would withhold valuable 

1700 information on the exposure to chemicals that could hurt 

1701 people. 

1702 And I understand this was not on your watch, but if you 

1703 can find any documentation on what they were thinking about 

1704 

1705 

1706 

1707 

1708 

1709 

1710 

1711 

1712 

1713 

1714 

or what, in their minds, they thought they couldn't reveal to 

our men and women, that they may have been exposed, I would 

love to get that back in writing. 

But my question--and Ms. Coburn further goes on. 

Mr. SHAYS. Let me be clear. What do you want back in 

writing? 

Mrs. MALONEY. 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 particular area. 

Mr. SHAYS. The record will note that they acknowledged 

that our troops were exposed, before our bearing, at a press 

1715 conference. Then there was a question as to how many troops 
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were ultimately exposed, and the numbers kept going up. 1716 

1717 

1718 

And so what would be helpful is if, in fact, additional 

information was held and for how long and why. And that will 

1719 be--it is just not a wish, it is a request that--Or. 

1720 Kilpatrick, you are nodding your head--you will get back to 

1721 us on. 

1722 Dr. KILPATRICK. Yes. There is a great deal of 

1723 information. We will pull out all together and provide it. 

1724 [The information follows:] 

1725 ******** COMMITTEE INSERT ******** 



• 
H00084.060 PAGE 79 

1726 

1727 

1728 

1729 

1730 

1731 

1732 

1733 

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 since the Gulf War--much higher 

than other men and women in the military--and that they have 

collected a series of 57 syroptoms for which there is no known 

cause, which is the Gulf War Syndrome. 

I would want to ask what we are doing to protect the 

health of the men and women that were exposed and the 

1734 possibility, God forbid, that they may be exposed yet again. 

1735 And I am the cochair of the Parkinson's Disease'Task Force, 

1736 along with Fred upton; it is a bipartisan effort. And my 

1737 father suffered from Parkinson's. 

1738 But it has been reported that some of the Gulf War 

• 1739 veterans have suffered symptoms similar to Parkinson's. And 

1740 each year we have been working with the Defense Department, 

1741 and we have received funding for Parkinson's research on 

• 
. ' 

1742 neurotoxin exposure, seeing if that is a reason for the brain 

1743 damage that causes Parkinson's. But I would argue that, · 

1744 likewise, it may be a study for what we can do to help the 

1745 men and women that may have been exposed to chemicals. 

1746 So my question right now is more of a proactive one of, 

1747 what are we doing in research? 

1748 As I understand it, we have no cure for Gulf War 

1749 SynQrome. And what are we doing to find--are we spending 

1750 some of our research dollars in trying to find a cure for 
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1751 neurotoxin disease that may be caused by the sarin gas or 

1752 other things? What are we doing? I am very thankful to the 

1753 Department of Defense for funding the Parkinson's research. 

1754 My question is, is this likewise connected to the Gulf 

1755 War Syndrome? 

1756 Dr. WINKENWERDER. To your general question of what are 

1757 we doing? We are continuing to fund with millions of dollars 

1758 ongoing research into many of these questions that you have 

1759 raised. As I alluded to earlier, it's difficult to determine 

1760 with the levels of certainty that one would like in this 

1761 case, if one is talking about evaluating these individuals 

1762 that served, when the baseline of information and what was 

1763 collected and what people may or may not have been exposed to 

~ 1764 is not good. 

~ 

1765 The information is not good, so--by definition, to do 

1766 good research, you need good information. That shouldn't 

1767 prevent us from funding additional research, as we have dane, 

1768 to look at some of these questions of what would low levels 

1769 of exposures do to laboratory animals. Certainly we would 

1770 never do this to any individual on an experimental basis. 

1771 But studying what happens with animals and looking at some of 

1772 these things is very important. 

1773 Mrs. MALONEY. Specifically, is the Parkinson's research 

1774 that you are funding--and I thank you for that research. Is 

1775 that connected to the Gulf War Syndrome? 
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1776 

1777 

Dr. WINKENWERDER. I am going to turn to Dr. Kilpatrick. 

Dr. KILPATRICK. Let me just address it. It is being 

1778 pursued in two directions. 

1779 One is a clinical basis, looking at people; and ~hen that 

1780 is very tightly tied to a program looking at chemical nerve 

1781 agents in particular and the effects that they have on brain 

1782 function. And there are projects funded at $5 million a year 

1783 over the next 3 years; 1.5 million is looking at repeated 

· 1784 low-level exposures of animals to sarin nerve agent, to look 

1785 at long-term health consequences. That is very applicable to 

1786 what Gulf War veterans' concerns are .. 

1787 The other part of the.money each year is spent toward 

1788 what we call the high end of low-level exposure, below 

• 1789 symptomatic response to nerve agents, one exposure, and then 

1790 seeing what are the physiological responses. 

• 

1791 And those data from those research sets are really very 

1792 closely shared with people looking at Park~nson's disease, 

1793 because they are really looking at the same pathway 

1794 potentially as far as disease cause. 

1795 Dr. ROSWELL. If I may respond to that £rom a combined 

1796 perspective. 

1797 Since the Gulf W~r, over $200 million in federally funded 

1798 research has been focused on possible causes for Gulf War 

1799 Syndrome. I would like to set the record straight. 

1800 One of those studies has looked at death rates in 
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1801 veterans in the Gulf War, and in fact, the overall death rate 

1802 for veterans who served in the Gulf War is not increased 

1803 compared to their military counterparts who were deployed 

1804 outside the theater of operations. If you look at 

1805 specific-cause mortality in veterans who served in the Gulf 

1806 War, there is a very slight increase in death due to trauma, 

1807 

1808 

1809 

1810 

1811 

1812 

1813 

1814 

1615 

1816 

1817 

1818 

1619 

1820 

1821 

1822 

1823 

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 Iraq. 

Let me point out that Parkinson's disease is one of 

several neurodegenerative diseases that DOD and VA are 

currently studying. VA recently funded the creation of a 

neuroimaging Center of Excellence for neurodegenerative 

diseases 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 sclerosis, or Lou Gehrig's disease. 

Secretary Principi moved quickly to presumptively 

service-connect veterans who suffered from that illness and 

served in the Gulf War, so that they received disability 

compensation. 

1824 I would also point out that 160,000 veterans of the Gulf 

1825 War have received approved disability claims. But most of 
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1826 

1827 

those claims are for diseases that we would expect to see in 

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--! am talking ·to doctors that treat 

1835 Parkinson's. They have told me that they are developing 

183Ei Parkinson's-like symptoms. 

1837 Dr. ROSWELL. We have extensively reviewed literature for 

1838 symptomatic exposures. to the organophosphate, which is the 

• 1839 class of compounds that sarin nerve gas falls into. The 

1840 study suggests that there is cognitive impairment in people 

184'1 who suffer symptomatic exposures, but I am not aware of 

• 

1842 evidence that conclusively links any kind of organophosphate 

1843 or nerve agent exposure to Parkinson's disease specifically. 

1844 Some investigators have reported a possible 

1845 neurodegenerative disorder that involves part of the 

184Ei 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 neuroimaging center. 

1849 Mrs. MALONEY. Where is the neuroimaging center? 

1850 Dr. ROSWELL. Actually, there are several within the v.A • 
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1851 There is one in San Francisco; there is--a final selection 

1852 for the designated center has not yet been made, however. 

1853 

1854 

1855 

Mrs. MALONEY. Well, thank you for investing in research 

for coming up with some cures. And thank you for your 

testimony. My time is up. 

1856 

1857 

1858 

1859 

1860 

1861 

1862 

1863 

Mr. SHAYS. We have just two more members who will ask 

some questions, and then we are going to get to the next 

panel. 

Mr. Janklow. 

Mr. JANKLOW. Thank you very much, Mr. Chairman. 

Help me, if you could. With the testimony--the hearing 

is about lessons learned from the Gulf. My question is, both 

of you in your capacities, you, Dr. Roswell, and you, Dr. 

1864 Winkenwerder, have you looked into the history of why was 

1865 this so secret so long? With everybody clamoring for 

1866 information, why did it take so long to get the information 

1867 out? Why did it have to be dragged out of people? What was 

1868 the reason for the mystery? 

1869 I guess--have you ever been able to find out, or have you 

1870 ever looked as to the reason for the mystery? It couldn't 

1871 have been national defense secrets. 

1872 Dr. WINKENWERDER. I can't give you a good answer. I 

1873 will give you the best answer I know, and that is that in 

1874 many cases it took months and even years for symptoms to 

1875 develop with people. And that, combined with the poor record 
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1876 · base, made it very difficult to do research or to even 

1877 develop good, plausible mechanisms, causal-related 

1878 mechanisms. 

1879 Mr. J.ANKLOW. Have those problems been solved? 

1880 Dr. WINKENWERDER. In my judgment, we have a far superior 

1881 baseline of information. We have a far improved 

1882 

1883 

1884 

1885 

1886 

1887 

1888 

1889 

1890 

1891 

1892 

1893 

1894 

1895 

1896 

1897 

1898 

189.9 

1900 

recordkeeping system. We have a far improved ability to 

surveil 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. J.ANKLOW. Doctor, I believe you said you have been in 

your position about 18 months. 

Or. 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? 

Or. WINKENWERDER. Well, I hope we 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. Roswell? 

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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1901 

1902 

1903 

1904 

1905 

1906 

1907 

1908 

1909 

1910 

1911 

1912 

1913 

1914 

1915 

1916 

1917 

1918 

1919 

1920 

1921 

1922 

1923 

1924 

1925 

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--! think, in retrospect, it is fair 

to say there was some confusion about exposures and possible 

health consequences--was because we didn't recognize that a 

vast number of unprecedented exposures could be factors: the 

anthrax vaccine, the pyridostigmine bromide that was used, 

the dense oil 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 plate, even chemical agent-resistant coating 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 out possible causes for the illnesses we saw 

in Gulf War veterans. 

And I think 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 pointed out in this hearing, 

could be factors in the development of illness. Certainly, 

every major conflict that U.S. Men and women have served in 

has yielded unexplained illnesses. 
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1926 But that doesn't obviate our need to methodically and 

1927 thoroughly investigate each and every exposure. And that is 

1928 why we are committed to do that, and I think that is the 

1929 partnership that VA and DOD, through the Deployment Health 

1930 Working Group, are vested in right now. 

1931 Mr. JANKLOW. Dr. Kilpatrick, are there any unlearned 

1932 lessons that you know of lingering from the Gulf War? 

1933 Dr. KILPATRICK. I think.one of the hardest ones is 

1934 communication. It doesn't matter how good a job you do, you 

1935 can always do it better. 

1936 And I think one of the issues that we are working at very 

1937 hard now is to make sure that leaders in the field are 

1938 communicating to their troops that they are concerned about 

1939 these various exposures, their health. They are concerned 

1940 about documenting where they are. They are concerned about 

1941 making sure they have that access to health care when they 

1942 

1943 

1944 

1945 

1946 

194'7 

1948 

1949 

1950 

come home--I think DOD and VA share the same concern for 

those who are getting off Active Duty; they will be looking 

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 1991. And I think that that 

is--getting that communicated to people, so 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 



• 

• 

• 

HG0084.060 PAGE 88 

1951 job as I think we are doing, we always need to look to say, 

1952 how can we do it better. And I think doing that, through 

1953 

1954 

1955 

1956 

1957 

1958 

1959 

1960 

1961 

1962 

1963 

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 s~eaks to 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 to 

improve. It is sort of a culture of learning and getting 

1964 better . 

1965 Mr. JANKLOW. Assuming we have the baseline data that we 

1966 

1967 

1968 

1969 

1970 

1971 

1972 

1973 

1974 

1975 

need for the current war that we are in, recognizing that our 

troops could be exposed to biological 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 to 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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1976 aren't legitimate reasons for illnesses or problems that 

1977 people have after the war? 

1978 Am I making sense to you? 

19 7 9 Dr. WINKENWERDER. Yes. 

1980 Mr. JANKLOW. Do we have a system in place, is what it 

89 

1981 comes down to. I realize we had no history before the Gulf 

1982 War. We now have a history. 

1983 Dr. WINKENWERDER. I believe we do have the system in 

1984 place. 

1985 Mr. JANKLOW. Is there anything we can do to make it 

1986' better? 

1987 Dr. WINKENWERDER. Yes. 

19 e a Mr. JANKLOW. What? 

1989 Dr. WINKENWERDER. One of the things that we can do to 

1990 make it better is to ensure that there is 100 percent 

1991 compliance with all the policies and all the procedures, the 

1992 training we have talked about; 

1993 Mr. JANKLOW. Have those orders gone out to the military? 

1994 Dr. WINKENWERDER. Absolutely. 

1995 Mr. JANKLOW. Is there any reason that the military would 

1996' have for not following orders from above that are lawful? 

19g7 Dr. WINKENWERDER. No. I have no reason to believe that 

1998 people have not taken this issue extremely seriously. 

1999 Mr. JANKLOW. Do they understand that if they violate 

2000 direct, lawful orders from a superior, that it sometimes is 
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2001 

2002 

far more serious in the military than it is in civilian life? 

Dr. WINKENWERDER. Yes. I think there is a good 

2003 understanding of that. 

2004 Mr. JANKLOW. Those are all the questions 1 have, sir. 

2005 Mr. SHAYS. Thank you. 

2006 Mr. 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 to restrict the ability of 

2011 certain classifications of veterans, Priority 7 and Priority 

2012 e, 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 

2015 

2016 

Isn't that one of the lessons we've learned, though? If 

we have incidents that are not really showing signs of 

symptoms or illnesses for several years after people get out 

2017 of the service, being covered for the first 2 years may not 

2018 be sufficient. And haven't we learned through some 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 So having learned that lesson, we put out a budget that 

2022 still doesn't seem to address these people's concerns. 

2023 What are your concerns about that, and what can we do 

2024 about the fact that some of these people may not exhibit 

2025 symptoms in the first couple of years? And how is the VA 
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2026 going to deal with those people without excluding them from 

2027 coverage? 

2028 Dr. ROSWELL. Well, certainly one way to do that .is to 

2029 authorize special access for care for people who have, 

2030 illnesses that occur following a conflict. 

2031 we actually had that authority that just expired in 2002 

2032 for veterans of the Gulf War. It would be obviously, 

2033 depending upon the outcome of the current conflict, 

2034 appropriate for this Congress to consider special 

2035 authorization for priority care for veterans who have served 

2036 in this conflict. 

2037 The 2 years is a minimum. It would certainly continue 

2038 beyond that if an identified need were discovered during that 

2039 

2040 

2041 

period or if an illness, injury, or disability associated 

with military service were identified that led to a service 

connection. 

2042 Mr. TIERNEY. I think your first recommendation is 

2043 probably one that we ought to look into, and that is making 

2044 sure that we provide some sort of flexibility or ability to 

2045 cover those for people that may be coming out of this 

2046 conflict, and I appreciate that. 

2047 Mr. Chairman, I have no other questions at this time. I 

2048 want to thank our witnesses for their thoughtful answers and 

2049 for their assistance here today. Thank you. 

2050 Mr. SHAYS. Thank the gentleman. Let me just do a few 
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2051 little minor points for the record . 

2052 Dr. Roswell, we are looking at VA data and reports on 

2053 mortality in the Gulf War. And its recent reports, based on 

2054 

2055 

2056 

2057 

2058 

2059 

2060 

2061 

2062 

2063 

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. 

So we are going to invite the VA back to 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 also just say, Dr. Winkenwerder, that I have 

some specific questions about the status of the Armed Forces 

Radiobiology Research Institute and their work on a drug to 

2064 counteract the effects of radiation exposure . 
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2065 RPTS BULKLEY 

2066 DCMN BURRELL 

2067 Mr. SHAYS. And we're going to second these questions in 

2068 writing to your office and ask that you respond. I don't 

2069 think we need to take time to do that now, we think. 

2070 Dr. WINKENWERDER. We'd be glad to do that. 

2071 [The information follows:] 

2072 ******** COMMITTEE INSERT ******** 
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2073 

2074 

2075 

Mr. SHAYS. And also say, Dr. Hyams, you have the biggest 

challenge here, and I have a theory and it never fails me 

that the person who says the least has the greatest 

2076 contribution at the end to make. So I'm going to just 

2077 

2078 

2079 

2080 

2081 

2082 

2083 

2084 

2085 

2086 

2087 

2088 

2089 

2090 

ask--no, I'm not going to do it quite that way. But I'm 

going to say to you that I would like you to put on the 

record anything that you think needs to be put on the record 

or any observation that you would like to put on the record, 

and then we'll get to the last panel. 

And Dr. Hyams, I would also invite you as well. I'm not 

being facetious. I know all four of you have expertise here, 

and we didn't ask Dr. Roswell as many questions so you didn't 

need to jump in, but I'm happy to have all four of you make 

any final comment. I'll start with you, Dr. Kilpatrick. 

Dr. KILPATRICK. Well, I think that the Department of 

Defense is very focused from the lessons learned in the Gulf 

ou how do we better take care of our men and women in harm's 

way today. I think the Force Health Protection Program is 

2091 that cascade effect of programs that will protect health. It 

2092 

2093 

2094 

2095 

2096 

2097 

does depend on good leadership and cohesive units. We 

believe we have that that we see that in action today, and it 

is our duty to make sure from a medical standpoint that those 

men and women have their health concerns addressed, and our 

medical department stands by waiting to make sure that their 

health concerns, whether they are related to the deployment 
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2098 or any other concern, get aaaressea with-facts about 

2099 exposures we know occurrea. 

2100 

2101 

2102 

2103 

2104 

2105 

2106 

2107 

2108 

2109 

2110 

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 

founa it that way ana useful. 

My first comment is just to say that I aeeply appreciate 

the sacrifice that our men ana women in uniform are making, 

ana I also deeply appreciate the outstanding job that our 

meaieal people are aoing. I think we've seen from the TV 

reports ana all just the incredible job they're aoing. 

They've made us all very proua. 

2111 We are absolutely committed to trying to protect our 

2112 people who are taking on a very challenging situation, a 

2113 brutal regime that has terrible weapons. We've done 

2114 everything that we know we can ao to protect them. we will 

2115 continue throughout this conflict and after the conflict is 

2116 .over to ensure that we look after people's health care needs 

2117 ana that we ao right by them for the good service that 

2118 they've aone. So I'm committed to that. 

2119 Mr. SHAYS. Thank you. 

2120 Dr. ROSWELL. Mr. Chairman, let me begin by thanking you 

2121 for your leadership aver the last aecade in moving our 

2122 government closer to a more full and complete ~derstanaing 
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2789 of the day. You have the floor and you're asking great 

2790 

2791 

2792 

2793 

2794 

2795 

2796 

2797 

2798 

2799 

2800 

2801 

questions. I'm done. 

Dr. MOXLEY. In our written statement, we--. 

Mr. SHAYS. Could ! just thank-·before--I'm interrupting. 

I'm sorry. I just wanted to thank Dr. Winkenwerder 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 you. 

Thank you. 

Dr. WINKENWERDER. Thank you. We're glad to have more 

2802 interaction here. 

2803 Mr. SHAYS. We'll make sure that happens. Thank you. 

2804 

2805 

I'm sorry to interrupt. 

Dr. MOXLEY. Well, I was trying to come back to some sort 

2806 of answer to your question. I was going to say in our 

2807 

2808 

2809 

2810 

2811 

2812 

2813 

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 record. 

Mr. JANKLOW. Sir, after this report was submitted to the 

Defense Department, did you ever hear back anything? 

• 
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HEAI.'fH '"'f'AIAS 

Honorable Mark D. McClellan, M.D., Ph.D. 
Commissioner of Food and Drugs 
Parklawn Building 
5600 Fishers Lane 
Rockville, Maryland 20857 

Dear Dr. McClellan: 

JUN 6 

OMMC Control I 

2003167·0000017 

@ 

Z~03 

The Department of Defense continues to be asked questions about the 
determination by the Food and Drug Administration that Anthrax Vaccine Adsorbed 
(A VA) is licensed for the prevention of anthrax disease that results from any of several 
possible routes of exposure. 

In an effort to answer conclusively questions about this, the Conference Report 
accompanying the Department of Defense Appropriations Act, 2000, H. Con£ Rept. No. 
106-371, p. 254, stated: '"'he Department is directed to enter into a contract with the 
National Research Council to independently study the effectiveness and safety of the 
anthrax vaccine," including .. inhalational efficacy of the vaccine against aU known 
anthrax strains." 

The Institute of Medicine (10M) Report, "The Anthrax Vaccine: Is it Safe? Does 
it Work?" 2002, responded. Chapter 3, "Anthrax Vaccine Efficacy'' (copy attached), 
analyzed the scientific evidence and concluded with the following finding: 

Finding: The committee finds that the available evidence from studies with 
humans and animals, coupled with reasonable assumptions of analogy, shows that 
AVA as licensed is an effective vaccine for the protection of humans against 
anthrax, including inbalational anthrax, caused by any known or plausible 
engineered strain of B. anthracis. 

In its analysis and conclusion about anthrax vaccine efficacy, the 10M Report accurately 
reflects the understanding of the Department of Defense of the scientific evidence and 
information. I ask if you can confirm that it also reflects the FDA's position. Thank you 
for your attention to this request. 

Sincerely, 

William Winkenwerder, Jr., MD 
Attachment 



OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

HEALTH AFFAIRS 

ACTION MEMO 

DMMC Control II 

2003213-0000002 

@ 
July 31,2003 1000 A.M. 

TARY OF DEFENSE (HEALTH AFFAIRS) 

SUBJECT: Repo to Congress on Separations of Members of the Armed Forces as a 
Result of a Refusal to Participate in the Anthrax Vaccine Immunization 
Program (A VIP) for CY 2001 and CY 2002. 

• Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of 
members of the Armed Forces who have been separated as a result of refusing to 
participate in the A VIP. 

• TAB A contains the transmittal letters for the Chairmen and Ranking Members of the 
SASC and HASC. 

• TAB B is the report for 2002. During the January 1, through December 31,2002, 
reporting period, separation and appeal procedures ended for one servicemember, who 
was subsequently separated from the Anned Forces. 

• TAB C is the report for 2001. During the January 1 through December 31, 2001, 
reporting period, separation and appeal procedures were completed for two 
servicemembers who then were separated from the Armed Forces. 

• This report has been staffed and coordinated. The Joint Staff revalidated all numbers 
with the respective Services. 

COORDINATIONS: TAB D 

RECOMMENDATION: Sign letters at TAB A. 

Attachments: 
As stated 

Prepared by: CDRL.-I<b_)(6_) __ _JI DHSD,.__I<b_)(6_) _ _____Jj PCDOCS: '[:) ~ &.~ ':) 
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THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Honorable John W. Warner 
Chairman 
Committee on Armed Services 
United States Senate 
Washington, DC 20510 

Dear Mr. Chainnan: 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of members of 
the Armed Forces who have been separated as a result of refusing to participate in the Anthrax 
Vaccine Immunization Program (A VIP). 

During the January 1, through December 31, 2002, reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed Forces. 
During this same period, 72,744 servicemembers received 155,886 doses of licensed anthrax 
vaccine. 

During the January 1 through December 31, 2001, cal~dar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 28,000 
servicemembers participated in the AVIP, receiving over 119,000 doses of licensed anthrax 
vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

A similar letter has been provided to the Chairman and Ranking Member of the House 
Armed Services Committee. 

Sincerely, 

William Winkenwerder Jr., MD 

Enclosure 



. ······--·--·-·---·----------------------·----.. 

THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Honorable Carl Levin 
Ranking Member 
Committee on Armed Services 
United States Senate 
Washington, DC 20510 

Dear Senator Levin: 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 2030 1·1 200 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of members of 
the Armed Forces who have been separated as a result of refusing to participate in the Anthrax 
Vaccine Immunization Program (A VIP). 

During the January 1, through December 31,2002, reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed Forces. 
During this same period, 72,744 servicemembers received 155,886 doses of licensed anthrax 
vaccine. 

During the January 1 through December 31, 2001, calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 28,000 
servicemembers participated in the A VIP, receiving over 119,000 doses of licensed anthrax 
vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

A similar letter has been provided to the Chairman and Ranking Member of the House 
Armed Services Committee. 

Sincerely, 

William Winkenwerder Jr., MD 

Enclosure 
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THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Honorable Duncan Hunter 
Chainnan 
Committee on Armed Services 
U.S. House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301 •1200 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of members of 
the Armed Forces who have been separated as a result of refusing to participate in the Anthrax 
Vaccine hnmunization Program (A VIP). 

During the January 1, through December 31, 2002, reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed Forces. 
During this same period, 72,744 servicemembers received 155,886 doses of licensed anthrax 
vaccine. 

During the January 1 through December 31, 2001, calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 28,000 
servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed anthrax 
vaccine. 

As ofMay 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

A similar letter has been provided to the Chairman and Ranking Member of the Senate 
Armed Services Committee. 

Sincerely, 

William Winkenwerder Jr., MD 

Enclosure 



THE ASSISTANT SECRETARY OF DEFENSE 

HEALTH AFFAIRS 

Honorable Ike Skelton 
Ranking Member 
Committee on Armed Services 
U.S. House of Representatives 
Washington, DC 20515 

Dear Congressman Skelton: 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

Section 751 of the National Defense Authorization Act for Fiscal Year 2001 requires the 
Secretary of Defense to submit to Congress an annual written report on the number of members of 
the Armed Forces who have been separated as a result of refusing to participate in the Anthrax 
Vaccine Immunization Program (A VIP). 

During the January 1, through December 31,2002, reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Anned Forces. 
During this same period, 72,744 servicemembers received 155,886 doses of licensed anthrax 
vaccine. 

During the January 1 through December 31,2001, calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 28,000 
servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed anthrax 
vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

A similar letter has been provided to the Chairman and Ranking Member of the Senate 
Armed Services Committee. 

Sincerely, 

William Winkenwerder Jr., MD 

Enclosure 
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DEPARTMENT OF DEFENSE 
REPORT ON 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TO PARTICIPATE IN THE ANTHRAX VACCINE 

IMMUNIZATION PROGRAM 

January 1, through December 31. 2002. Separations 

Service Separations Component ~ 

Army 0 Active n/a 
0 Guard n/a 
0 Reserve n/a 

Navy 0 Active n/a 
0 Guard n/a 
0 Reserve n/a 

Air Force 1 Active E-4 
0 Guard n/a 
0 Reserve n/a 

Marines 0 Active r1/a 
0 Guard nla 
0 Reserve nla 

Services Total-----------------~ 
(January 1, through December 31, 2002) 

Total 

0 
0 
0 

0 
0 
0 

1 
0 
0 

0 
0 
0 

1 



DEPARTMENT OF DEFENSE 
REPORT ON 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TO PARTICIPATE IN THE ANTHRAX VACCINE 

IMMUNIZATION PROGRAM 

Januarv 1. 2001 through December 31. 2001 Separations 

Service Separations Component Rank 

Army 0 Active n/a 
0 Guard n/a 
0 Reserve n/a 

Navy 0 Active n/a 
0 Guard n/a 
0 Reserve n/a 

Air Force 0 Active n/a 
1 Guard 0-4 
0 Reserve nla 

Marines 1 Active E-3 
0 Guard n/a 
0 Reserve n/a 

Services Total---------------,-~ 
(January 1, through December 31, 2001) 

I2!!!! 

0 
0 
0 

0 
0 
0 

0 
1 
0 

1 
0 
0 

2 
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D1lOOH PHP 

The Honorable DtW.can Hunter 
Chainnan 
Committee on Anned Services 
U.S. House ofRepresen.tatives 
Washington, .DC 20515 

Dear Mr. Cbairman: 

________ _._._ ·-··· 

P.1214 

Seotion 7SI of the Natioul Defense Authorization Act for Fiscal Year 2001 requires the . 
Sec;;retaiy o!Dofense ta submit to Congress an annu.Bl writt~m report on the number ofml!mitbera of 
The Annec! POtee.S who b.ave been separa:ted. as a. result ofre!Usina to parlicipatc in the Anthrax 
Vaccine Immunization Program (A VIP). 

During tbe Januuy 1 thfoupDeoemller 31,2002, reportingperioc\ separation mel appeal 
procedures ended for ono Service member. who was sul:tsequently soparated A-om the armed foroes. 
DurirJgthis same period 72,744 Servicemernbers ~ee:eived l5S,886 doses oflice.naed arJtlu'8X 
vaccine. . =t JIA¥'dL ~ 

tJuring lhe 1anuacy 1 through December 31, 2001, calendar yem:. tbree Semee members e.re 
separated as a result ofrefilsins to ]*licipate in the A VfP. During tbis same timefram.e .28.000 
Service members participated in the A W. ~ ewr 119, 000 doses of licensed antlu'ax vaccine. 

, ~---~ ~ 
As of May 25, .2003, over 875,107 Setviee: members have participated in the A~ With over 

3,0S0.671 doses. ~ ~ 

I have enolosed the proposed. Report to Congress on Separations that Result from a .Rei\lsal to 
Participate in the A VIP. A simUar letter has been provided to the Chairman and RaokiJlg Member 
of the House Armed Services Committee. 

Sincerely, 

W'llUam Winkenwen:ler 1r •• lVJD 

Enclosure 
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DOOOH PHP 

DEPAR.T).S'QT OFDEF.ENSJ! 
DPOB.TON 

SEPARAnONs THAt' RES'ULT Fa.OM A UJI'tl'SAL 
'1"0 PARnCIPAr.E IN T1:IE ANT.IIRAX VACCINE 

l'M'MUNIZAnONPROGB.A:M 

Jauu'"Y 1 lbrough December 31, 2001 

Semce Separatiolll Cgmpou.at &!I! Total 

Amly 0 Active Dla 0 
0 Guard rJ/a 0 
0 .Reserve rJia 0 

Note: One separation occurrecl in 2003 8.ll4 will be reported .in the 200! thneftamc. 

Navy 0 Active n/a 0 
0 Guard rJa 0 
0 l.eserve Dla 0 

Air Force 1 Active ,!..4 1 
0 Guard Dla 0 
0 Reserve n/a 0 

Marines 0 Active 'IJI& 0 
0 Guard fila 0 
0 1loseM J11a 0 

S~cnT~------------------------~ 1 

P.BS 

. TOTAL P.BS 
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Coordination of Proposed Report to Congress on Separations that Result from a Refusal 
to Participate in the Anthrax Vaccine Immunization Program. 

COORDINATION 

Concur Non-concur Comment 

OSD, Office General Counsel 

Assistant Secretary of Defense (LA) 

· Director, MilitaryVaccinr/ Agency 
l(bX6l 

Dir, Joint Staff 

---------------- --- --- ------



=----------- -...... __________ _ 

JUN-1~-2003 09:39 . . P.03/03 

Cootctination ofPropo$ed Report to C · on SeparatioDS that Result frora• bibsal 
to .Partieipate in 1he A11tb.ra:x Vaccine Jmmunization !'rogram. 

Non·COllCJ:!l 

OSD. Oenei'al Counsel f 
Assistant Secretary of Defense (LA) ~ · -""'1'--

Director, Militaty Vacc:ines omce 

OSD(OGC) 

D.ir, Joint Staff 

TOTAL P.03 
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Reply ZIP Code: 
20318-0300 

JOINT STAFF J-1 PRD 

THE JOINT STAFF 
WA8111NGTON. DC 

DJSM-Q695-03 
30July2003 

MEMORANDUM FOR THE ASSISTANT SECRETARY OF DEFENSE (HEALTH 
AFFAIRS) 

P.01 

Subject; Coordination of the Proposed Report to Congress on the Separations 
that Result from a Refusal to Participate in the Anthrax Vaccine 
lrm'nunization Program (A VIP) 

I. Thank you for the opportunity to review the draft report1 to Congress 
regarding the number of separations resulting from refusal to participate in 
A VIP. The Services verified the accuracy of separations reflected in your 
proposed report. The statistics are correct except the Marines had one versus 
two separations in calendar year 2001. 

2. We concur in the report subject to incorporation of the following changes: 

a. ASD(HA) letter to Chairman Warner, 'third paragraph, first sentence. 
Change to read: "During the 2001 calendar year, Januaey 1 through December 
31, two Service members were separated as a result of refusing to participate in 

. the AVIP." . 

b. Enclosure, seconq page, Separations that Result from a Refusal to 
Participate in the Anthrax Vaccine Immunization Program, January 1, 2001 
through December 31,2001, Service column, Marines, first line. Change to 
read: Separations "1," Rank "E-3," and Total "1."' 

3. The Joint Staff ooint of contact js Majo~...._(b_><_6_) _____ _.!usAF; 
J-1/PRD~(b)(6) I 

, •• Jiro-ooJJL.. -?D-
JAMESA. HAWKINS 
Mfl\jor General, USAF 
Vice Director, Joint Staif 
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ACTION MEMO 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: David Tomberg, DASD Clinical and Program Policy 

SUBJECT: Smallpox Vaccine Adverse Event Follow-up of Guard and 
Reserve Component Personnel 

• The ASD(HA) should sign the memo at TAB A. 

• Smallpox vaccine has been associated with new onset myopericarditis. A 
program for initial and long-term follow-up of individuals diagnosed with 
smallpox vaccine associated myopericarditis has been established (TAB B). 
The longer-term morbidity among these individuals will significantly 
impact future decisions on smallpox vaccination. As Guard and Reserve 
component personnel are demobilized, it is important that appropriate 
follow-up continue to take place. 

• The memorandum at TAB A directs Line of Duty (LOD) statement for 
vaccinated personnel with cardiac complications. Those individuals 
requiring medical treatment/evaluation should be retained on Active Duty 
pending resolution of the medical condition or completion of the physical 
disability evaluation. The memo was coordinated with Service M&RA and 
other offices (TAB C) with no objections noted. 

RECOMMENDATION: That the ASD(HA) sign memorandum to M&RA's at 
TABA. 

COORDINATION: TAB D 

Attachments: 
As stated 

Prepared by: LtCol .._l<b_)(6_) _ ____.I C&PP ~.._(b_)(_6) __ .....JI PCDOCS# 50272 



-----.. ---- -· 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 

SUBffiCT: Establishment of Case Management Guidelines for Smallpox Vaccine 
Associated Myopericarditis 

REFERENCES: 

1. Deputy Secretary of Defense Memorandum, "Smallpox Vaccination Program," 
September 30, 2002 
2. Under Secretary of Defense for Personnel and Readiness Memorandum, "Policy 
on Administrative Issues Related to Smallpox Vaccination Program (SVP)," 
December 13, 2002 
3. Assistant Secretary of Defense for Health Affairs Memorandum, "Clinical Policy 
for the DoD Smallpox Vaccination Program (SVP)," November 26, 2002 

Myopericarditis has historically been associated with vaccination for smallpox 
(vaccinia virus). Until recently, it has been a rare or unrecognized event after vaccination 
with the currently utilized strain of vaccinia virus (New York City Board of Health; 
Dryvax™, Wyeth Laboratories, Marietta, PA). Ongoing evaluation of health outcomes 
among Armed Forces personnel indicates individuals vaccinated for smallpox are at 
higher risk for myopericarditis than those not vaccinated A program for initial and long­
term follow-up of individuals diagnosed with smallpox vaccine associated 
myopericarditis has been established. For active duty, National Guard and Reserve 
Component personnel, including those previously or about to be demobilized, separated, 
or discharged, it is important that appropriate follow-up take place. 

All separating and demobilizing personnel with a clinically verified diagnosis of 
post-smallpox vaccine myopericarditis shall be enrolled in the central registry maintained 
·by the VHC Network. This clinically verified diagnosis will be appropriately annotated 
in the servicemembers medical record, and lAW Service policy, the appropriate Line of 
Duty determinations will be established. Each Service will coordinate with the Military 
Medical Support Office (1-888-MHS-MMSO), as needed, to provide appropriate civilian 
medical follow-up and payment arrangements for Reserve Component personnel. 

William Winkenwerder, Jr., M.D. 



-------··· -··· - ·· · ····---------------------------

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

HEALTH 4FFAIRS ACTION MEMO 

FOR: ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: David Tomberg, DASD Clinical and Program Policy ~" r • I l \ 'i \ c.. ? 

SUBJECT: Smallpox Vaccine Adverse Event Follow-up of Guard and 
Reserve Component Personnel 

• The ASD(HA) should sign the memo at TAB A. 

• Smallpox vaccine has been associated with new onset myopericarditis. A 
program for initial· and long-term follow-up of individuals diagnosed with 
smallpox vaccine associated myopericarditis has been established (TAB B). 
The longer-term morbidity among these individuals will significantly 
impact future decisions on smallpox vaccination. As Guard and Reserve 
component personnel are demobilize~ it is important that appropriate 
follow-up continue to take place. 

• The memorandum at TAB A directs Line ofDuty (LOD) statement for 
vaccinated personnel with cardiac complications. Those individuals 
requiring medical treatment/evaluation should be retained on Active Duty 
pending resolution of the medical condition or completion ofthe physical 
disability evaluation. The memo was coordinated with Service M&RA and 
other offices (TAB C) with no objections noted. 

RECOMMENDATION: That the ASD(HA) sign memorandum to M&RA's at 
TABA. 

COORDINATION: TAB D 

Attachments: 
As stated 

Prepared by: LtCoq'-(b_)(_6) __ __.lc&PP,._I<h_)(_6) __ __.1PcDOCS# 50272 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301·1200 

MEMORANDUM FOR DEPUTY SURGEON GENERAL OF THE ARMY 
DEPUTY SURGEON GENERAL OF THE NAVY 
DEPUTY SURGEON GENERAL OF THE AIR FORCE 

SUBJECT: Establislunent of Case Management Guidelines for Smallpox Vaccine Associated 
Myopericarditis 

REFERENCES: 

1. Deputy Secretary of Defense Memorandum, "Smallpox Vaccination Program," 
September 30, 2002 

2. Under Secretary of Defense for Personnel and Readiness Memorandum, "Policy on 
Administrative Issues Related to Smallpox Vaccination Program (SVP)," December 13, 
2002 

3. Assistapt Secretary of Defense for Health Affairs Memorandum, "Clinical Policy for the 
DoD Smallpox Vaccination Program (SVP)," November 26, 2002 

Myopericarditis has historically been associated with vaccination for smallpox (vaccinia 
virus). Until recently, it has been a rare or WlTecogni:zed event after vaccination with the 
currently utilized strain of vaccinia virus (New York City Board of Health; Dryvax®, Wyeth 
Laboratories. Marietta, PA). Ongoing evaluation ofhealth outcomes among Armed Forces 
personnel indicates individuals vaccinated for smallpox are at higher risk for myopericarditis 
than those not vaccinated. Ongoing review of cases diagnosed to date indicate a need to 
standardize evaluation and clinical management to decrease variation and provide ready access to 
clinical consultative services, assure access to care for longer-tenn follow-up for individuals 
separating from active duty, reserve component and National Guard personnel, and a need to 
document outcomes for future smallpox vaccine program management. 

This memorandum provides a uniform approach for evaluation and establishes a program for 
consultation and Jong-tenn follow-up of individuals diagnosed with smallpox vaccine associated 
myopericarditis. A tri-service team supporting the DoD Vaccine Healthcare Center (VHC) 
Network developed the attached guidelines for clinicians. Forward deployed medical support 
units should be aware of and use the guidelines for the diagnosis and treatment of 
myopericarditis associated with smallpox vaccination. The guidelines will be modified in an 
iterative process as new information and clinical experience evolve, and will be available at 
www.vaccines.mil. To support clinicians seeking multi-disciplinary consultation, the MilitaJy 
Vaccine (MlL VAX) Agency established a 24n toll-free bridge number for short-notice 
teleconferencing. Clinicians wishing to consult via this teleconference bridge with VHC staff 
and/or military cardiologists regarding optimal care should call the DoD Vaccine Clinical Call 



··--·-·-·--· -----------------------------

Center at (866) 21 0·6469. Additional consultative support is available via e-mail at 
ASkVHC@amedd.anny.mil. 

AJI DoD beneficiaries, including Reserve component personnel who received their smallpox 
vaccine while in a duty status, with a clinically verified diagnosis of post-smallpox vaccine 
myopericarditis will be enrolled in the central registry maintained by the VHC Network and be 
followed using the attached clinical guidelines for a minimum of 12 months from the date of 
initial diagnosis. The Vaccine Adverse Event Reporting System (V AERS) should be used 
according to service policy. Patient informed consent is not required as part of enrollment. 
Enrollment in this registry will facilitate long-tenn clinical follow-up, delivery of appropriate 
clinical care, and a greater understanding of potential sequelae of this clinical manifestation. 
Upon enrollment VHC staff should help ensure appropriate 6 and 12-month follow-up in 
coordination with the patient's case manager. 

Those individuals requiring medical treatment/evaluation should be retained on Active Duty 
pending resolution of the medical condition or completion of the disability evaluation. Each 
Service will coordinate with the Military Medical Support Office (l -888-MHS-MMSO), as 
needed, to provide appropriate civilian medical follow-up and payment arrangements for Reserve 
Component personnel. 

Attaclunent: 
As stated 

David N. Tomberg, MD, MPH 
Deputy Assistant Secretary of Defense 
Clinical and Program Policy 



Pericarditis-Myocarditis-Cardiac Evaluation Tables, 
Suitable for Evaluation After SmallpoxVaccination 

DoD Vaccine Healthcare Centers (VHC), Version: 513012003 
8:38AM 

Smallpox vacclne(s) 
administered 

In Past 30 Days 

I Possible clinical symptoms: chest pain, shortness of breath, palpitations, 
unexplained syncope, dry cough I 

lnH!al Evaluation fCaae Definlt!on CDC MMWR Mav 30. 20D3/52t21l;492-496l 

History. characterize symptoms 1 Physical examination 3 ~ SAVE 
DetaUed vaccination history & dates Chest X-ray: PA/lateral ~~ lasma, Buffy. 
• especially smallpox or other live vaccines Electrocardiogram (ECG) 4 ~oat, Serum 
Past medical history: Cardiac risk factors 2 Laboratory. Troponln, CK-MB stored blood 

Echocardlogram ~ protocol) 

I 
B. Symptoms + abnormality C. Progressive symptoms, 

LVEF < 40-45Vo, CK > 1,000, 
ventricular dysrhythmlas, 
hemodynamic instability 

A. Symptoms Only -> of cardiac enzymes, ECG, <II!-~ 
echocardlogram 

A.: Evaluate, treat; cOn&Uit as· 
Indicated 

• Evaluate as soon· ei :~lble .. 
• Document normal· ECG,trqpooin; 

CK. CRP, either If lndl~ted · . · . 
• Reclassify If any.abnorrna'lltY qr · 

Indicated by exp~rt.'~vfew . 
• Enter in VHC registry for f.U : : .. 

monitoring 8S suspe~·case If . · .. 
symptoms continue 

• ·Consider non-cardiac etiolOgy. • 
• Monitor If continued syriiptofit~. · · 
• Treat symptomatlcally:to : .... 
Approach to new she.re·&/0.. ' 

peralstent. complal~ta. :. . . ' 
• Evaluate & trea,t with COOSI.IIta~an 

esneeded · 
• New problem. va~ln~ (&!1\pOral : . · 

as$Oclation, sei'iOU#IIJ'npact"on . · 
quality of life; imremittlng: Comact . 
VHC via $66-210-8469 ' . 

A·C Refer to VHC .. Ne!Yfork for.s~d ... t~~el.revl$w· .: : 
(CISAICOCNHC}:· Echoeafdl~~··f;CGS;. ·: .• 

cardiac lso•nzyme'rest!t~~ copy:¢J:-e:C~~-:~· ··.:. 
paUent and· provider ccnt111ct lh~mi:atlon·. Key:VHC . 

Consultant Sltaa: BrOCike .& W&lter-'Re~·AMc .. 

. c. CerdloiQGY·avaluatlon, treat, 
· :COnsult ·as Indicated 
·,; Promptly work Up &·treatfor 
· . :acute· ~anary·syndrome, as 

. lndJi::a.ed7' . . 
·. •·.Oiff,,-nua.l of myCJ-Perlcardltls e 

.· ··• ··co.ct VHC+ btrdlology 
:· • . VJn:iJ worlc•IJP. (seiOiogy, PCR) 
T.~ to,TertlaiyCare Center: 

. · ·: : 90nslder limitations of faclilty 
·~ AJ)P.Iyelement$ 91Jtllned In a 
lndMd~l cas. management 

. • Monitor &·doeument recovery 

. • VIi¢ ~·~riagem~t wtth 

. . treclting at 4-e·ino~ and 12 
month evaluation by Cardiology 

Consultation. Clinicians wishing to consult wilh Vaccine 
Healthcare Center and/or military cardiologists regarding 
optimal care should call the DoD Vaccine Clinical can 
Center at 866·21 0-6469, to request a clinical 
cardiovascular consult NOTE: Footnotes and additional 
information described on accompanying sheets. 
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Recommended Pericarditis·Myocardltls-C&rdlac Evaluation Guidelines 
Suitable for Evaluation Post-Smallpox Vaccination 

DoD vaccine Healthcare Centers (VHC), 30 May 2003 

Topic Documentation C818gorias 1 Oocumen1ation Delalls, Comments 

Chest pain type Ca1ag0ty of patlenrs chest pain type If present (choose one): 

1. Alyl)ical chast pain: Pain, pressure, or discomfort In the chest, neck. or arms not 
clearly exert!onal or not otherwiSe consistent with pain or discomfort of myocardial 
Ischemic origin 

11. Stable chest pain: Chest pain without a change In frequency 01 pattern fotlha 2 
wee!U!. bef01'6 thiS p!'OGedure. Ches\ pain Is con\rOIIed by rest ancS/or 
sUl)(lngualloralllranScutaneous medications. 

111. Unslable chest pain: Chest pain that CICCUI'I'fld at rest and was prolonged, 
usually lasting more than 20 minutes. Rec:ent accelerallon of chest pain retlecled 
bv an Increase In severttv 

Number of ej:iiiOdes of chest Number of distinct episodes of chest pain that occurred In the last 72 hours before 
l)aln rn fast 72 hours evaluation 
Secondary cause or chest pain Note whether the chest pain was pracfpltaled by a secondary factor SUCh as known 
(yes/no) atharosclerollc coronary artery disease, fever, anemia, hypoxemia, tachycardia, 

!hvrOtoxicoSfs. or severe valvular disease 

Note whelhat the chest pain Is reproducible by either deep rasplratlon (pleuritic), 
Reproducibility of symptoms positional changes or pressure sensitive 

Heart failure Patient with complaint of dyspnea on exertion, resting shortness of breath, 
J)8r0li'YSI'IIal nocturnal dvsclnea. orthopnea, edema. weight Qaln 

Dysthythmia Patient with complaint of palpitations, rapid or slow heart rate. 

Documenlatlon of concomtnant symptoms of syncope (duration}, dizziness or light 
headedness asscclated with symptoms 

Prier angina History of angina before the current admission. "Angina" refers to evidence or 
knowledge of symptoms before lhls acute evant descn1led as chest pain or 
pressure, jaw pain, arm pain, 01 other equivalent discomfort soggest~va of cardiac 
Ischemia. lndlc:ate If angina existGcl more than 2 wee1a1 before admission and/or 
within 2 weeks before aclrnlsslon. 

PreviOus myocardial infarction The patient has had at least 1 documented previous Ml before admission. 
fMI) 
Prior congestive heart failure HIStory of CHF. "CHF' refei'S to evidence or knowledge of symptoms befOre thiS 
(CHF) acute event described aa dyspnea, fluid retention, or row can:nac output secondary 

to can:llac d~ncllon, or the desct!pllon of rates. jugUlar venous distension, or 
Dutmonarv edema before lhe current admission. 

PreviOuS percu1aneous coronary Previous PCI of any type (balloon ant!lopfasty, a~rectomy, stent, or othet) done 
Intervention (PCI) before the current admission. Dale should b8 noted. 
Previous coronary artery bypass Previous CABG done before the current admission. Dale Should be noted. 
araftCCABG) 
Prior cathelerizalicn with Documented coronary artery disease (CAD) at coronary angiography at any time 
stenosis greater than or equal to before the CUI'I'Iilnt admiSsion, wllh at least a 50% stenosis rna majorcozonary 
SO% artery. If the patient had a cardiac cathetet'llatlon before lhelndex event that 

demonstrated a stenosis of 90% and that was succ;essfuDy stented 1o a 0% 
residual, this should be coded as "yes." because a stenosis of greater than or equal 
1D 50% was documented. 

HisloJy Of stroke Documented history of stroke or ceretmwascuiar acc:ldent (CVA). TyplcaDy. a 
pat!Snt has had a hiStory of slrok9 If Ulere was lou of nelll'Oioglcal function caused 
by an Ischemic event with residual symptoms at least 24 hours after onseL The 
vear of the most recent stroke before tha current admission should be noted. 

Hlsto7crf ~nsient Ischemic 
attack lA 

A focal neurological deficit (usually corresponolng 1D the territory of a single vessel) 
that resoiYes spontaneously without evidence of residual SYmDIOms at 24 hours 

Peripheral arterial disease Perlphmal a!l8llaJ.dlseaSe can lnCIUcle me folloWing: 
1. Claud! calion, either with exertion or at rest 
2. Amputation fer arterial vascular Insufficiency 
3. Vascuiar reconstruction, bypass surgery, or percutaneous Intervention to tha 
extremities 
4. Documented acutlc aneurysm 
6. Positive noninvasive lest (e.g., ankle brachial Index tess than 0.8) 

1 



-:-----:---·· ....... -.. ····--·-··------------------------

3 

Recommended Perlcarditls-Myocardltis·C8rdiac Evaluation Guidelines 
Suitable for Evaluation Post-Smallpox Vaccination 

DoD Vaccine Healthcare Centers NHCl. 30 May 2003 
Diabetes History of diabetes, regardless of duratiOn of disease, need ror antidiabetic agents, 

or a fasUng blood sugar greater than 7 mmolll or 126 mg/dl II yas, the type ar 
diabetic control should be noted (check aU that apply): 
1.None 
2. Diet Diet treatment 
3. Oral: 0181 agent treatment 
4. Insulin: lnsuJJn treatment fincludes anv combination of insufinl 

Hypertension Hypertension as documented by: 
1. HlsiOJY of hypertension diagnosed and treated wUh medlcaUon, diet, and/or 
exerciSe 
2. Blood pr&$Sure greater than 140 mmHg systolic or 90 mmHg cfiSStoDc on at least 
2oocaslons 
3. Current use of an~rtenslve oharrnacoloalcalthera~ 

Smoking History confirming cigarette smoldng in the put. Choose from the following 
CBiegorieS: 
1. Current: Smoking cigaretrss within 1 month of lhlS admission 
2. Recent Slapped smoking cigarettes bellveen 1 month and 1 year before thiS 
admission 
3. Former: Stopped smoking cigarettes greater than 1 year before this admissron 
4. Never: Never smoked c!Sarettes 

Dys!ipidamla Hlstory of d)'Sllpldemia diagnosed and/or treated by a physician. NaUonal 
Cholestsrol EclucaUon Program criteria Include documentation of the folloWing: 
1. Total cholaslerol greater than 200 mglcll (5.18 mmollf); or 
2. Low-density lipoprotein (LDL) greater than or equal to 130 mgtdl (3.37 mmol/1); 
or 
3. Hlgh.cfenslty Qpoprotaln (HOl)less than 40 mg/dl (1.04 mmolll), 

Treatment Is also lnlllated If LDL I& greater than 100 mg/dl (2.69 mmolll) in patlenl$ 
with known coronary arlery disease, and lhl& would qua6fy as 
hygerci\Oiesterolemla. 

Family hiStOry ar CAD Anydilect blood relaliYEIS (parents, siblings, children) who have had any of the 
foDowlng at age less than 56 years: 
1. Angina 
2.MI 
3. Sudden cardiac death without obvious cause 

Lung diseaSe Documented hl$1i)ry of chronic lung diseaSe (I.e., chronic oDStruclive pulmonary 
disease) or c:urren~y baing lnlated with pharmacological therapy (e.g., Inhalers, 
lheophylllna, aminophylline, or steroids) and/or has a forced expiratory volume in 1 
second (FEV1) less than 7So/o. room air p02 less than 60%, or room air pC02 
greater than 50%. Acute lung Injury 10 lnclllde pulmonary embolism/deep vein 
thrombollhlebltrs. 

Gastrolnlaslinal diseaSe Documented hiStory of either gastroesophageal reflux dlsea$e, asophagills, pepllc 
ulcer disease, or CUll'&l'llly being treated with pharmacologic lhmapy (e.g. Hr 
entagonlsts (clmtedlne, ranltldlne, etc.), or proton pump lnhlbi!Drs (omeprazole, 
Iansopr.amle, etc.)). History of pancreatllls or cholelithiasis or other gallbladder 
disaase. 

Prior vaccination history and Note made of all vaccinatiOns received within 30 days of presentation, to Include 
adven;e events location of lmmuntzallon. 

Note made of ptlor adven;e reactions with vacclnal/ons to Include, but notllmlted 
to, arlhralglas: mvalalas. headache Shortness of breath, chest Dain, febrile Ulness 

I 
Gender Patient's genaer. male or female 
Data of birth Dav. month Blld year of the pallenfs birth 
Race Patient's race: 

1.Whlle 
2.Biack 
3. Hispanic 
4.Aslan 
6. Nalive American 
6. Other race not listed 
(Note: These categories could be usee! in a •check all !hal apply" formatiO Identify 
milled races.) 

Heart rata Heart rata (beala per minute) should be the recording that was done Closest 10 the 
time of ~ntallon 10 lhe healthcare facility 

Sy&IOIIC and diasiOiiC blood Supine systouc and cilaSIODc blood pressure (mmHg) Should be the recordtttg thai 
P18$5Ur& (at time of I)AISGnlallon was done closastiO the lime ar PtQS&ntallon to the heall.hcare facility and on 

2 



...... ····--·-----------------------

Recommended Pericarditis-Myocarditis-Cardiac Evaluation Guidelines 
Suitable for Evaluation Post-Smallpox Vaccination 

Conduction abnormality 

None (absence of tales over the lung fields) 

Mild CHF (rates aver 50% or ress of the lung field&). Evidence of new pulmonary 
vaacu1ar congestion on chest radiOgraph also meers the definHion. 

calegorles: 
1 . Inferior leads: ll, 111. aVF 
2. Anterior leads: V1 to V4 
3. La18ralleads: I, aVL, V5 to V8 

elevation In 2 or mora contiguous 
2. ST -segment depreSSion of at least o.s mm (0.05 mV) In 2 or mora contiguous 

leads (Includes reclpJOCal changes) 
3. T·wave inversion of at least 1 mm (0.1 mV) Including lnver1ed T waves that are 
not IndiCative of acute Ml 

4. Q waves refer to the presence of Q waves thal are greater than or equal to 0.03 
seconds In width and greater than or equal to 1 mm (0.1 mV) In depth In at least 2 

Supravel'ltricular tach)'catdla 
3. Sinus arrhythmia · 
4. Pternatura bealS to Include premature ventrleular ccmpleX8s (PVC), premature 
supraventriculadatrlal complexeS (PACs). 

3 
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Recommended Pericarditis-Myocarditis-Cardiac Evaluation Guidelines 
Suitable for Evaluation Post-Smallpox Vaccination 

DoD Vaccine Heallhcare Centers (VHC), 30 May 2003 

Complete blOOd count The presentation CBC. 10 Include differential, with emphasis on eosinophil and 
lymphocyte count shOuld be notecl. The upper limit of normal ofWSC, Hgb, Pn, 
and differential as determined by Individual hospital laboratory standards should be 
rellOrtecl. 

Cardiac on:nrmes 
An values All CK, CK-MB, and troponln values during the evaluatiOn should be noted; Include 

lhe units, date, and 111118. The upper limit of normal of CK·MB as defined by 
Individual hospllallabolatory standan:ls should be noted. For troponln values, 
Indicate which twe: Tor 1. 

B-tvDG natriuretic DGDtlde 
AHvaluas All BNP values during tne nospltallzat!on should be notecl; Include units, date, and 

time . 

lnflammatotY markers 
. AD values All~~ sedlmen~n rate and C-reactlve protein values during the 

evaluation should be noted; Include units, date, and time. Report the upper Um!l or 
normal as defmed bv individual hOSDHal laboraiOrv standards. 

Immune comDllllC screen Ina 
All values All C3, C4, CH50, Ra.ll cell, C1q assay values during the evaluatiOn should be 

noted; Include units, date, and time. Report the upper Omit of nonnal as defined by 
Individual hosprtallabOratOrv standards. 

Culturea: VIral 
AD values All vlral cultures (nasal wash, urine. feces) for adenovirus, tnfluanza viruses or 

entei'Qlllrsas shOuld be notecl 10 Include date and time. Results of cerebrospinal 
fluid vital cultures Including shell vtal culture lhat looks speclflcaUy for 
enteroviruses, heJpes simplex vlM18S, and cy!Omegalovlrus shoUld be noted 10 
InClude date and Ume. 

&erolqgles: Vlra 
All values All enterovirUS, influenza, coxsackie B, Lyme, hepatitis B lgM and core rse values 

and 61Bl8 during the evaluallon should be noted: InclUde unils, date, and time to 
differentiate between acute and convaJascent sera. 

eonaaen vascular screenlna 
All values All ANA, Anii-DS DNA. ENA, etc. values during the evaluation should ~noted: 

Include units date and lime. ReDOit the Datrems assodatecl with DOS! live assa'IS. 

Otherlatls 
Tolal6111rum cholssterolleval The first total serum choleSterol level and IYDe of units should be notecl 
LDL First serum low density Rpoproteln (LDL) and units (eilher calculatecl or direct. H 

measuredl 
HDL -""""'m!'"DU"'"'""'""'" First serum C· and units 
Serum creatinine Flratcreau 
Hemoalcibln A 1c Documented Ia rakirvvalue and units for r:mtlent's hemoalobln A 1c 

Pericardltls, myocarditis 

Case definltiotl items 
(Case Definition CDC MMWR 

Elevated cardiac enzymes 1' Troponin, CK~MS. ;mdlor CK 

May 30, 2003/52(21);492- Electrocardlogram (ECG) ECG: No evolution 10 a waves 
496) abnormalities 

PhysiCal findings Rub,$3 

Chest x-ray Heart failure lllgns 

Echocardlogram abnormalltlas Per!Catdlal effusiOn. J. laft-venllleular (LV) 
functiOn 

:!:Magnetic resonance imaging (MRI) Pericardia! ver&USI!t)'OCardlal up!ake 
with gadoDnlum 

:l:mln-Cardlac scanning_ 

4 
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Recommended Perlcardltls-Myocardltls-Cardlac Evaluation Guidelines 
Suitable for Evaluation Post-Smallpox Vaccination 

DoD Vaccine Healthcare Centers NHC). 30 May 2003 

:tEndomyocardlal biopsy (exclude Charactsrlslic hlslclogy 
active YB<:C1n1a by PCR before 
recommending steroids) 

:I;Vlnill dlaonostics 

Stress test lntllcate whether an ex&r~:lae tolerance or pl'larmal::ological S\l'eSs teat was 
performed during lhe hospilal stay. Date should be noted. Indicate it the I8SI 
involved ECG alone, or either radlonucll®.lmaoinJJ_or echoaudlogram. 

Ischemia resuH (positive, Positive: On an exercise tolerance test, the patient developed ellher: 
negative, equivocal) a. Both ischemic discomfort and ST shift greater than or equal to 1 mm (0.1 mV) 

(horlzonlal or downsloplng) or 
b. New ST shift greater than or equal to 2 mm (0.2 mV) (horizontal or downsloplng) 
believed to represent Ischemia even In the absence of Ischemic dlsc:omfort 
If the paUent had an equivalent type of exercise test (e.g., exercise thaDium or MIBI 
test, strass echOCardlography, or dipyridamole, thallium, or adenosine radioisotope 
scan)lhat showed definite evidence of Ischemia (e.g., an area of ctear reversible 
Ischemia). this should be considered a positive test. 
2. Negative: No evidence of Jschflmla (I.e., no typical englna pain and no ST shlfls). 
3. Equivocaf: Either. 
a. Typtcallscltemk: pain but no ST shift greater than or equal to 1 mm (0.1 mV) 
(horizontal or downstoplng) or 
b. ST shift of 1 mm (0.1 mV) (horizontal or downs!oplng) but no l$chemlc 
discomfort 
c Imaging tesUng Nola presence or absem:e of a fiXed defecl indicating an old Ml 

Ejection ftaetlon (EF) The first eF obtained dUring the hospital stay. It Is the percent~ blOOd .emptied 
from the ventricle at the entl of contraction and can be obtained, In prefemJd oA:!er, 
from a left ventrleulogratn, radlonucftde ventriculOgraphy, or echoca.rC11ogram. If 
only a range Is esDmaled for EF. the midpoint ol the range should be the value 
noted. Nole type of test used for eF: conttaS! ventriculography, radionucllde 
~u!ograpl\y orechocaldlograpl\y. Note also whether H. was e&Umaled or 
calculated. 

Cardiac catheterization ~nosuc cardiac catheterizatlonlangtography perfonnecJ during the nospllal Slay. 
Dale should be noted. Note pen:entage occlusion, from 0 to 100%, associated 
with the !denllflad vessel systems. In Instances where multiple laslons are present, 
enter the highest percentage stenosis noted. The systems of Interest are as follows 
and should include major branch vessels of greater than 2 mm diameter: LAD or 
any major branch vessel, LClC or any major bmnch vessel, RCA or any major 
branch vessel left main, ·bypass orafte 

Other spedal studies ~arubodlas for m)'OCSI'IIlum 
1 studies on biOosv 

'fo be developed 

Normal tests but persistent If symptomS persist > 3 months, To be developed 
symptOms consider furlher evaluation with 

l!lll8Clallv referrals VHC referral. 
Therapeutic options To be developed 

• Mild to moderate Aspirin or non-staroldal antf.. 
itlffamtnalo!Y lhe!81W 

Thelapeullc option$ To be developed 

• Symptoms, normal LV Corticoslerolds? 

function, evidence of 
Inflammation 

Therapeutic options To be developed 
• Symptoms, abnormal LV COrticosteroids? 

function {e.g., LV ejecllon Vaccinia Immune Globulin? 
fraction, LVEF) 

• Evidence of inflammation? 

• Progressive disease 

Version: 513012003 8:44 AM 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D C 20301·1200 

HEALTH AI"TAIRfl 
JUL 2 2 2003 

MEMORANDUM FOR ASSISTAI'lT SECRETARY OF THE ARMY (M&.RA) 
. ASSlST ANT SECRETARY OF THE NAVY (M&RA) 

ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 

SUBlE.CT. Coordmation of Memorandum to Estabhsb Case Management G\udellnes for 
Smallpox Vaccme Assocsated Myopencardltls 

The Department of Defense's ongomg enluatson of health outcomes among Armed Forces 
personnel vaccmated for smallpox mdscates those who recesved tbe vaccsne are at h1gber nsk for 
myopencardltlS than those not vaecmated Tbe proposed memo (attacl1ment one) descnbes an 
estabhshed program (attachment 2) for InJlial and long-term follow-up of md1v1duals dtagnosed 
WJth smallpox vaccine assoc1ated myopencard1tas As appl1ed to personnel (tncludmg Reserve 
Component personnel) separating or who have separated from act1ve duty. 1t darects appropnate 
hne of duty determmations and medJcal record documentauon m accordance with Servtce policy 
and procedure to assure effecuve long-term follow-up. 

Pfib)< mVJeW the Proposed memo (b 
uCo 6 l(b}(6} jex } 
August 8. 2003. 

Attachments 
As stated 

v1de comments to my pomt of contact. 
(b}(6} by close ofbusmess 

{;J;fK);.~~-
Wllbam Winkenwerder. Jr • MD 



Coordination of Memorandum to Establish of Case Management Guidelines for Smallpox 
Vaccine Associated Myopericarditis 

COORDINATION 

Prog Dir CPl cAPTI(b)(6) I Concurred 7/19/03 

DASD (FHP&R) Ms. Ellen Embrey Concurred 6/24/03 

ASD,RA Mr (b)(6) 

CoS,HA M~ 

PDASD(HA) Mr 
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Coordination of Memo~andum to Establish of Case Management Guidelines for Smallpox 
Vaccine AS$9Ciated MyoperiCArditis 

COORDINATION 

,_,.I (b.,.....,.>< 6-.--> -----.1 
-*~~ /oel1w efG hf'f 

Prog Dir CPI ._l(b_)(_6_) _ _.. 

DASD (PHP&R.) Ms. Ellen Embrey 

CoS.HA l(b)(6) 
POASD(HA} 
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Coordinabon ofMemorQndwn to ~lisb of Cue Manapmftl& GWdclincs for SmoUpax 
Van:ine Associated Myoperlcardius 

COORDlNAnON 

Pros Dir CPI IL...<b_)(_6_) _ ____. 

DASD (FHP&~) Ms . .ellon Embrey 

ASO,AA 

CoS.HA 

PDASD(HA) 

Mr. Thomu Hall 

l(bX6l 

TUTAl_ P. 19 
P.Ql8 

TOT~ P.001 
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DEPARTMENT OF THE AIR FORCE 
WASHINGTON DC 

Ol'flce Of The Ass1stant Secretary 04110V2113 

MEMORANDUM FOR ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAlRS) 

FROM Assistant Seeteuu y of the A•r Force (Manpowet and Reserve Affa1rs) 

SUBJECT CoordmatJon of Memorandum to Estabhsh Case Management Gu1delmes for 
Smallpox Vaccme AssOClated Myope1 1card1hs (Your Memo. 22 Jul 03) 

Thank you foz the opportumty to rev1ew the draft memorandum to estabhsh case 
management gutdehnes fot smallpo'lt vaccme assoetated myopeucaidltiS We concu1 WJth the 
draft memo wnh no comments 

AF healthcaJe prOVIders have recetved mStrUCt10ns fOI the chnJcal management of 
myopencatd1us assocaated wtth smallpox vaccme, m accordance wnh gutdance ftom the Deputy 
Assistant Scc1etary of Defense (Chnacal and Program Pohcy) We are prepared to evaluate and 
manage vacCJma-assoclaled myopencardJns cases and w1ll ensure that members are enrolled m 
the centra\ DoD reg1stry Cor long-term follow-up 

lf you have questions. please contact MaJoJ(b )( 6) ~~Jh;)~GfP ' 10 Luke 
Avenue. Room 405. Bolhng AFB. DC 20032-7050,I(b)(6)Ds.J> 6cma11 

llb\(6\ I My po1nt of contact m the Off1ce of lh~ Denutv AssiStant 
Secretary (Foree Management and Personnel) 1s Ms C8Jo1 J Thompson(b)(6) I 

/@A~ 
MICHAEL L DOMl""''O=--..,r­
Assastant Secretary 
(Manpower and Reserve Affmrs) 
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REPLY TO 
ATfEN'IlON OP 

DEPARTMENT OF THE ARMY 
OFFICE OF THE SURGEON GENERAL 

5109 LEESBURG PIKE 
FALLS CHURCH VA 22041·3258 

...•... -··-···· ... --- .. -~----

DASG-ZB 0 6 JUN2003 

MEMORANDUM FOR DEPUTY ASSISTANT SECRETARY OF DEFENSE (CLINICAL 
AND PROGRAM POLICY) 

SUBJECT: Smallpox Vaccine Adverse Event Follow-Up 

1. This memorandum responds to your request for coordination of policy of 30 May 
2003, subject as above. 

2. On 29 March 2003. the Department of the Army announced to units around the world 
that people with serious heart disease would be deferred from pre-outbreak smallpox 
vaccination or who have three or more cardiac risk factors, similar to steps taken by the 
Centers for Disease Control and Prevention (CDC). At present, we are deferring such 
people. In addition, DoD worked with the CDC and other experts to refine the cardiac­
screening process. 

3. Your memorandum and algorithms establish a uniform protocol for evaluation and 
program for consultation and long-term follow-up of individuals diagnosed with smallpox 
vaccine associated myopericarditis. A trl-service team supporting the DoD Vaccine 
Health care Center Network developed the attached guidelines for clinicians. 

4. The Office of The Surgeon General concurs with the memorandum and clinical 
guidelines as written. 

FOR THE SURGEON GENERAL: 

Atch &~~~.D. 
Major General 
Deputy Surgeon General 
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ACTION MEMO 

May 23, 2003, 7:1 S AM 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL AND READINESS) 

FROM: William Winkenwerder Jr., MD, Assistant Secretary of Defense (Health Affairs) 

SUBJECT: Supplementai Administrative Policy Guidance for Individuals Offered 
Anthrax and/or Smallpox Vaccines on a Voluntary Basis Because of Location 
in a High Threat Area. 

• Attached is a supplemental policy memorandum for individuals receiving anthrax 
and/or smallpox vaccines on a voluntary basis because of location in a high threat 
area (HTA). 

• The policy provides a matrix graphically explaining those categories of personnel, 
the general locations, and circumstances in which a person may receive anthrax 
and/or smallpox vaccinations in accordance with existing OSD policies. 

• The Services agree the intent of policy; however, they recommend the immediate 
declassification of Dr. Chu's memo listing the countries considered a DoD high­
threat area and to include these countries in the policy document. These 
recommendations were not accepted due to the dynamic nature of the DoD HTA 
list, which would require a continual updating of policy. 

RECOMMENDATION: Sign policy memorandum at TAB A 

COORDINATION: TAB C 

Attachments: 
As stated 

Prepared by: CDRL-I<b_X_6) __ ____.1 DHSD,L-I(b_)(_6) __ __J~ PCDOCS#46207 



MEMORANDUM FOR SECRETARIES OF THE MnJTARY DEPARTMENTS 
UNDER SECRETARIES OF DEFENSE 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 
INSPECTOR GENERAL, DEPARTMENT OF DEFENSE 
COMMANDANT OF THE COAST GUARD 
DIRECTOR, JOINT STAFF 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Offered the Anthrax 
and/or Smallpox Vaccines on a Voluntary Basis Because of Location in a High 
Threat Area. 

The February 14, 2003, Deputy Secretary ofDefense memorandum, Subject: Vaccinating 
Department of Defense (DoD) Personnel and Dependents Assigned to Department of State (DoS) 
Missions in High-Threat Areas, and the March 13,2003, Assistant Secretary ofDefense (Health 
Affairs) memorandum, Subject: Clarification of Service Responsibilities in Vaccinating 
Department of Defense (DoD) Personnel and Dependents Assigned to Department of State (DoS) 
Missions or Residing in Higher-Threat Areas, directed the Military Departments to provide 
anthrax and smallpox vaccinations on a voluntary basis to categories of persons in certain 
overseas high threat areas. This memorandum provides supplementary administrative guidance 
for individuals offered the anthrax and smallpox· vaccines on a voluntary basis because of 
location in a high threat area. 

In an effort to support the DoS, their measures to protect personnel, and DoD personnel 
supporting the DoS mission, policies were issued to delineate these efforts. However, other 
categories of individuals, 1ocations, and circumstances were identified as not being specifically 
addressed. Table 1 (attached) is a matrix explaining those categories of personnel and the 
locations at)d circumstances in which a person may receive anthrax and /or smallpox 
vaccinations. 

The Services are directed to meet all the same educational, clinical, and administrative 
requirements to administer vaccinations for these categories of personnel as directed in previous 
administrative and clinical policies for both the DoD Anthrax Vaccine Immunization Program 
and the Smallpox Vaccination Program. 

It is essential that individuals receiving the Anthrax and/or Smallpox Vaccines on a 
voluntary basis complete an acknowledgement fonn prior to receiving these immunizations. 
These forms can be found on DoD's MILV AX website: www.vaccines.army.mil. The signed 
fonn must be entered into the individual's medical record. 



The Services are directed to document all immunizations, preferably in their service's 
automated immunization tracking system, as each system's capability allows. At a minimum, 
immunizations should be documented in the individual health record and the International 
Certificates of Vaccination, PHS· 731. 

When practicable, adverse events in any individual receiving immunizations on a 
voluntary basis should be evaluated at the closest Medical Treatment Facility (MTF). Vaccine 
Adverse Events Reporting System (V AERS) forms should be submitted in accordance with 
existing Service reporting procedures. V AERS forms are available at www. vaers.org or by 
calling V AERS at 1-800-822-7967. 

This policy is effective immediately and should be communicated to appropriate 
commanders, healthcare providers, and others involved in the implementation of the anthrax and 
smallpox immunization programs. Questions regarding this memorandum should be directed to 
the Director, Military Vaccine Agency at (703) 681-5101. 

David S. C. Chu 

Attachment: 
As stated 



ANTHRAX AND /OR SMALLPOX VACCINATIONS MATRIX 

Table 1 

Personnel Located In DoD Located In a Non- Located In a Non· Conditions: 
Category HTA DoD HT A; but In DoD HT A; but in 

DoSHTA; DoS HTA; not 
llSslgned to DoS assigned to DoS 
mission mission 

Vaccination Is: Vaccination Is: Vaccination Is: 
Military Mandatory Permitted, Not Permitted 

Voluntary 
Adult FM of Military Permitted, Permitted, Not Permitted 
member Voluntary Voluntary 
Emergency Mandatory Permitted, Not Permitted Civilian Personnel 
Essential DoD Voluntary Procedures Apply 
Civilian (E-E)* 
Non·E·E Permitted, Permitted, Not Permitted ClvUian Personnel 

Voluntary Voluntary Procedures ADDIY 
Adult FM of DoD Permitted, Permitted, Not Permitted 
Civilian (E·E and Voluntary Voluntary 
Non-E-E) 
Mission Essential Mandatory Permitted, Not Permitted If mandatory, must 
Contractor Voluntary be stated In 
(MEC)** contract 
Non-MEC Permitted, Permitted, Not Permitted 

Voluntary Voluntarv 
Adult FM of Not Permitted Not Permitted Not Permitted 
Contractor (MEC 
and Non-MEC) 

• DoD civilian personnel classified as emergency-essential under DoD Directive 1404.10, "Emergency­
Essential (E-E) IDoD U.S. Citizen Civilian Employees," April 10, 1999 

- Contractor personnel performing mission essential services as described In DoDI 3020.37, 
"Continuation of Essential DoD Contractor Services During Crisis," November 6, 1990 



SIGNED 
RESPONSE 



ACTION MEMO 

Aprill5, 2003,2:15 p.m 

FOR: William Winkenwerder Jr., MD, ASD (Health Affairs) 

FROM: Ms. Ellen P. Embrey, DASD, Force Health Protection and Readiness 
//s//4/14/03 

SUBJECT: Request for Coordination on Supplemental Administrative Policy 
Guidance for Individuals Receivmg Anthrax and Smallpox Vaccmes 
under a Department of Defense Voluntary Immunization Program 

• Attached is a draft supplemental policy memorandum for individuals 
receiving anthrax and/or smallpox vaccines under the Department of 
Defense Voluntary Immunization Program to forward for coordination 
with the Services, Joint Staff, and appropriate offices (TAB B). 

• The policy provides a matrix graphically explaining tliose categories of 
personnel, and the locations and circumstances in which they may 
receive anthrax and/or smallpox vaccinations in accordance with 
existing Office of the Secretary of Defense policies. 

• Coordinating offices will be given two weeks from the date of the 
coordinating letter to respond. 

RECOMMENDATION: That the ASD (HA) sign the memorandum at TAB A 

COORDINATION: TAB C 

Attachments: 
As stated 

Prepared by: CDR .__I(b_)(6_) __ ___.!DHSD,.__I<h_)(6_) __ ___JI PCDOCS# 48381 



ACTION MEMO 

FOR: UNDER SECRETARY OF DEFENSE (PERSONNEL & READINESS) 

FROM: William Winkenwerder Jr., MD, ASD (Health Affairs) 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals 
Receiving Anthrax and Smallpox Vaccines under a Department of 
Defense Voluntary Immunization Program. 

• Attached is a draft supplemental policy memorandum for individuals 
receiving anthrax and/or smallpox vaccines under the Department of 
Defense Voluntary Immunization Program to forward for coordination 
with the Services, Joint Staff, and appropriate offices (TAB A). 

• The policy provides a matrix graphically explaining those categories of 
personnel, and the locations and circumstances in which they may 
receive anthrax and/or smallpox vaccinations in accordance with 
existing Office of the Secretary of Defense policies. 

• Coordinating offices will be given two weeks from the date of the 
coordinating letter to resporid. 

RECOMMENDATION: That the USD(P&R) sign the policy memorandum at 
TAB A and forward for coordination. 

COORDINATION: TAB B 

Attachments: 
As stated 

Prepared by: cn~.__:_><6_> __ __.j DHsoj._(b_><6_> _ _ ___.f PCDOCS# 48381 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D C 20301·1200 

APR 2 2 ZOD3 
HEALTH AFFAIRS 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSIST ANT SECRETRAY OF THE AIR FORCE (M&RA) 
GENERAL COUNSEL. DEPARTMENT OF DEFENSE 
DIRECI'OR. JOINT STAFF 

SUBJECT. Request for Coordination on Supplemental Admrmstrabve Polley Guidance for 
lndrv1duals Rece~vmg Anthrax and Smallpox Vaccanes under a Department of 
Defense Voluntary Imrnuruzatton Program 

Request your coorchnabon not later than two weeks from the date of th1s memorandum on 
the attached draft pohcy memorandum deJmeatmg those categones of personnel, locanons. and 
CJrcumstances m which a person may rece1ve anthrax ancllor smallpox vaccmatsons under the 
Voluntary Immumzatton Program · 

concummce 

Wi01J~. 

Attachments 
As stated 

cc 
J-4 (DHS) 
Surgeon General, Anny 
Surgeon General, Navy 
Surgeon Genera!, Air Force 
Mecbcal Officer. HQ. US Manne Corps 
Dtrector of Health and Safety, US Coast Guard 

Wllham Wmkenwerder, Jr., MD 



DRAFT 

MEMORANDUM FOR ASSIST ANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETRA Y OF THE AIR FORCE (M&RA) 
CHAIRMAN OF THE JOINT CHIEFS OF STAFF 
GENERAL COUNSEL, DEPARTMENT OF DEFENSE 

SUBJECT: Supplemental Administrative Policy Guidance for Individuals Receiving 
Anthrax and Smallpox Vaccines under a Department of Defense Voluntary 
Immunization Program 

The February 14, 2003, Deputy Secretary of Defense memorandum. Subject: 
Vaccinating Department of Defense (DoD) Personnel and Dependents Assigned to 
Department of State (DoS) Missions in High-Threat Areas, and the March 13, 2003, 
Assistant Secretary of Defense (Health Affairs) memorandum, Subject: Clarification of 
Service Responsibilities in Vaccinating Department of Defense Personnel and Dependents 
Assigned to Department of State Missions or Residing in High-Threat Areas, directed the 
services to provide anthrax and smallpox vaccinations on a voluntary basis to categories of 
persons in certain overseas high-threat areas. This memorandum provides supplementary 
administrative guidance for a Voluntary Immunization Program (VIP) with anthrax and 
smallpox vaccines. 

In an effort to support the DoS measures to protect personnel, and DoD personnel 
supporting the DoS mission, policies were issued to delineate these efforts. However, 
other categories of individuals, locations, and circumstances were identified as not being 
specifically addressed. 

Table 1 (attached) is a matrix graphically explaining those categories of personnel 
and the locations and circumstances in which a person may receive anthrax and/or 
smallpox vaccinations in accordance with the above Office of the Secretary of Defense 
(OSD) policies. 

The Services are directed to meet all the same educational, clinical, and 
administrative requirements to administer vaccinations in these categories of personnel as 
directed in previous OSD administrative and clinical policies for both the DoD Anthrax 
Vaccine Immunization Program and Smallpox Vaccination Program. 



It is essential that individuals receiving the anthrax and/or smallpox vaccines on a 
voluntary basis be required to complete an acknowledgement form prior to receiving any 
immunization. These forms can be found on DoD's MIL VAX website: 
www.vaccines.army.mil. The signed form must be entered into the individual's medical 
record. 

The Services are directed to document all immunizations; preferably in their service's 
automated immunization tracking system, as each system's capability allows. At a 
minimum, immunizations should be documented in the individual health records, PHS 
731. 

Adverse events in any individual receiving immunizations under the voluntary 
immunization program should be evaluated at the closest medical treatment facility. 
Vaccine Adverse Events Reporting System (V AERS) forms should be submitted in 
accordance with existing service reporting procedures. V AERS forms are available at 
www. vaers.org or by calling V AERS at 1-800-822-7967. 

This policy is effective immediately and should be communicated to appropriate 
commanders, healthcare providers, and others involved in the implementation of the 
anthrax and smallpox immunization programs. 

David S. C. Chu 

Attachment: 
As stated 

2 



Table 1 

Personnel Located in DoD Located in a Located in a Conditions: 
Category liT A Non~DoD liT A; Non-DoD IITA; 

but in DoS HTA; but in DoS HT A; 
assigned to DoS not assigned to 
mission DoS mission 

Vaccination is: Vaccination is: Vaccination is: 
Military Mandatory Permitted, Not Permitted 

Voluntary 
AdultFMof Permitted, Permitted, Not Permitted 
Military member Voluntary Voluntary 
Emergency Mandatory Permitted, Not Permitted 
Essential DoD Voluntary 
Civilian (EEC)* 
Non-EEC Permitted, Permitted, Not Permitted 

Voluntary Voluntary 
AdultFMof Permitted, Permitted, Not Permitted 
DoD Civilian Voluntary Voluntary 
(EEC and Non-
EEC) 
Mission Mandatory Permitted, Not Permitted Must be Stated in 
Essential Voluntary Contract 
Contractors 
(MEC)** 
Non-MEC Permitted, Permitted, Not Permitted Must be Stated in 

Voluntary Voluntary Contract 
AdultFMof Not Permitted Not Permitted Not Permitted 
Contractor (MEC 
and Non-MEC) 

"' DoD civilian personnel classified as emergency-essential under DoD Directive 1404.10, 
"Emergency-Essential (E-E) DoD U.S. Citizen Civilian Employees," Aprill0,1999. 

""" Contractor personnel performing mission essential services as described in DoDI 3020.37, 
"Continuation of Essential DoD Contractor Services During Crisis," November 6, 1990. 



Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax and Smallpox 
Vaccines under a Department of Defense Voluntary Immunization Program. 

COORDINATION 

Concur Non-concur Comment 

Assistant Sec of the Anny (M&RA) 

Assistant Sec of the Navy (M&RA) 

Assistant Sec of the Air Force (M&RA) 

OSD(OGC} 

Dir, Joint Staff 



Supplemental Administrative Policy Guidance for Individuals Receiving Anthrax and Smallpox 
Vaccines under a Department of Defense Voluntary Immunization Program. 

DASD,FHPIR 

DoD,OOC 

CoS,HA 

PDASD,HA 

COORDINATION 

Ms. Ellen P. Embrey 

(b)(6) 

Concurred 4/14/03 



--------···· · • ·· · 

SUBJBCT: Supplemental Administrative Policy Guidance for Individuals Offered the Anthrax 
and/or Smallpox Vaccines on a Voluntary Basis Because of Location in a High 
Threat Area. 

DOD,OGC 

Army(M&RA) 

Navy, (M&RA) 

Air Force, (M&RA) 

DASD,FHP&R 

CoS,HA 

PDASD,HA 

COORDINATIONS 

l(b)(6) Concur 5/8/03 

MG Kendall Farmer Concur S/7/03 
(not attached - classified) 

AKBlair Concur ,6/4/03 

Mr. Michael Dominquez Concur S/8/03 

Ms. Ellen P. Embrey 

l(bX6J 

With Comments Attached 



------~------------------· ...... . 

} : 

··-t, •- .. 

i::~j--~' ~ . ......,.,(b-)(6-)-- --,, 
;. . 08121/2003 11 :07 AM 
! 

To: 
cc: 

l(b)(6) 

Subject Supplemental Admin PoUcy regarding voluntary AVIPISVP In High Threat Areas 

l(b)(6) ~ 
Per CO (b)(6) lthe package •Supplemental Admin policy guidance for Individuals offered Anthrax 
and/or Smallpox Vaccines on a Voluntary Basis because of location in a High Threa1 Area• can be closed 
out In the PCDOCs system. Apparently, It Is OBE due to diSOJSSions of expansion of the A VIP and SVIP 
programs. Please maintain file In case this needs revisiting at a later date. 

Thanks, 

l(b)(6) leeR, MSC, USN 
Anthrax Program Ualson Officer for ASD (Health Affairs) and Deputy Program Director, Population Health, 
~entH~lh~ta 
1(1JL F~ 
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HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

ACTION MEMO 

DMMC Control# 

2003093-0000012 

(fJ 

April 3, 2003, 10:00 AM 

FOR: ASSIST ANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, Force Health Protection & Readiness 
(//s//4-3-03) 

SUBJECT: Smallpox Vaccine and Persons with Known Cardiac Disease 

• The attached policy memorandum directs the Services to appropriately adjust 
Service Smallpox Vaccination Programs to include the CDC's Advisory 
Committee on Immunization Practices (ACIP) recommendations to defer 
vaccination of persons with known cardiac conditions and/or three or more major 
cardiac risk factors. The attached CDC/ ACIP recommendations delineate the 
specifics. 

• The memorandum has been informally staffed with the preventive medicine 
officers of all Services, the Joint Staff, and Coast Guard; General Counsel; and the 
Military Vaccine Agency. 

RECOMMENDATION: Sign memo at TAB A. 

COORDINATION: TABB 

Prepared by: COL Benedict Diniega/FHP&R/(703) 575-2669/ PCDOCs# l/1fi't,01 ct7i~L 



-·-l:.······ --------· ---- ·-·-·· .............. . 

THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301-1200 

HEALTH AFFAIRS 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
DIRECTOR, JOINT STAFF 

SUBJECT: Policy for Sma11pox Vaccine and Persons with Cardiac Conditions 

On March 28, 2003, the Centers for Disease Control and Prevention (CDC) 
Advisory Committee on Immunization Practices (ACIP) met to review data (summary 
attached) and consider recommendations for the use of smallpox vaccine in persons with 
!mown cardiac condition and/or !mown cardiac risk factors. After careful deliberation, 
the committee recommends: 1) add myopericarditis as an expected adverse event of 
smallpox vaccination, and 2) exempt from vaccination persons with known cardiac 
condition(s) and persons with three or more !mown major cardiac risk factors (summary 
of ACIP recommendations attached). The Services should exempt personnel with the 
following cardiac conditions: myocardial infarction, angina pectoris, cardiomyopathy, 
congestive heart failure, stroke, transient ischemic attacks, chest pain or shortness of 
breath with activity and associated with a heart condition, other coronary artery disease, 
and other heart conditions under the care of a physician. Persons with any of the listed 
conditions should be exempted from smallpox vaccination. 

The following cardiac risk factors should be identified during pre-immunization 
processing: current cigarette smoking, hypertension, hypercholesterolemia, diabetes 
mellitus, and family history of heart disease in 1st degree relative with onset before age 
50. Persons with three or more of the above referenced risk factors should be exempted 
from receiving smallpox vaccine. Along with the ACIP, Health Affairs recommends that 
recent smallpox vaccine recipients who have a cardiac condition or three or more major 
cardiac risk factors be evaluated by a health care professional if they develop any 
symptoms of chest pain, shortness of breath, or other symptoms of heart disease. All 
people with heart disease or risk factors should receive the routine care recommended for 
persons with these conditions. 

I direct the Services to make appropriate adjustments to their smallpox vaccination 
programs to incorporate these recommendations. DoD smallpox vaccine education and 
screening materials will be modified accordingly and posted at www.smallpox.anny.mil. 



--- ··· .. ·- ·- ·· .. . .. ·-·-- -·-·--·------- - ----- ------------

My points of contact are COL Benedict Dinieaa Ub )( 6) 
l<b)(6) !(Military Vaccine Agency,l(b)(6) ~ . 

~,and co~(b)(6) I 

William Winkenwerder Jr., MD 

Attachment: 
As stated 

Copy to: 
Joint Staff (J-4 (HSSD)) 
Surgeon General, Army 
Surgeon General, Navy 
Surgeon General, Air Force 
Medical Officer, HQ, U.S. Marine Cotps 
Director of Health and Safety, U.S. Coast Guard 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301-1200 

HEAL.TH AFFAIRS APR 1·0 2003 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (M&RA) 
DIRECTOR, JOINT STAFF 

SUBJECT: Policy for Smallpox Vaccine and Persons with Cardiac Conditions 

On March 28, 2003, the Centers for Disease Control and Prevention (CDC) 
Advisory Committee on Immunization Practices (ACIP) met to review data (summary 
attached) and consider recommendations for the use of smallpox vaccine in persons with 
known cardiac condition and/or known cardiac risk factors. After careful deliberation, 
the committee recommends: 1) add myopericarditis as an expected adverse event of 
smallpox vaccination, and 2) exempt from vaccination persons with known cardiac 
condition(s) and persons with three or more known major cardiac risk factors (summary 
of ACIP recommendations attached). The Services should exempt personnel with the 
following cardiac conditions: myocardial infarction, angina· pectoris, cardiomyopathy, 
congestive heart failure, stroke, transient ischemic attacks, chest pain or shortness of 
breath with activity and associated with a heart condition, other coronary artery disease, 
and other heart conditions under the care of a physician. Persons with any of the listed 
conditions should be exempted from smallpox vaccination. 

The following cardiac risk factors should be identified during pre-immunization 
processing: current cigarette smoking, hypertension, hypercholesterolemia, diabetes 
mellitus, and family history of heart disease in 1st degree relative with onset before age 
50. Persons with three or more of the above referenced risk factors should be exempted 
from receiving smallpox vaccine. Along with the ACIP, Health Affairs recommends that 
recent smallpox vaccine recipients who have a cardiac condition or three or more major 
cardiac risk factors be evaluated by a health care professional if they develop any 
symptoms of chest pain, shortness of breath, or other symptoms of heart disease. All 
people with heart disease or risk factors should receive the routine care recommended for 
persons with these conditions. 

I direct the Services to make appropriate adjustments to their smallpox vaccination 
programs to incorporate these recommendations. DoD smallpox vaccine education and 
screening materials will be modified accordingly and posted at www.smallpox.arrny.mil. 

HA POLICY: 03-002 

--·········-·---··--········-···-------------------------



My points of contact are COL ~..:...I <b....:....:)(~6);,.,__,_,...,.....,-,-------.-------.11, and coLj(b)(6 l 
l<b )( 6) !(Military Vaccine Agencyl.__(b_><_6) __ ____.f· 

Attachments: 
As stated 

cc: 
Joint Staff (J-4 (HSSD)) 
Surgeon General, Army 
Surgeon General, Navy 
Surgeon General, Air Force 

w.~~-
William Winkenwerder, Jr., MD 

Medical Officer, HQ. U.S. Marine Corps 
Director of Health and Safety, U.S. Coast Guard 

HA POLICY: 03-002 



Press Release 

ACIP Summary Statement 

March 27, 2003 
Contact: CDC Press Office 

(404) 639-3286 

The ACIP held an emergency meeting by conference call on Friday, March 28, 2003, to make 
recommendation~ to CDC regarding cases of cardiac adverse events that have been reported 
following smallpox vaccination. A list of participants appears at the bottom of this page. 
The specific questions that the Committee was asked to address were: 

1. While more information is gathered, are there levels and types of cardiac-related 
conditions that should be added to the list of reasons for pre-event smallpox vaccine 
medical deferral? 

2. If so, what are the specific pragmatic and feasible methods to screen for these conditions 
in the vaccine clinic setting? 

3. What additional specific operational, policy, or research/investigation advice can the 
Committee provide to move us forward? 

4. Is special follow-up required for persons with cardiovascular risk factors who have been 
recently vaccinated. 

Ten cases of myopericarditis have been reported among several hundred thousand members of 
the military, and two such cases (one of myocarditis and one of pericarditis) have been reported 
among civilian vaccinees. Additionally, CDC has received reports of 5 patients with cardiac 
ischemic events following smallpox vaccination, including 3 patients with myocardial 
infarctions and two patients with angina. Two of the persons with heart attacks, have died. 
These cases were reported this week in the MMWR. 
Options considered by the Committee included: 

1. Exclusion of persons with known underlying heart disease, with or without symptoms. 
2. In addition to exclusion of persons with known underlying heart disease, exclude those 

with 3 or more major cardiac risk factors. 
3. In addition to exclusion of persons with known underlying heart disease and three or 

more risk factors, exclude persons 50 years of age and older. 
The Committee recommended that CDC exclude persons with known underlying heart disease 
and persons with 3 or more major cardiac risk factors (option 2). Draft screening questions 
were presented to the Committee and will be further reviewed with cardiologists and finalized 
early next week. The Committee approved CDC's proposed research and did not recommend 
that special medical follow-up was needed for persons with cardiovascular risk factors who had 
been vaccinated. 
However, persons who have received the smallpox vaccine should see a health care provider 
right away if they develop shortness of breath, chest pain or other symptoms of cardiac disease. 
Persons who have been diagnosed by a physician as having heart disease and have questions, 
should contact their heart disease specialist or regular health care provider. All people with 
heart disease or risk factors should receive the routine care recommended for persons with 



these conditions. 
The ACIP is an advisory committee of the Centers for Disease Control and Prevention. · 

Participants on March 28 ACIP Meeting 
MODUN, John F., M.D. 
Professor of Pediatrics and Medicine 
Dartmouth Medical School 

SNIDER, Dixie E., Jr., M.D. 
Associate Director for Science 
Centers for Disease Control and Prevention 
Atlanta, Georgia 

BIRKHEAD, Guthrie S., M.D. 
Director, Center for Community Health 
New York State Department of Health 

BONOW, Robert (Cardiologist) 
American Heart Association 

BROOKS, Dennis A., M.D., M.P.H. 
Assistant Professor of Pediatrics 
Johns Hopkins School of Medicine 
Johnson Medical Center 

BRAINW ALD, Eugene (retired) (Cardiologist) 
Harvard AHA 

FOSTER, Valentine (Cardiologist) . 
Past President AHA 

GARDENER, Pierce, M.D. 
Fellow of the American Cpllege of Physicians Diplomate, ABIM Assoc. Pean of Academic 
Affairs 

GUERRA, Fernando A., M.D., 
Dir. of Health San Antonio Metropolitan Health District 

HANSON, I. Celine, M.D. 
Bureau Chief 
Bureau of Communicable Disease Control 
Texas Department of Health 



MENSAH, George (Cardiologist) 
CDC 

LEVIN, Myron J., M.D. 
Professor of Pediatrics & Medicine 
Chief, Pediatric Infectious Diseases 
University of Colorado School of Medicine 

NEFF, John M.D. (SP Vac. Safety Working Gp.) 
Dir. Center for Children with Special Needs 
Div. of General Pediatrics Children's Hospital and Regional Medical Center 
Univ. of Washington School of Medicine 

NEWCASTLE, Katherine 
State Health Dept. AE coordinator 

OFFIT, Paul A., M.D. 
Chief, Section of Infectious Diseases 
The Children's Hospital of Philadelphia 

RENNELS, Margaret B., M.D. 
Professor, Department of Pediatrics 
University of Maryland School of Medicine 

SALAMONE, John E. 
National Italian American Foundation 

SIEGEL, Jane D., M.D. (SP Vaccine Safety Working group (SVSWG)) 
Professor of Pediatrics 
Department of Pediatrics 
University of Texas 

SMITH, Natalie J., M.D., M.P.H. 
Chief, Immunization Branch 
Division, Communicable Disease Control 
California Department of Health Services 

TOMPKINS, Lucy S., M.D., Ph.D. 
Professor, Department of Medicine and Microbiology and Immunology 
Stanford University Medical Center 

Other Who Spoke 



GRABENSTEIN, John (DOD) 
Deputy Dir. Of Clinical Operations 
Smallpox Vaccine Immunization Program 
For more information on smallpox, visit ht!]://www.bt.cdc.gov/agent/smallpoxl. 

### 
CDC protects people's health and safety by preventing and controlling diseases and injuries; 
enhances health decisions by providing credible information on critical health issues; and 
promotes healthy living through strong partnerships with local, national, and international 
organizations. 



A SUMMARY OF CARDIAC EVENTS FOLLOWING SMALLPOX VACCINATION 

In recent weeks, CDC received several reports of heart-related problems among the 
25,645 people who have been vaccinated in the civilian smallpox vaccination program. 
The seven cases prompting recent precautionary action include three cases of myocardial 
infarction (heart attack), two cases of angina (cardiac chest pain); and two cases of 
myopericarditis (inflammation of the heart muscle and/or sac sWTounding the heart). In 
the DoD smallpox vaccination program, fourteen cases of myocarditis and/or pericarditis, 
and one case of myocardial infarction have occurred among vaccines since the program 
began on December 13,2002. In each case, the individual's medical history, including 
risk factors for heart disease, is being studied. 

CDC asked the Smallpox Vaccine Safety Review Board, composed of members 
from the Armed Forces Epidemiological Board and the Advisory Committee on 
Immunization Practices to examine reports of heart-related adverse events occurring in 
connection with the smallpox vaccination programs. This board regularly reviews 
adverse event data from both the civilian and DoD smallpox vaccination programs. This 
board met on March 20-21, 2003, to review these cardiac-related adverse events. 



SUBJECT: Policy for Smallpox Vaccine and Persons with Cardiac Conditions 

COORDINATIONS 

COS,FHP&R co~(b)(6) Concur. 04/03/03 

DASD,CP&P Dr. Tomberg Concur. 04/02/03 

DoDOGC l(b)(6) Concur. 04/02103 



------- -----·---------------------------- - -

~ L;.l(b..n)( .... 6):........rJnll":''~r-r.T------------'lon 
~.s;i"' 0410312003 09:39:22 AM 

To: 
c:c: 

l(b)(6) 

Subject FW: Smallpox vaccination In Per80na with Cardiac; Conditions 

Concurrence from Dr. Tomberg. 

l(bX6) 

COL, MC, US Army 
Program Director, Preventive Medicine & Surveillance 
Force Health Protection & Readiness (FHP&R} 
Office of the Assistant Secretary of Defense for Health Affairs 
Skyline 4, Suite 901 
51 13 Leesburg Pike 
Falls C -3226 
Phone: (b)(6) 
Fax; 6 
EmaR (b)(6) 

F~tcol, OASO(HA) 

Sent Wednesday, AprO 02, 2003 5:32 PM 

To: l(bl(6) FOL. OASDIHA 

Co: Tomberg. David, DASDIC&PP, OASO(HA) 

SubJect RE: SmaDpox Vaccination In Petsons with C8rdlac Conditions 

Ben 

Dr. Tomberg reviewed the memo and concurs. 

Go. 

l
(bX6) I 

~.... _______ ___. Lt Col, USAF, BSC 
Program Diredor, Mmtary Pubnc Health 
Office of the Assistant Secretary of Defense {Health Affairs) 
Clinical and Program Policy 
Skyline 5, Suite 601 



---------------------------- ·-· -- ······ ·· ···-···-······-------------·-···· 

-ormi' t;qa;:;· From:lb}(6) !COL, OASDIHA 
Sent n av. p 02. 2003 4:44 PM 
ToUb)(6) I UCol, OASD(HA) 
Cc: Tomberg, David, DASD/C&PP, OASD(HA) 
Subject: FW: Smallpox Vaccination In Persons with Cardiac Conditions 

l(b)(6) 

l(b)(6) 

Package Is attached below. 

Thanks, 

COL, MC, US Army 
Program Director, Preventive Medicine & Swvenlance 
Force Health Protection & Readiness (FHP&R) 
Office of the Assistant Secretary of Defense for Health Affairs 
Skyline 4, Suite 901 

5113 Leesburg Pike 
Falls Church, VA22041-3226 

Phon•re(b)(6) I 
~:ol<bu:~ 

--()rfg!na! Message-

From:l(b)(6) FoL. OASDIHA 

Sent: Wednesday, April 02, 2003 3:48PM 

To: ICb)(6) I 
Subject: Smallpox VacdnaUon In Petsoi\S with <:arcllac condlt!on8 

Attached is policy memo for smaUpox vaccination in persons with cardiac conditions. 



-··-·· ······-----
----- --·--·· 0-

_____________ , __ .. 

and will attach as summary. Will also attach summary of ACIP recommendations. 

THANKS, 

« File: SMAcan:llacE.doc » 
l(b)(6) 

COL, MC, US Army 
Program Diredor. Preventive Medicine & Surveillance 
Force Health Protection & Readiness (FHP&R) 
Office of the Assistant Secretary of Defense for Health Affairs 
Skyline 4, Suite 901 
5113 Leesburg Pike 

Falls Church VA22041-3226 
Phone: (b)(6) 
Fax: (b)(6) 
EmaiJ: (b)( 6) 

- - - ----- --·· ·---



~ ~~(b,..;.;)(;,...,;6)==,...,..,..-:":""'"::'T-::-:-:------------~~on 
~i" 04i03120o3 os:40:13AM 

To: l(b)(6) 
<:G: 

Subject: FW: Polley re cardiac events and smaJJpox vaccination 

Concurrence for General Counsell(b )( 6) I 
(b)(6) 

COL, MC, US Army 

Program Director, Preventive Medicine & Surveillance 
Force Health Protection & Readiness (FHP&R) 
Office of the Assistant Secretary of Defense for Health Affairs 
Skyline 4, Suite 901 
5113 Leesburg Pike 
Falls Church VA 22041-3226 
Phone: (b)(6) 
Fax; 6 
Email: (b)(6) 

-Original Message-­
From:l(b)(6) 
Sent: Wednesd!y, April 02, 2003 1:20PM 

To: l(b)(6) 
Subject RE: PoJicy re Cardiac events and smallpox vaeclnallon 

Coneur. ~(b)(61 

-original Message-­

From: llb)(6) 
sent: Wednesday, AptD 02, 2003 12:38 PM 

To: l(b)(6) 
Subject: Pollcy re Csrdlae evenls and smaDpoJC vacdnaliOn 

Importance: High 

I (b >< 6 > land [(li}[) · 
Attached Is •final'" draft Received Inputs onlyfroml(b)(6) I<AF}~arines)J(b)(6) kHA 
CP&P>.Ire ~6' ~ I've made ~dam ready to send forward, but would like review 
from l(b6 PLEASEJ) an~one last Ume. l'Ve taken out much of the background 



coLI(b )(6 hs reviewing. I'll bring over any Changes he makes, but don't think there,l be 
much. 

Please format and edit and put Into PCDOCS to forward to Or. W. for signature. Ms. 
Embrey hasn't seen yel 

« FUe: SMAcardlacE.doc » « FUe: r030327.htm >> 

l(b)(6) 



DOCUl\IIENT MANAGEMENT DIVISION 
ADMIN OFFICE 

~ 
TRICARE 

........ 

ACTION OFFICE 1//f' ~I[ 

TRICARE 
Management 

Activity 
DATE ~/j-t)3 PCDOCS# 'f ~~'/~ 

The attached correspondence is returned for the following reason(s): 

Cl Distribution 

CJ Coordination 

Q Revision 

[J Correct Signature Block 

Q Correct Envelope Size 

[J Correct Letterhead 
(b)(6) 

[J Provide Original/Supporting Documents 

[J Provide SD 391 (b)(6) 

~Retain for your Files 
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·- ·-·· ···-·· · - - .. --.. ·-- .... ·- ·-- ·--·-----

~~ 
ROUTING AND TRANSMITTAL 
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TRICARE 

Health Affairs 

I 
Sign 

ut~.~.J ... a.so, HA 1~ v 
I 1 PDASD,HA 

<1/J../ts; DASD, c&PP 
'1 / J/03- DASD, FHP&R 

DASD,HB&FP 
DASD,HPA 

CIO,MHS 
'1/~3 OGC,DoD 

LA 
CoS,HA 
Military Assistant 
Dir, PI, HA 
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Other (Specify) 

c-d 
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t/ 

v 
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Dir, TMA 

CMO 
Dir, DHS 
CFO 
coo 
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Management 
Acfjvity 

SliP 

Dir, TRICARE Operations/PEO 
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Dir, Admin 
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------------·-···-··. 

THE ASSIST ANT SECRETARY OF DEF.ENSE 

WASHINGTON, D. C. 20301-1200 

HEA.L.TH AFFAIRS 

The Honorable John W. Warner 
Chairman, Committee on Armed Services 
United States Senate 
Washington, DC 20510-6050 

Dear Mr. Chairman: 

.. -- ----------
DMMC Control tl 

@ 

SEP --2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires tbe Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed 
Forces. During tthis same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31; 2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119,000 doses of licensed 
anthrax vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

Wl~A~~~-
wmiam Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Senator Carl Levin 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 2030H200 

HEA'L.TH AFFAIRS 

The Honorable Saxby Chambliss 
Chairman, Subcommittee on Personnel 
Committee on Armed Services 
United States Senate 
Washington, DC 20510-6050 

Dear Mr. Chairman: 

SEP ·-· 2 2003 

I am pleased to forward the report prescribed in section 751. of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

During the January 1 through December 31, 2002 reporting period. separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Anned 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31, 2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed 
anthrax vaccine. 

As of May 25,2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

w;w~~. 
William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Senator Ben Nelson 



----------· --·· -·· ........... . 

THE ASSIST ANT SECRj::T ARY OF DE~ENSE 

WASHINGTON, D. C. 20301·1200 

HEAI..TH AFFAIRS 

The Honorable Duncan Hunter 
Chairman, Committee on Armed Services 
House of Representatives 
Washington, DC 20515-0552 

Dear Mr. Chairman: 

SEP -2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Anned 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31, 2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119,000 doses of licensed 
anthrax vaccine. 

As of May 25,2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

w;u:~. 
William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Representative 1ke Skelton 



HEALTH AFFAIRS 

THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301-1200 

The Honorable John McHugh 
Chairman, Subcommittee on Total Force 
House Armed Services Committee 
House of Representatives 
Washington, DC 20515-6035 

Dear Mr. Chairman: 

SEP -2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VJP). 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31,2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VlP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed 
anthrax vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the AVIP, receiving 
over 3,050,671 doses. · 

Thank you for your support of the Military Health System. 

Sincerely, 

William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Representative Vic Snyder 



THE ASSIST ANT SECRETARY OF DEfENSE 

WASHINGTON, D. C. 20301-1200 

The Honorable Ted Stevens 
Chairman, Committee on Appropriations 
United States Senate 
Washington, DC 20510-6028 

Dear Mr. Chairman: 

SEP 2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 7 51 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VIP). · 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December31,2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed 
anthrax vaccine. 

As of May 25, 2003, over 875.107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. · 

Thank you for your support of the Military Health System. 

Sincerely, 

w:w~~. 
William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Senator Robert C. Byrd 



THE ASSIST ANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301~12.00 

The Honorable Ted Stevens 
Chairman~ Subcommittee on Defense 
Committeb on Appropriations 
United States Senate 
Washington, DC 20510M6028 

Dear Mr. Chairman: 

SEP 2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
.have been separated as a result of refusing to participate in the Anthrax. vaccine Immunization 
Program (A VlP). 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax. vaccine. 

During the Jatniary 1 through December 31, 2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VIP, receiving over 119, 000 doses of licensed 
anthrax. vaccine. 

As of May 25,2003, over 875,107 servicemembers have participated in the AVIP, receiving 
over 3,050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

LJ:OJA-lJ~. 
William Wink.enwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Senator Daniel K.. Inouye 



······•····· ·······----------

THE ASSISTANT SECRETARY OF DEfENSE 

WASHINGTON, D. C. 20301-1200 

HEAI.TH AFFAIRS 

The Honorable Jeny Lewis 
. Chainnan, Subcommittee on Defense 
Conunittee on Appropriations 
House of Representatives 
Washington, DC 20515-6018 

Dear Mr. Chairman: 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VJP). 

During the January 1 through December 31, 2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Anned 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31, 2001 calendar year, two servicemembers were 
separated as a result of refusing to participate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the A VJP, receiving over 119,000 doses of licensed 
anthrax vaccine. 

As of May 25,2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3,050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc. 
Representative John P. Murtha 



THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301·1200 

HEALTH AFFAIRS 

The Honorable C. W. Bill Young 
. Chainnan, Committee on Appropriations 
House of Representatives 
Washington, DC 20515-6015 

Dear Mr. Chainnan: 

SEP 2 2003 

I am pleased to forward the report prescribed in section 751 of the National Defense 
Authorization Act for Fiscal Year 2001. Section 751 requires the Department of Defense to 
submit to Congress an annual written report on the number of members of the Armed Forces who 
have been separated as a result of refusing to participate in the Anthrax Vaccine Immunization 
Program (A VIP). 

During the January 1 through December 31,2002 reporting period, separation and appeal 
procedures ended for one servicemember, who was subsequently separated from the Armed 
Forces. During this same period, 72,744 servicemembers received 155,886 doses of licensed 
anthrax vaccine. 

During the January 1 through December 31,' 2001 calendar year, two servicemembers were 
separated as a result of refusing to parti~pate in the A VIP. During the same timeframe, over 
28,000 servicemembers participated in the AVIP, receiving over 119,000 doses of licensed 
anthrax vaccine. 

As of May 25, 2003, over 875,107 servicemembers have participated in the A VIP, receiving 
over 3~050,671 doses. 

Thank you for your support of the Military Health System. 

Sincerely, 

William Winkenwerder, Jr., MD 

Enclosure: 
As stated 

cc: 
Representative David R. Obey 



·----------·-··--·---···-. 

DEPARTMENT OF DEFENSE 
REPORT ON. 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TO PARTICIPATE IN THE ANTHRAX VACCIN;E 

IMMUNIZATION PROGRAM 

.Tanuarv 1 through December 31. 2002·Separations 

Service Separations Component Rank Total 

Army 0. Active n/a 0 
0 Guard n/a 0 
0 Reserve n/a 0 

Navy 0 Active n/a 0 
0 Guard n/a 0 
0 Reserve n/a 0 

Air Force 1 Active E-4 1 
0 Guard n/a 0 
0 Reserve n/a 0 

Marines 0 Active n/a 0 
0 Guard n/a 0 

·o .Reserve n/a 0 

Services Total ----------------------:.·-------------7 1 
(January 1 through December 31, 2002) 



DEPARTMENT OF DEFENSE 
REPORT ON 

SEPARATIONS THAT RESULT FROM A REFUSAL 
TO PARTICIPATE IN THE ANTHRAX VACCINE 

IMMUNIZATION PROGRAM 

Januarv 1 through December 31. 2001 Separations 

Service Separations Component B!!!!k Total 

Army 0 Active n/a 0 
0 Guard n/a 0 
0 Reserve n/a 0 

Navy 0 Active n!a 0 
0 Guard n!a 0 
0 Reserve n/a 0 

Air Force 0 Active n/a 0 
1 Guard 0-4 1 
0 Reserve n/a 0 

Marines 1 Active E-3 1 
0 Guard n/a 0 
0 Reserve n!a 0 

Services Total---------------------------------------------~ 2 
(January 1 through December 31, 2001) 



•' 

. ··- -···· -··-·------ --,.- c=:-1<----··r-::'(b...,....,)(,....,..,.6)-------,_ 

1~1(b~)(6~)------------~ 

.-. l(b)(6) ::-8¢ 08/19/2003 01 :35:50 PM 
I on 

To: l(b)(6) 
cc: 

Subject Congressional Mailing Ust 

Per my -voice mall - here is the fist for reports to Congress. You need to Include transmittal letters for the 
first 8 on the llsl 

l<b)(6) I 
«Congressional Mailing Ust March 24, 2003.doc» 

~~~ - Congressional Mailing List March 24, 2003.doc 



-...... .. ··--·-·····.- ·····-···-----------------·-·-·-·----·-··· ..... . 

--lYN--13-2a03 . 14= 13 ., DODGH PHP 

• .. 

Coorcli.Dation of'Proposed hpolt to Coqreu oD Sepantious tbat Result from a 1e!bsal 
~ Participate in the A.ntJ2rl)t Vacome lmmUDizat!on Propam. 

COORDINATION 

OSD, Cloaaa1 Couasel l~,..(b..-)(6_)_Concut ___ N_on___,r: 
AssistaD.t ~mcyofDefenlo (LA) v 
Diwctor, Militay Vaccines Office 

OSD(OGC) 

Dir. Joiut Stall 

P.B3 



Cocm1ial'l:iou ofPropotc4llep01't to Co · on Separations that losult tom -.l.etbsal 
to Partioipate in the ADthra:x V~me Jnummization Program. 

OSD, Genei'al Co\msel ( 

Assistant Secretaty of Defense (LA) ~ · --t--

OSD(OGC) 

Dlr, Joizlt Staff 

Non-concur Cnmmegt 

P.031'03 



HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 
1200 DEFENSE PENTAGON 

WASHINGTON, DC 20301·1200 

ACTION :MEMO 

August 20, 2003; 10:30 a.m. 

FOR: ASSIST ANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

FROM: Ellen P. Embrey, DASD, (Force Health Protection and Readiness) 
//stn/31103 

SUBJECT: Report to Congress on Separations of Members of the Armed Forces 
as a Result of a Refusal to Participate in the Anthrax Vaccine 
Immunization Program for CY 2001 and CY 2002. 

• Section 751 of the National Defense Authorization Act for Fiscal Year 
2001 requires the Department of Defense to submit to Congress an 
annual written report on the number of members of the Armed Forces 
who have been separated as a result of refusing to participate in the 
Anthrax Vaccine Immunization Program 

• TAB A contains the transmittal letters for the chairmen and ranking 
members of the Senate Anned Services Committee and the House Armed 
Services Committee. 

• TAB B is the reJ>Ort for 2002. During the January 1 through December 
31, 2002 reporting period, separation and appeal procedures ended for 
one servicemember, who was subsequently separated from the Armed 
Forces. 

• TAB Cis the report for 2001. During the January 1 through December 
31, 2001 reporting period, separation and appeal procedures were 
completed for two servicemembers who were then separated from the 
Armed Forces. 

• This report has been staffed and coordinated. The Joint Staff revalidated 
all numbers with the respective Services. 

COORDINATIONS: TAB D 

RECOMMENDATION: That the ASD (HA) sign the letters at TAB A. 

Attachments: 
As stated 

Prepared by: CDRL-I(b_><6_> __ ____.l DHSD, ll..--(b-)(
6
_> __ __.I PCDOCS# 53225 
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Dir, Joint Staff 
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~OL, OASD/HA 

CMAT control I 

2003044-0000049 y 7 

Subject: 

~~~~(~~~~~=·~'"~Oo=n=s~?f=n?~;~;~=~~p~&~~A----------------------~~ 
HA agenda items for JPMPG 617 · 

From: 
Sent: 
To: 

All, 

I have 4 agenda Items on the next JPMPG meeting agenda • 1) thimerosal containing vaccines In DoD; 2) reporting 
requirements to locaVstate health depts; 3) West Nile Virus surveillance; and 4) influenza shortage contingency plan. 
Unfortunately, I ca~ there for about an hour because of another meeting requirement where 111 be representing Dr. 

I £h)(6\ I I've asked~ to allow me to go 1st at the meeting, and I think that with prior coordination of issues via this 
email, I should be able to get through my issues ln 30-45 minutes. I am attaching pertinent documents for the issue. 

ISSUE #1 ~ Thimerosal-containing vaccines In DoD: 
a. MMWR, July 09, 1999/48(26);563-565; Notice to Readers: Thimerosal in Vaccines: A Joint Statement of the American 
Academy of Pediatrics and the Public Health Service. • •.. Nevertheless, because any potential risk Is of concern, the Public 
Health Service (PHS), the American Academy of Pediatrics {AAP}, and vaccine manufacturers agree that thimerosal· 
containing vaccines should be removed as soon as possible. D 

b. Need to ensure that MTFs are aware that as thimerosal-free vaccines become available, they should be using up 
current stocks of thimerosal-containing vaccines and procuring thimerosal-free vaccines for use. Data from OSCP on 
amount of thim·free vs • .thim-containing vaccs being procured Is Incomplete and not helpful as most vaccines are procured 
at the local level via prime vendors. Ji' Does/"' send a memo to SGs, or can Services send out info from !heir level? 

~l·lrlm.hlm IMIAU3o41·1Nm.t\tm 

ISSUE #2: Re o nts to local/state health de ts 
a. Inquiry from Mr Prevention Specialist, Surv Systems Br, CDC Epl Progr Office) concerning federal 
treatment facintles' repor1lng of reportable events to local health departments. Jeff provided Info on this at last meeting, 
and I emailed discussions with him on this Issue. He would like to provide health departments with copies (or website 
links) of Service policies re reporting reportable events to loeaVstate health departments. This should not be a problem as 
I'm pretty sure all Services have some policy re this Issue. 2nd request Is a little more lnvo.lved. He would to be able to 
provide local health departments with a letter template which would be used to notify treatment facilities with reporting 
requirements. I tend to disagree with this, and would prefer process by which treatment facilities can be made aware of 
local reporting requirements (eg, via website links, or giving POCs for MTFs). He has presented same Issue to VA and 

~~1M1~fra! fa¢jll,~:quesr=t:"7"':""::":---~ 
Good afternoon Cot.l<b)(6) 

You may already have the e·amils below but they should be useful for explaining the background and 
Issues Involved in notifiable disease reporting by military bases. 

In a nutshell, the problem is that some state and local health departments are not receiving timely 
and complete notifibale disease data from military bases in their jurisdictions. People in these health 
departments often do not know the official procedure required to make a standing request for this 
data, since the procedure varies from one institution to another. 

We are asking that the DOD, or each separate branch of the military, provide 1) a document outlining 
the procedure and all relevant policies, directives, etc., and 2) a template form letter with 
standardized language that health departments can use to make the standing request. 

I do not want or expect this to create more beaurocrao/ and red tape. Rather, I expect that this will 

1 
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simply make people at health departments more aware of the existing rules, and how to go about 
getting data athe right way, II 

Below are more in-depth descriptions of the issues. Please let me know if you have any questions. 
Thanks very much; your cooperation is much appreciated! 

l(bX
6
) [MPH 

Public Health Prevention Specialist 
CDC, Epidemiology Program Office 
Division of Public Health Surveillance and Informatics 
Surveillance Systems Branch 

b. Question: How best to deal with both requests? I'm assuming each Svc already has a policy directing MTFs to ensure 
that they are fulfilling local public health reporting requirements and therefore we don't need a memo from HA to go out. 

ISSUE #3: DoD West Nile VIrus Surveillance 
a. Last year, HA distributed West Nile Virus Surveillance memo: Memo has been updated and will be resent. Major 
change is that instead of all findings from Installations being given to GElS (as the DoD POC) where it was compiled then 
sent to CDC, installations will provide findings to appropriate state dept where it will be Included in State data (no 
Installations named) that will be forwarded to CDC. However, installations must provide copies of findings to GElS who will 
compile and report DoD findings. 
b. Request: please review updated memo. Email or discuss at JPMPG any significant comments. I'd like to send up for 
signature ASAP. I've included last year's memo for those who did not see it or need a copy. 

~ ~ 
wnfmemoOl.dOC 

ISSUE #4: DoD Contingency Plan for Flu Shortage 
a. Flu program guidance is back to the Services. CDC has not yet decided on implementation of routine vaccinations 
down to age 55. This will probably be discussed at the ACIP In June. They estimate that it would require at least 1 0·15 
million more doses nationwide. Although there are NO Indications at this time that a flu vaccine shortage will/might occur, 
we should be prepared "just in case•. CDC Is not only monitoring the vaccine production process, but sending out 
intermittent influenza updates which I wiU share with you as they are received. In addition, CDC is also formulating a 
contingency plan in case of a shortage, and asking the States to prepare conplans. 
b. We should also be prepared and I think this Involves reviewing last year!s DoD memo and revising/updating as the 
group feels appropriate. This does not have to be done Immediately, but over the summer. To my best recollection, we've 
never had a "lessons learned" discussion. · 
c. Please review and/or ha,ve appropriate others review and provide comments/suggested changes via email to me. I'll 
bfmg sliant commenil~roup to dlocuss via email as needed. 

':'"'i . ·~ · ~ 
· ·~~-; . 1.~ ~ 

FIU.PolJlO.pdl flii.Vocdne. &.1811nl, 8es1Plo~ 

Thanks 
l(b)(6) 

COL, MC, US Army 
Program Director, Preventive Medicine & Surveillance 
Health Operations PofiCy 
Office of the Assistant Secretary of Defense for Health Affairs 
Skyline 5, Suite 601 
5111 Leesburg Pike 

~trA22041·3m 
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Notice to Readers: Thimerosal in Vaccines: A JointStatementoftheAmerican 
Academy of Pediatrics and the Public Health Servi~e 

The Food and Drug Administration (FDA) Modernization Act of 1997 called for FDA to review and assess 
the risk of all mercury-containing food and drugs. In line with this review, U.S. vaccine manufacturers 
responded to a December 1998 and April1999 FDA request to provide more detailed information about the 
thimerosal content of their preparations that include this compound as a preservative. Thimerosal has been 
used as an additive to biologics and vaccines since the 1930s because it is very effective in killing bacteria 
used in several vaccines and in preventing bacterial contamination, particularly in opened multidose 
containers. Some but not aU of the vaccines recommended routinely for children in the United States 
contain thimerosal. 

There is a significant safety margin incorporated into aJJ the acceptable mercury exposure limits. 
Furthennore, there are no data or evidence of any harm caused by the level of exposure that some children 
may have encountered in following the existing immunization schedule. Infants and children who have 
received thimerosal-containing vaccines do not need to be tested for mercury exposure. 

The recognition that some children could be exposed to a cumulative level of mercury over the first 6 
months of life that exceeds one of the federal guidelines on methyl mercury now requires a weighing of two 
diff.erent types of risks when vaccinating infants. On the one band, there is the known serious risk of 
diseases and deaths caused by failure to immunize our infants against vaccine-preventable infectious 
diseases; on the other, there is the unknown and probably much smaller risk, if any, of neurodevelopmental 
effects posed by exposure to thimerosal. The large risks of not vaccinating children far outweigh the 
unknown and probably much smaller risk, if any, of cumulative exposure to thimerosal-containing vaccines 
over the first 6 months of life. 

Nevertheless, because any potential risk is of concern, the Public Health Service (PHS), the American 
Academy of Pediatrics (AAP), and vaccine manufacturers agree that thimerosal-containing vaccines should 
be removed as soon as possible. Similar conclusions were reached this year in a meeting attended by 
European regulatory agencies, European vaccine manufacturers, and FDA, which examined the use of 
thimerosal-containing vaccines produced or sold in European countries. 

PHS and AAP are working coUaboratively to assure that the replacement of thimerosal-containing vaccines 
takes place as expeditiously as possible while at the same time ensuring that our high vaccination coverage 
levels and their associated low disease levels throughout our entire childhood population are maintained. 

The key actions being taken are 

1. A formal request to manufacturers for a clear commitment and a plan to eliminate or reduce as 
expeditiously as possible the mercury content of their vaccines. 

2. A review of pertinent data in a public workshop. 
3. Expedited FDA review of manufacturers• supplements to their product license appHcations to 

eliminate or reduce the mercury content of a vaccine. 
4. Provide information to clinicians and public health professionals to enable them to communicate 

6/l/01 9:28AM 
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effectively with parents and consumer groups. 
5. Monitoring immunization practices, future immunization coverage, and vaccine-preventable disease 

levels. 
6. Studies to better understand the risks and benefits of this safety assessment. 

PHS and AAP continue to recommend that all children should be immunized against the diseases indicated 
in the recommended immunization schedule. Given that the risks of not vaccinating children far outweigh 
the unknown and much smaller risk. if any, of exposure to thimerosal-containing vaccines over the first 6 
months of life, clinicians and parents are encouraged to immunize all infants even if the choice of 
individual vaccine products is limited for any reason. 

While there is a margin of safety with existing vaccines containing thimerosal, there are steps that can be 
taken to increase that margin even further. Clinicians and parents can take advantage of the flexibility 
within the existing schedule for infants born to hepatitis B surface antigen (HBsAg)-negative women to 
postpone the first dose of hepatitis B vaccine from birth until 2 to 6 months of age when the infant is 
considerably larger. Preterm infants born to HBsAg-negative mothers should similarly receive hepatitis B 
vaccine, but ideally not until they reach term gestational age and a weight of at least 5.5 lbs (2.5 kg). 
Because of the substantial risk o~ disease, there is no change in the recommendations for infants of 
HBsAg-positive mothers or of mothers whose status is not known. Also, in populations where HBsAg 
screening of pregnant women is not routinely performed, vaccination of all infants at birth should be 
maintained, as is currently recommended. In addition to the key actions mentioned above, the PHS . 
Advisory Committee on Immunization Practices and the AAP Committee on Infectious Diseases will be 
reviewing these issues and may make additional statements. 

Reported by: Public Health Service. US Dept of Health and Human Services. American Academy of 
Pediatrics, Elk Grove Vj[Jage, lllinois. 

· Disclaimer All MMWR FJTML versions of articles are electronic conversions from ASCII text into HTML. This 
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document, but are referred to the electronic PDF version and/or the original MMWR paper copy for the official text, figures, and 
tables. An original paper copy of this issue can be obtained from the Superintendent of Documents, U.S. Government Printing 
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Recommendations Regarding the Use of Vaccines 
That Contain Thimerosal as a Preservative 
On October 20, 1999, the Advisory Committee on Immunization Practices (ACIP) reviewed infonnation 
about thimerosal in vaccines and received updates from CDC's National Immunization Program and several 
vaccine manufacturers on the current and anticipated availability of vaccines that do not contain thimerosal 
as a preservative. The review was prompted by a joint statement about thimerosal issued July 8, 1999, by 
the American Academy of Pediatrics (AAP) and the Public Health Service (PHS) (1) and a comparable 
statement released by the American Academy of Family Physicians (2). These statements followed a 
Congressionally mandated Food and Drug Administration (FDA) review of mercury in drugs and food, 
which included a reassessment of the use of thimerosal in vaccines. 

Thimerosal is a mercury-containing preservative that has been used as an additive in biologics and vaccines 
since the 1930s because it prevents bacterial and fungal contamination, particularly in multidose containers. 
Given the widely acknowledged value of reducing exposure to mercury, vaccine manufacturers, FDA, and 
other PHS agencies are co11aborating to reduce the thimerosal content of vaccines or to replace them with 
formulations that do not contain thimerosal as a preservative as soon as possible without causing 
unnecessary disruptions in the vaccination system. FDA will expedite review of supplements to 
manufacturers' product license applications that present formulations for eliminating or reducing the 
mercury content of vaccines. 

Hepatitis B, DTaP, and Hib Vaccines 

A single-antigen, preservative-free hepatitis B vaccine (Recombivax HB[Registered], Merck & Co., Inc .• 
West Point, Pennsylvania)* was licensed on August 27, 1999, and a second hepatitis B vaccine 
(Engerix-B[Registered], SmithKline Beecham Biologicals, Philadelphia, Pennsylvania) that is 
preservative-free is under consideration for Jicensure (3). One manufacturer reported that the supply of its 
diphtheria and tetanus toxoids and acellular pertussis (DTaP) vaccine that does not contain thimerosal as a 
preservative would be sufficient to meet any increased demand during the next year, and three other 
manufacturers are developing similar DTaP vaccines that could be licensed in the future. Multiple 
single-antigen Haemophilus influenzae type b (Hib) vaccines and the hepatitis B/Hib combination vaccine 
that do not contain thimerosal as a preservative are licensed, and the supply of these products is adequate to 
meet national needs. 

The risk, if any, to infants from exposure to thimerosal is believed to be slight. The demonstrated risks for 
not vaccinating children far outweigh the theoretical risk for exposure to thimerosal-containing vaccines 
during the first 6 months of life. 

Given the availability of vaccines that do not contain thimerosal as a preservative, the progress in 
developing such additional vaccines, and the absence of any recognized harm from exposure to thimerosal 
in vaccines, hepatitis B, DTaP, and Hib vaccines that contain thimerosal as a preservative can continue to 
be used in the routine infant schedule beginning at age 2 months along with monovalent or combination 
vaccines that do not contain thimerosal as a preservative. 

Y1 
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Reported failures to vaccinate newborns at high risk for perinatal hepatitis B virus (HBV) transmission 
suggest that some institutions may have misinterpreted or improperly implemented the recommendations 
contained in the joint statement by the AAP and PHS--and subsequent clarification-to postpone hepatitis B 
vaccination only for newborns who are not at high risk (1,3). Chronic HBV infection develops in 
approximately 90% of infants infected at birth; among chronically infected infants, the risk for premature 
death from HBV-related liver cancer or cirrhosis is approximately 25% (4). All hospitals and pediatric care 
providers should ensure that newborn infants receive hepatitis B vaccine as recommended (Table 1) (5). If 
the supply of single-antigen hepatitis B vaccines that do not contain thimerosal as a preservative is limited, 
the priority for its use should be to vaccinate newborn infants (3). 

Influenza Vaccine 

All influenza vaccines contain thimerosal; however, ACIP recommends no changes in the influenza 
vaccination guidelines, including those for children and pregnant women (6). Evidence suggests that 
children with certain medical conditions (e.g., cardiopulmonary disease, including asthma) are at 
substantially increased risk for complications of influenza (7,8). During the influenza season, rates of 
cardiopulmonary hospitalizations for otherwise healthy women in their second or third trimester of 
pregnancy are similar to that among persons aged greater than or equal to 65 years who do not have a 
chronic medical illness and for whom influenza vaccination is also recommended (9). Pregnant women 
with chronic medical conditions are at higher risk and have a hospitalization rate more than two times 
greater than among pregnant women without other high-risk medical conditions. A ~ubstantial safety 
margin has been incorporated into the health guidance values for organic mercury exposure developed by 
the Agency for Toxic Substances and Disease Registry and other agencies (1 0). ACIP concluded that the 
benefits of influenza vaccine outweigh the potential risks for thimerosal. 
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Table 1 

Note: To print large tables and graphs users may have to change their printer settings to landscape and use a small font size. 

TABLE 1. Recommendations for hepatitis B vaccination of newborn infants with 
thimerosal~containing vaccines and vaccines that do not contain thimerosal as a preservative 

,.~···-- .... -··~-- --·· - ........... _,_ . -.. ,,.., ..... -.. ~.-...... _ ..... - ~ ··- ..... ~ ·-·· --~ ................... -- ---- '"l ! Mother's HBsAg status at ·~ I delivery ·Recommendation 
I ··--· ... -···· .... _ .-. ... --·····-··· ......... ~ -~- ...... -. .,._ .. ---·---· -----... -···--·-···--· .. -··· -~. ·-- ---- ...... -·----- -· .. -·--· .. .J 

:lPo~~tiv~r ~~kno~ :Vaccinate at birth. Use vaccine that does not contain thimerosal as a 
... ____ j _£_es~rvative; if unavailable,_1;1se t~!!n..~!O.~~}~cC?,l_l~i_n!n.JtYa~!'!e.· -- _ .. 

~::J ;L _____ ........ -·-·· . _ .......... -.- .... -. 
{ ____ -......... -·- --.. - .. , .. __ 

~-.. -- .... - -·- -- ... 
~ Vaccinate at birth or by age 2 months. At birth, use vaccine that does not 
' contain thimerosal as a preservative. At 2 months of age, use either :Negative I 

; I ~.~;::=~~fv~~n~ng va~ci:e ~~:ac~~~e- th~t do: ~~~~~~tain ~-i~eros~J 
!C.~-

.... -....... - - ..... -..... ~- ..... ·-·-·__] 

·----· .-....... ·-·-····-J[_ .... _. ...... _ -·· - _I 
.I . ! Same as "Negative" above, except thimerosal-containing vaccine can be I 

I ~Negative-High-risk* 
I administered at birth. ····-- ...... - -·-- ·-·-·~- ... ___ j : ·--- _,_.. ···-.. -·- .... _ - - ....... -..... ·-· ......... ; -- ---· ... -- --·-· ·-·--·--··· 

• PopulatioliS or groups that have a high risk for early childhood hepatitis 8 virus (HBV) ti'MSlnisslon, including Alaslal Natives, Asian-PIICillc Islanders, 
immigrant popullllions from countries in which HBV Is of high or Intermediate endemicity, and households with peJSOns \villi chronic HBV infection. 
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MEMORANDUM FOR DEPUTY SURGEON GENERAL OF THE ARMY 
DEPUTY SURGEON GENERAL OF THE NAVY 
DEPUTY SURGEON GENERAL OF THE AIR FORCE 

SUBJECT: West Nile Virus Surveillance for Military Commands and Installations 

Since the summer of 1999, West Nile Virus (WNV) encephalitis has become the 
second leading cause of arboviral encephalitis in the United States. In 1999, 62 cases of 
severe disease with seven deaths occurred in New York State. In CY 2000, New York, 
New Jersey and Connecticut reported a total of21 human cases with two deaths. The 
case fatality rates are 3-15% with the highest rates in the elderly. The virus was isolated 
in 2001 from mosquitoes, birds and a variety of mammals along the US east coast from 
Vennont and New Hampshire in the north to North Carolina in the south. It is expected 
to continue to spread south and west during subsequent seasons, and all installations 
should be prepared to assist with surveillance and prevention efforts. 

The Centers for Disease Control and Prevention {CDC) coordinated surveillance 
of mosquitoes, birds and other animals, and humans last year. Surveillance data from 
military installations were collected weekly by the DoD Global Emerging Infections 
System {DoD-OBIS) and forwarded to the CDC and presented on the CDC website. Data 
from DoD installations appeared as part of the state's data in which the installation is 
located. Last year, five birds from military installations tested positive for WNV- four 
from West Point, NY and one from Fort Hamilton, NY. One mosquito pool of Culex 
species from Fort Hamilton also tested positive. A report of the accomplishments of the 
CY2000 surveillance efforts by DoD was published by the US Army Center for Health 
Promotion and Preventive Medicine {CHPPM) and can be found at http://chppm· 
www.apgea.army.mil/usachppmtoday/decl.pdf. 

The CHPPM- North detachment will again provide mosquito testing for the 
DoD. The point of contact to submit specimens for testing is LTC Charles (Gene) 
Cannon at 301-677-3466 or Mr. Ben Pagac at 301-677-3962. Installations may also 
submit mosquitoes for testing through state public health laboratories; but should forward 
any results to the CHPPM - North for inclusion in overall DoD mosquito surveillance 
reports. Avian morbidity and mortality surveillance will be organized through Veterinary 
Treatment Facilities. Testing of human specimens is available at the US Army Medical 
Research Institute of Infectious Diseases {USAMRIID), Fort Detrick, MD or at many 
state public health laboratories. MTFs may choose to use their state's laboratory for 
testing, but all specimens should be split with one aliquot forwarded to USAMRIID for 
testing. The POC at USAMRIID is Dr. George Ludwig at 301-6194941 or DSN 343-. 
4941. 

WNV surveillance data from military installations will continue to be collected in 
CY200 1. Mosquito and bird surveillance will be compiled by CHPPM -North and 
forwarded to DoD-OBIS for reporting to this Office and the Services. Enhanced passive 
human surveillance testing will be reported through the installation's preventive m~dicine 

So 
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office and forwarded to the DoD-GElS. POC at DoD-GElS is Mary Goldenbaum at 30 J-
319-9769, DSN 285. 

This year, for inclusion in the CDC database, all WNV surveillance reports 
(including negative results) need to be reported directly to the appropriate state health 
department. The state health departments will be responsible for forwarding this 
information to the CDC. However, all military treatment facilities (MTFs) should report 
any positive human cases directly to the CDC in addition to reporting them to the state. 
To assist with planning, the CDC issued updated guidelines in Apri12001. This 
document, "Epidemic/Epizootic West Nile Virus in the United States: Revised 
Guidelines for Surveillance, Prevention, and Control" can be found on the CDC website 
at http://www .cdc.gov/ncidod/dvbid/westnilelresources/wnv-guidelines-apr-200 l.pdf. 

Each Service should develop WNV surveillance and prevention plans applicable 
for the region and installation. The US Army North Atlantic Regional Medical 
Command has developed 2001 guidelines that can b~ used as a general template for other 
areas. This document and other WNV information and POC listings can be viewed at the 
DoD-GElS website at http://www.geis.ha.osd.roi!. 

RADM J. Jarrett Clinton, MD, MPH, USPHS 
Deputy Assistant Secretary of Defense 

(Health Operations Policy) 
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THE ASSISTANT SECRETARY OF DEFENSE 

1200 DEFENSE PENTAGON 
WASHINGTON. DC 20301·1200 

SEP 2 1 2000 

MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 
ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (MRAI&E) 
USCG, DIRECTOR OF HEALTH AND SAFETY 
DIRECTOR, TRICARE MANAGEMENT ACTIVITY 

SUBJECT: Preparation for Influenza Vaccine Shortage- 2000-2001 Influenza Season 

For the 2000-2001 influenza season there will be substantial delay in the availability and 
therefore a functional shortage of-influenza vaccine throughout the United States, including 
vaccine for the Department of Defense (DoD) and the U.S. Coast Guard. The Centers for 
Disease Control and Prevention (CDC) and the Advisory Committee on Immunization Practices 
(ACIP) have developed recommendations for the 2000-2001 influenza season. Their statements 
on the anticipated shortage do not specifically address military readiness. The Joint Preventive 
Medicine Policy Group (JPMPG) has adopted the CDC and ACIP recommendations and 
developed an immunization prioritization plan that balances our primary task to maintain optimal 
military readiness with our responsibility to P.rotect our most vulnerable populations. For 
eligible beneficiaries enrolled in DEERS, M11itary Treatment Facilities and operational force 
surgeons should prioritize administration of influenza vaccine based on the attached JPMPG 
recommendations. 

The Department will delay organized influenza vaccination campaigns until early to mid· 
November, pending receipt of adequate supplies of vaccine. Defense Supply Center Philadelphia 
will provide 50 percent of on hand vaccine to support CINC identified operational requirements. 
Remaining vaccine will be distnbuted proportionally to the Services and the Coast Guard based 
on existing requirements as of 1 September 2000, with 2,500 doses initially held in reserve to 
address contingency situations including outbreaks or operational deployments. Steps to 
minimize wastage of vaccine are important. inclu<.ling refraining from placing duplicate orders 
with multiple companies resulting in the need to return vaccine to manufacturers. 

Influenza vaccine prioritization and possible access limitation within DoD and the Coast 
Guard will necessitate close coordination between Medical and Public Affairs personnel. The 
TRICARE Management Activity will direct a robust Public Affairs campaign to assure a clear 
risk communication plan and education of commanders and beneficiaries. 

Attachment: 
As stated 

cc: 
Director Joint Staff 
Defense Supply Center Philadelphia 
Assistant Secretary of Defense (Reserve Affairs) 

S\ 
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Plans for Influenza Vaccbie Shortage 
2000-2001 Influenza Season 

1. For the 2000-2001 influenza season there is an anti~ipated substantial delay in the availability 
and therefore a functional shortage of influenza vaccine throughout the United States, including 
the Department of Defense (DoD) and the U.S. Coast Guard. There are two principal reasons 
for the shortage: 

a. Lower than expected production yields for ~e influenza A(H3N2) vaccine component, and 

b. Food and Drug Administration (FDA) manufacturing issues with two of the four companies 
producing the vaccine, one of which provides the large majority of vaccine (about 2.5 
mil1ion doses) to the Anned Services. 

2. HistoricalJy, the military services have used about 2.8 million doses of the vaccine to cover all 
active duty and eligible vaccine-seeking beneficiaries. There are 230,680 doses at the Defense 
Supply Center Philadelphia (DSCP) now. Another 2,584,400 doses are expected due by 
October-November (2,562,800 of these doses depend on when the FDA will allow the 
manufacturer to release vaccine), and 41,000 doses due by November-December. 

3. The following prioritization attempts to balance our primary task to maintain optimal military 
readiness with our responsibility to protect our most vulnerable populations. Where possible, 
vaccination of mission critical military personnel and high-risk medical individuals will proceed 
in parallel (categories 3.a-c). Medically high risk persons will be vaccinated through a process 
as described in 4.b below, ordinarily by prescription from a military provider until adequate 
availability of vaccine supply is assured to enable vaccination through standing orders. For 
eligible beneficiaries. Military Treatment Facilities (MTFs) and operational force surgeons 
should prioritize administration of influenza vaccine in the following order: 

a. Operational military personnel: 

1) Operational forces forward deployed in support of CINC operational requirements in 
areas of high security risk (e.g., Southwest Asia, Korea, Eastern· Europe) [If vaccine 
supplies are sufficiently limited to restrict this category, persons stationed in the Pacific 
should receive higher priority than other geographic areas due to earlier seasonal influenza 
activity]; 

2) Those who are deployed aboard a ship underway for two or more weeks-this may 
include pre-deployment underway work-up periods and vaccine should be administered at 
least two ·weeks prior; 

3) Special duty personnel expected to regularly transit multiple geographic areas or 
otherwise pose particular operational and epidemiologic risks, such as airlift aircrews and 
those who are deployed aboard a ship underway. This may include pre-deployment 
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underway work-up periods. Ideally, vaccine should be administered at least two weeks 
prior to deployment. 

4) Those on 24 hour alert status {Service-specific determination). 

b. Health-care workers (including civilian employees and volunteers) with direct patient 
contact (due to the increased potential to transmit influenza virus infection to high-risk 
persons); 

c. Defense Enrollment Eligibility Reporting System (DEERS) enrollees, whether or not on 
active duty, with true high risk medical conditions including: 

1) Persons over 65 years of age enrolled in TRICARE Senior Prime at an MTF, or ~ho 
otherwise receive the majority of their medical care at the MTF through an identified 
primary care manager (PCM) or ongoing patient-provider relationship. [Note reversion 
to previous age recommendations. This age group historically has about 90% of the 
mortality from pneumonia and influenza]; 

2) Adults and children with chronic disorders of the pulmonary or cardiovascular system, 
including asthmai 

3) Adults and children who have required regular medical follow-up or hospitalization 
during the preceding year for chronic metabolic diseases (including diabetes mellitus), 
renal dysfunction, hemoglobinopathies, or immunosuppression (including 
immunosuppression caused by medications or by human immunodeficiency virus); 

4) ~esidents of long term care facilities (where applicable); 

5) Women who will be in the second or third trimester of pregnancy during the influenza 
season. Pregnant women who have medical conditions that increase their risk for 
complications from influenza should be vaccinated, regardless of the stage of pregnancy; 

6) Children alld teenagers (age 6 months to 18 years) who are receiving long-tenn aspirin 
therapy~ and therefore might be at risk for developing Reye•s syndrome after influenza 
infection. · · 

d. Trainee populations, including basic and advanced trainees, academy students. and officer 
trainees. [These groups are at higher risk for epidemic influenza, but are theoretically easier 
than operational active duty members to propbylax if necessary with antiviral drugs against 
influenza A. Epidemiologic data suggest influenza B is less common than influenza A, 
particularly in these groups, and influenza B incidence usually peaks later in the season 
when vaccine supplies may be more widely available. Trainee groups should be under 
special hand-washing precautions at all times to reduce person-to-person transmission of 
respiratory viroses, including influenza and adenovirus]; 
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e. Other groups in close contact with high·risk persons, such as employees in long term care 
facilities, household members (age 6 months and older) of high risk patients, and military 
training instructors; 

f. All other military members in priority for deployment; 

g. Other active duty members (including Guard and Reserve on active status) and mission 
critical DoD civilians at OCONUS facilities: · 

1) Between 50 and 64 years of age 
2) Younger than 50 ye~s of age; 

h.· All other beneficiaries: 

1) Between 50 and 64 years of age. 
2) Younger than 50, years of age. 

Note: This priority scheme may be altered in the occurrence of an epidemic outbreak requiring a 
focused management effort for a specific. population. Alteration of priorities will be at the direction 
of the Service epidemiology centers and higher headquarters (SG) level preventive medicine 
authority. 

4. The Centers for Disease Control and Prevention (CDC) and the Advisory Committee on 
Immunization Practices (ACIP) statement on the anticipated shortage does not specifically 
address military readiness. However, from their recommendation in the 14 July issue of the 
Morbidity and Mortality Weekly Report (MMWR) (available on line for download at 
http:/lwww .cdc.gov/epo/mmwr/preyiew/mmwrhtmJ/mm4927 a4.htm), the following points are 
relevant: 

a. Organized influenza vaccination campaigns should be delayed until early to mid November. 
Influenza vaccine administered after mid-November will provide substantial protective 
benefits. · 

b. Influenza vaccination of persons at high risk (see 3.c. above) for-complications from 
influenza should proceed routinely during regular health-care visits (e.g. clinics, offices, 
hospitals, nursing homes} as vaccine becomes available. This is particularly important for 
those young children (age six months to eight years) at high risk who are receiving influenza 
vaccination for the first time and require two doses, administered at least one month apart. 

c.. Influenza antiviral drugs are useful for controlling outbreaks in specific and circumscribed 
situations, but are not recommended for routine, widespread use as chemoprophylaxis 
against influenza. This is an untested and expensive strategy that could result in many 
adverse effects. 

3 
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d. Steps to minimize wastage of vaccine are important, including refraining from placing 
duplicate orders with multiple companies resulting ]n the need to return vaccine to 
manufacturers. 

e. Vaccination of health-care workers in direct patient contact is important to reduce 
transmission to high-risk persons. 

5. Influenza vaccine prioritization and possible access limitation within DoD and the Coast Guard 
will necessitate close coordination between Medical and Public Affairs personnel to assure a 
clear risk communication plan and education of commanders and beneficiaries. 

6. The services will not be able to provide occupational health influenza vaccinations previously 
provided as a courtesy to DoD civilian employees, except those providing direct patient care and 
mission cJiticaJ stationed OCONUS,_ until such time as a sufficient supply of the vaccine is 
available. Civilian employees should be directed to their own health care providers, who may 
also be in a situation of delay and prioritization. · 

7. The target groups for influenza and pneumococcal vaccination overlap considerably. For 
persons at high risk who have not previously been vaccinated with pneumococcal vaccine, 
health-care providers should strongly consider administering pneumococcal vaccine. ACIP 
recommends that the vaccine be administered to all persons in the following groups: a) persons 
aged greater than or equal to 65 years, b) immunocompetent persons aged greater than or equal 
to two (2) years who are at increased risk for illness and death associated with' pneumococcal 
disease because of chronic illness, c) persons aged greater than or equal to two (2) years with 

. functional or anatomic asplenia, d) persons aged greater than or equal to two (2) years living in 
environments in which the risk for disease is high, and e) immunocompromised persons aged 
greater than or equal to two (2) years who are at high risk for infection. 

Source: Prevention of Pneumococcal Disease: Recommendations of the Advisory Conunittee 
on Immunization Practices (ACIP). April 04, 1997/46(RR·08);1-24 
http://www.cdc.gov/epo/mmwr/preview/mmwrhtmi/0004713S.htm 

8. Antiviral drugs are not a substitute for influenza vaccine. Even if an influenza vaccine shortage 
develops, CDC and ACIP do not support the routine and widespread use of antiviral drugs as 
chemoprophylaxis against influenza because this strategy is untested, expensive, and could 
result in large numbers of persons experiencing adverse effects. 

a. Treatment with antivirals is a clinical decision made by the provider and patient. In 
otherwise healthy individuals already ill with influenza symptoms, these dmgs shorten the 
disease by 24 to 36 hours if started within 48 hours of symptoms. There is no evidence they 
prevent influenza complications. Therefore, therapeutic use of antivirals should be 
relatively uncommon and limited to specifically indicated situations. 

b. Prophylactic use of antivirals should be considered for persons at increased risk in 
accordance with the CDC recommendations and the prioritization scheme above. Presently, 
the CDC recommends prophylaxis with antivirals for: 
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1) Persons at high risk who are vaccinated after influenza activity has begun. 
[Development of antibodies in adults after vaccination can take as long as 2 weeks.] 

2) Persons who are unvaccinated and provide care to those at high risk. 
3) Persons who have immune deficiency. 
4) Persons at high risk who should not be vaccinated. 
5) The control of influenza outbreaks in institutions (as in shipboard settings and recruit or 

trainee populations where epidemic spread is more likely). Antivirals should be 
continued for at least two weeks or until approximately one week after the end of the 
outbreak. 

Source: CDC. http:Uwww.cdc.gov/epolmmwr/preview/mmwrhtml!IT4903a l.htm 

c. There are currently four drugs available for the treatment of influenza including amantadine, 
rimantadine, zanamivir, and oseltamivir. Amantadine and rimantadine are used only for 
influenza A, which occurs more commonly than influenza B. In addition these agents are 
much less expensive then zanamivir and oseltamivir. The other two agents can be used for 
influenza A and influenza B. All four agents have been tested for prophylaxis and appear to 
be effective; however, the FDA has approved only amantadine and rimantadine for influenza 
prophylaxis. Zanamivir is used as an inhaler, which requires careful patient education and 
has been reported to cause bronchospasm in patients with asthma. Oseltamivir causes mild 
gastrointestinal side effects. Amantadine and rimantadine can cause central nervous system 
(CNS) side effects (12% and 6%, respectively). The incidence ofCNS side effects is more 
frequent in the elderly. Because of the CNS side effects, use of these agents will necessitate 
flying restrictions in aircrew. Use with caution in other operational personnel. In such 
situations, rimantadine is preferable to amantadine. Due to its lower cost and the 
predominance of influenza A, amantadine wouJd be the first~ line drug of choice in most 
other circumstances of use. 

d. There is potential for overuse of these drugs, and each MTF should institute measures to 
ensure proper use. Local outbreaks in institutional settings should also include other public 
health measures (e.g., hand washing, droplet control, and cohorting). 

9. Rapid diagnostics for influenza can aid clinical judgment and help guide treatment decisions, 
particularly if antivirals are considered for treatment, keeping in mind the benefits of treatment 
are relatively small. Facilities that use antiviral drugs for treatment may want to use rapid 
diagnostics to test for influenza. In the presence of an established local epidemic presumptive 
treatment in patients presenting with influenza-like symptoms may be warranted. Rapid 
laboratory testing for influenza is available at many MTF's, but there are problems with their 
use in the clinic setting. 

a. As shown in the summary of Rapid Diagnostic Tests, there a.re sensitivity/specificity 
differences which may be a consideration in whether to test, and which test to choose. An 
important consideration in the interpretation of any Jab result is the issue of pre-test 
probability. The predictive value of a positive test is greater in populations with a higher 
likelihood of disease. In a setting of low influenza prevalence, the positive predictive value 
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of the rapid tests can be less than 10%. Ensuring that rapid tests are used only in patients 
exhibiting clinical signs and symptoms suggestive of true influenza will minimize the 
number of false positive test results. The Febrile Respiratory Dlness (FRI) case definition 
provided below may be helpful in this regard. Keep in mind this case definition helps 

· narrow clinical suspicion for influenza but includes other causes·of disease. In the setting of 
potential outbreaks with limited availability of preventive measures, false positive tests 
should be avoided to the greatest extent possible. All medical personnel should consider 
these points in the decision to utilize a rapid diagnostic test. 

b. Febrile Respiratory Dlness case Defmition 

Patient seeking care for the following symptoms within 72 ho\]rs of onset. 
Fever- Oral temperature~ 100.5°F (38°C) 
and at least one of the following symptoms: cough, sore throat, or headache 
or a person with clinical or radiographic evidence of acute, non-bacterial pneumonia 

c. Despite the availability of rapid diagnostic tests. the gold standard remains the viral culture, 
with nasal washings achieving the greatest sensitivity. Only culture isolates can provide 
specific.information on circulating influenza subtypes and strains. This information will 
also help guide population-based decisions about influenza treatment and prophylaxis. 
Information regarding virology-capable clinical laboratories within the DoD is available 
from the epidemiology consultation centers listed in para~ph 9 below. Information on 
obtaining viral culture media may be obtained through the local clinical laboratOry or the 
DoD Globallntluenza Surveillance Program (Air Force is Executive Agent, see contact 
infonnation in following section). 

10. Syndromic surveillance at the local level is the first line of defense against respiratory illness 
outbreaks. The FRI case definition is a practical starting point in the clinical setting. 
Recognition of a respiratory illness outbreak requires a heightened awareness on the part of 
clinicians and preventive medicine/public health officers, with attention to local historical and 
seasonal illness rates for comparison. Note that increased emphasis on recognition can result in 
increased reporting rates relative to a previous time of lower emphasis. Close collaboration with 
local health departments can facilitate recognition of true increases in pathogen activity in the 
local community. Confirmed influenza cases for reporting should meet the case definition for 
FRl above along with laboratory verification by culture or rapid diagnostic test. Contimled 
influenza cases should be reported promptly through existing service-specific reportable events 
systems. This infonnation is forwarded to the Service-specific project officer at the central 
epidemiology and surveillance centers: 

• Army Army Medical SurveiJlance Activity (AMSA) 
DSN 662-0471 http:/lamsa.army.mii/AMSA/amsa home.htm 

• Navy Naval Environmental Health Center (NEHC) 
DSN 253-5500 http:Uwww-nehc.med.navy.miUindex.htm 

• AirForce Institute of Environment. Safety, and Occupational Health Risk Analysis (IERA) 
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Influenza Vaccine Bulletin # 1 
May 29,2001 

The National immunization Program (NIP) of the Centers for Disease Control and 
Prevention (CDC) is publishing and distributing a periodic bulletin to update partners 
about recent developments related to the production, distribution and administration of 
influenza vaccine for the 2001M2002 influenza season. All recipients of this bulletin are 
encouraged to distribute each issue widely to colleagues, members and constituents. 

$ INFLUENZA VACCINE SUPPLY/PRODUCTION 

Influenza vaccine manufacturers periodicaUy update their influenza vaccine production 
projections. 

At different points in the production process, influenza vaccine manufacturers project how much 
influenza vaccine they are going to produce. Completion of various steps in the manufacturing 
process provides data that allow the projections to be refined over time. Although still relatively 
early in the process, all three companies recently provided updated projections which suggest 
that this year=s production may at least approximate last year=s. Nevertheless, officials at FDA 
caution that the projections assume that no difficulties are encountered during the remainder of 
production. They stress that the final yields cannot be known until production is completed. 

$ INFLUENZA VACCINE DISTRIBUTION 

Annual contingency planning for the possibUity of an influenr..a vaccine production delay or 
shortfall is essential. 

Each year, as new influenza viruses emerge, influenza vaccine manufacturers must produce a 
new vaccine containing one or more viruses that differ from the previous year=s formulation. 
Because of the challenges these emergent viruses pose to the vaccine manufacturers and the 
FDA, and the many other uncertainties inherent in influenza vaccine production, definitive 
information about annual influenza vaccine production usually will not be available until late 
summer or early fall. Thus. CDC recommends that all organizations and institutions involved in 
distributing and administering influenza vaccine annually develop contingency plans. These 
plans should address problems that would result should a shortfall in vaccine production or a 
delay in vaccine distribution occur. CDC has asked State health departments to develop plans 
that.include, among other elements, communication with partners and voluntary reallocation of 
vaccine where needed. The plans will ensure that in the event of a shortfall, vaccine could be 
targeted to high-risk patients and if distribution of vaccine is delayed, all providers could at least 
begin their vaccination efforts in their highMrisk patients. 



A delay in vaccitU distribution may impact different providers differently. Providen with 
ldgh .. risk patients should order vaccine now. 

Because influenza vaccine is newly produced for each influenza season, numerous factors may 
affect each manufacturer=s vaccine production and distribution. If some manufacturers are 
delayed in getting their vaccine to their customers, uneven distribution of the vaccine will result 
with providers who ordered from one manufacturer possibly receiving vaccine later than 
providers who ordered from another. Further, providers who order late may receive vaccine late. 
Providers who order from third party distributors will be dependent upon which manufacturer is 
supplying that distributor. 

If a vaccine shortfaU or delay in distribution occurs, mass vaccination clinics shouldfoUow 
the recomme11.dations of the Advisory Committee on Immunization Pra&tices (ACIP) and 
CDC=s ABest Practices.@ 

An important change in the ACIP recommendations is to extend the optimal time for vaccinating 
high-risk individuals from mid~November to the end of November, but realize that immunization 
attempts should continue into January if necessary. For a copy of the entire ACIP influenza 
recommendations, please refer to the AResources@ section at the bottom of this bulletin. A copy 
of CDC=s ABest Practices@ is also attached. 

$ INFLUENZA VACCINE COMMUNICATIONS 

As the season progresses and more information Is obtained regarding influenza vaccine 
issues, CDC will provide that information at its website at www .cd,c.gov/nip/issues/flu. 

Resources: 

AClP influenza recommendations: 
bttp://www.cdc.gov/mmwr/preview/mmwrbtmllrrS004al htm 

Flu Best PtactiCel.doc 
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CMAT Control t r; .s 
2003043-000o022@ 

DRAFT 
MEMORANDUM FOR ASSISTANT SECRETARY OF THE ARMY (M&RA) 

ASSISTANT SECRETARY OF THE NAVY (M&RA) 
ASSISTANT SECRETARY OF THE AIR FORCE (MRAI&E) 
USCG, DIRECTOR OF HEALTH AND SAFETY 
DIRECTOR, TRICARE MANAGEMENT ACTIVITY 

SUBJECT: Preparation for Influenza Vaccine Shortage- 2000-2001 Influenza Season 

For the 2001"2002 influenza season there will another delay in the availability of 
influenza vaccine throughout the United States to include vaccine for the Department of 
Defense (DoD) and the U.S. Coast Guard. • Although the Centers for Disease Control and 
Prevention (CDC) and the Advisory Committee on Immunization Practices (ACIP) have 
developed recommendations for the 2000"2001 influenza season, their recommendations do 
not address military readiness. The Joint Preventive Medicine Policy Group (JPMPG) has 
adopted the CDC and ACIP recommendations and developed an immunization prioritization 
plan that balances our primary task to maintain optimal military readiness with our 
responsibility to protect our most vulnerable populations. For eligible beneficiaries enrolled 
in DEERS, military treatment facilities and the Services should prioritize administration of 
influenza vaccine based on the attached JPMPG recommendations. 1 1 _ _, 

~ l.rP•J/ c.,.}II'TI,._!;Jr 

For the 2001·2002 influenza seasol).. Jlu.(.I?ep~men.t.h~ c:t:.ntracted with Aventis­
Pasteur for vaccine. Approximately 754,000 will be shipped,)C poD by 14 September 2001 
for further distribution. In addition, Aventis has projecteg 'tftat 1.'2 million doses will be 
delivered by 5 October 2001, and the remainder of the !'""!!Ji.U!gn,dQ§StS 9r.9e~edby DoD and .7 
the USCG will be delivered by 2 November 2001. The~'aftetlt~ay organized _ 
influenza vaccination campaigns until November, pending receipt of adequate supplies of 1 

vaccine. Steps to minimize wastage of vaccine are important, including refraining from 
placing duplicate orders with other companies resulting in the need to return vaccine. to 
manufacturers. 

Influenza vaccine prioritization and possible access limitation within DoD and the 
Coast Guard will necessitate close coordination between Medical and Public Affairs 
personnel. The TRICARE Management Activity will direct a robust Public Affairs 
campai~ to assure a clear risk communication plan and education of commanders and 
beneficiaries. 

J. Jarrett Clinton, MD, MPH 
Acting Assistant Secretary 

Attachment: 
As stated 

cc: 
Director Joint Staff 
Defense Supply Center Philadelphia 
Assistant Secretary of Defense (Reserve Affairs) 
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DRAFT 

Plans for Delayed Influenza Vaccine Availability 
2001-2002 Influenza Season 

l. For the 2001·2002 influenza season there is another delay in the production and distribution of 
influenza vaccine throughout the United States which will affect the Department of Defense 
(DoD) and the U.S. Coast Guard. There are two principal reasons for the shortage: 

a. A delay in adding additional production capacity for the remaining manufacturers; 

b. Unresolved Food and Drug Administration (FDA) manufacturing issues with some of the 
manufacturers. 

2. Historically, the military services have used about 2.8 million doses of the vaccine to cover all 
active duty and eligible vaccine·seeking beneficiaries. DoD has ordered almost 3.0 million 
doses of influenza vaccine for the upcoming season from A ventis·Pasteur. It is anticipated that 
25% of the order will be delivered by 14 Sep, 65% by 2 Oct, and the remainder by 2 November. 

o.f. '" 3. The following prioritization attempts to balance our primary task 1.& maintairi optimal military 
readiness with our responsibility to protect our most vulnerable populations. Where possible, 
vaccination of mission critical military personnel and high-risk medical individuals will proceed 
in parallel (categories 3.a-c). For eligible beneficiaries, Military Treatment Facilities (MTFs) 
and operational force surgeons should prioritize administration of influenza vaccine in the 
following order: 

a. Operational military personnel (Service-specific determination): 

1) Operational forces forward deployed in support ofCINC operational requirements in 
areas of high security risk (e.g., Southwest Asia, Korea, Eastern Europe) [If vaccine 
supplies are sufficiently limited to restrict this category, persons stationed in the Pacific 
should receive higher priority than other geographic areas due to earlier seasonal influenza 
activity]; 

2) Those who are deployed aboard a ship underway for two or more weeks--this may 
include pre--deployment ~df!W¥wor -1.1p periods and vaccine should be administered at 
least two weeks prior; > 10 

I 

3) Special duty personnel expected to regularly transit multiple geographic areas or 
otherwise pose particular operational and epidemiologic risks, such as airlift aircrews and 
those who are deployed aboard a ship underway. This may include pre-deployment 
underway work-up periods. Ideally, vaccine should be administered at least two weeks 
prior to deployment. 

4) Those on 24 hour alert status. 



b. Health-care workers (including civilian employees and volunteers) with direct patient 
contact (due to the increased potential to transmit influenza virus infection to high-risk 
persons); 

c. Defense Enrollment Eligibility Reporting System (DEERS) .enrollees, whether or not on 
active duty, with true high risk medical conditions including: 

1) Persons age 65 years of age and older enrolled in TRICARE Senior Prime at an MTF, or 
who otherwise receive the majority oftheir medical care at the MTF through an 
identified primary care manager (PCM) or ongoing patient-provider relationship. [This 
age group historically has about 90% of the mortality from pneumonia and influenza]; 

2) Adults and children with chronic disorders of the pulmonary or cardiovascular system, 
including asthma; 

3) Adults and children who have required regular medical follow-up or hospitalization 
during the preceding year for chronic metabolic diseases (including diabetes mellitus), 
renal dysfunction, hemoglobinopathies, or immunosuppression (including 
immunosuppression caused by medications or by human immunodeficiency virus); 

4) Residents of long term care facilities (where applicable); 

5) Women who will be in the second or third trimester of pregnancy during the influenza 
season. Pregnant women who have medical. conditions that increase their risk for 
complications from influenza should be vaccinated, regardless of the stage of pregnancy; 

· 6) Children and teenagers (age 6 months to 18 years) who are receiving long-term aspirin 
therapy, and therefore might be at risk for developing Reyek syndrome after influenza 
infection, 

d. Trainee populations, including basic and advanced trainees, academy students and officer --6Jrf 
trainees. [These groups are at higher risk for epidemic influenza, but are theoretically easier eff t'­
than operational active duty members to prophylax if necessary with antiviral drugs1igimst_., 
influenza A. Epidemiologic data suggest influenza B is less common than influenza A, 
particularly in these groups, and influenza B incidence usually peaks later in the season 
when vaccine supplies may be more widely available. Trainee groups should ee wteler v.J e. 
special hand-washing precautions at all times to reduce person-to-person transmission of 
respiratory viruses, including influenza and adenovirus); 

e. Other groups in close contact with high-risk persons, such as employees in long term care 
facilities, household members (age 6 months and older) of high risk patients, and military 

training instructors; <;-~ 

f. All other militaty members iA ~I)' fur deploymenq: t ~ ~ 
3 
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g. Other active duty members (including Guard and Reserve on active status) and mission 
critical DoD civilians at OCONUS facilities: 

1) Between 50 and 64 years of age 
2) Younger than 50 years of age; 

h. All other beneficiaries: 

1) Between 50 and 64 years of age. 
2) Younger than 50 years of age. 

Note: This priority scheme may be altered in the occurrence of an epidemic outbreak requiring a 
focused management effort for a specific population. Alteration of priorities will be at the direction 
of the Service epidemiology centers and higher headquarters (SG) level preventive medicine 
authority. 

4. For other recommendations and guidance to include the use of diagnostics and antiviral drugs, 
and mass immunization campaigns, please refer to the Advisory Committee on Immunization 
Practices (ACIP) statement on the Prevention and Control of Influenza in the Center for Disease 
Control and Prevention (CDC) Morbidity and Morbidity and Mortality Weekly Report 
(MMWR) dated April20, 2001 (http://www.cdc.gov/mmwr/preview/mmwrbtml/rr5004al.htm) 
and the suppnemental recommendations in the MMWR "Notice to Readers" dated July 13, 2001 
(http://www .cdc.gov/mmwr/preview/mmwrhtml/mm5027a3.html. 

5. Mass vaccination campaigns for lower risk beneficiaries should be delayed until the beginning 
of November when the remainder of the DoD ordered vaccine is projected to be delivered. 

6. Health care providers should be reminded that influenza is a reportable medical event for the 
DoD Reportable Medical Events System (RMES). Reported cases should meet the definition 
for a confirmed case of influenza contained in the Tri·Service Reportable Events document 
which is available on the Army Medical Surveillance Activity website 
(http://amsa.army.mil/AMSA/amsa ns home.hti:n>. Confirmed influenza cases should be 
reported promptly to the Service surveillance center utilizing existing Service-specific 
reportable medical events systems . 

• Army Army Medical Surveillance Activity (AMSA) 
DSN 662-047 1 http:J/amp.army.mil!AMSA/amsa home.htm 

• Navy Naval Environmental Health Center (NEHC) 
DSN 253~5500 http://www-nehc.med.navy.mil/index.htm 

• Air Force Institute of Environment, Safety, and Occupational Health Risk Analysis 
(IERA) 

DSN 240-347 1 htto:J/cestilence.brooks.af.mil/ '; 
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OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 20301-1200 

dAN 2 8 2003 
HEALTHAFFAIRS rAn~ 

MEMORANDUM FOR/t)~SISTANT TO THE SECRETARY OF DEFENSE 
(CHEMICAL & BIOLOGICAL DEFENSE) 

SUBJECT: Interface with the FDA for Use of Particular IND Products 

Dr. Winkenwerder spoke to the Commissioner of the Food and Drug Administration (FDA) 
and subsequently wrote him a letter on November 20,2002 (attached). The purpose was to thank 
the FDA for their efforts since September 11, 2001, to approve drugs and vaccines needed for 
treatment or prophylaxis ofbioterrorism threats and to note that there were several issues that 
impact our ability for formulate deployment plans for Investigational New Drug (IND) medical 
products. Specifically, those issues regarding pyridostigmine bromide, botulinum pentavalent 
toxoid vaccine, and label concerns regarding Anthrax Vaccine Adsorbed (AVA) post exposure 
with antibiotics and Cidofovir for treatment of smallpox. 

The Commissioner of the FDA sent a letter of response dated December 13, 2002 
(attached), regarding the use ofiND for prophylaxis or treatment to maximize military force 
health protection capabilities as the war on terrorism and potential new contingencies progress. 

Dr. Winkenwerder is sending a response back to the FDA noting that DoD remains eager to 
work with the FDA to resolve some remaining concerns. Specifically: 

a. Pyridostigmine bromide(PB): On January 6, 2003, DoD submitted a New Drug 
Application (NDA) for PB. Approval of the NDA would eliminate DoD concerns for use ofPB 
under the IND. We await word from FDA Center for Drug.Evaluation and Research (CDER) on 
the approval of the PB NDA. 

b. Botulinum pentavalent (BT) toxoid vaccine: We must find a means to provide a limited 
amount of BT to special units. We are reviewing any other potentially feasible options to 
address the threat of botulinum toxin. We asked the FDA to continue their stated commitment 
to work with us to find a resolution to this critically important issue. If this is not a safety issue, 
can there be a label change or a revision of the informed consent form to allow those who 
consent to have access to this potentially life saving product? 

c. Anthrax vaccine and Cidofovir: FDA replied suggesting that we consider submitting a 
waiver request with appropriate justification. We agree. We must make such a submission for 
both of these INDs. 

The purpose of this memorandum is to ask you to task the Program Executive Officer for 
Bio Defense to work with the FDA and USA Medical Research and Materiel Command in an 
expeditious manner to get approval to use BT in a limited manner for some troops and to provide 
the required request for waiver for the AVA Post Exposure IND label requirement and the 
Cidofovir IND label requirement for treatment of smallpox. 
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Health Affairs/Special Assistant 

DMMC Control# 

2003083·0000004 

for Gulf War Rlnesses, Medical Readiness, 
and Military Deployments 

House Government Reform Committee 

National Security, Emerging Threats, and 
International Relations 

March 25, 2003 



..................... , __________ _ 
·---------------··---·-··. 

House Government Reform Committee 
National Security, Emerging Threats, and International Relations 

March 25, Hearing 
Table of Contents (Page 1 of 2) 

• Section 1: March Hearing Information 
• Tab 1 Letter of invitation to OASD/HA 
• Tab 2 Subcommittee pictures 
• Tab 3 Subcommittee biographies 
• Tab 4 Testimony (Oral) 
• Tab 5 Testimony (Written) 
• Tab 6 Questions and Answers for the Murder Board 

• Section 2: Historical Information 
• Tab 1 Previous testimony to this committee 
• Tab 2 Institute of Medicine Report 
• Tab 3 GAO Report on Chemical and Biological Defense- November 2000 
• Tab 4 Draft GAO Report on Defense Health Care (Reservists) 
• Tab 5 1998 Report to Congress requested by PL 105-85 
• Tab 6 Copy of PL 105-85, Sections 765-767 
• Tab 7 March 12, 2003 information provided to Members of Congress 
• Tab 8 Report to GAO (Interim) 
• Tab 9 J-4 Force Health Protection Report 

• Section 3: Force Health Protection & Readiness Information Papers 
• Tab 1 Study on Rate of ALS in Gulf War Veterans 
• Tab 2 Anthrax Vaccine 
• Tab 3 Smallpox Vaccine Program 
· • Tab 4 Depleted Uranium 
• Tab 5 Improved Depleted Uranium Training 
• Tab 6 Medical Follow-up of Veterans with the Highest DU Exposures 
• Tab 7 Deployment Health Assessments 
• Tab 8 DoD Support to Homeland Defense Activities 
• Tab 9 DoD's Medicine's Role in Homeland Defense 
• Tab 10 V A-DoD Contingency Hospital System in Homeland Defense 
• Tab 11 Environmental Surveillance Capabilities in Support of Force 

Health Protection Requirements 
• Tab 12 Force Health Protection 
• Tab 13 Force Health Protection- Summary of Major Policies 
• Tab 14 Army Paper- Force Health Protection 



--·--··-···•"' .... 

House Government Reform Committee 
National Security, Emerging Threats, and International Relations 

March 25, Hearing 
Table of Contents (Page 2 of 2) 

• Section 3: Force Health Protection & Readiness Info Papers (cont) 
• Tab 15 Navy Paper- Force Health Protection 
• Tab 16 Air Force Paper- Force Health Protection 
• Tab 17 Health Surveillance (GAO Reports • Rebuttal) 
• Tab 18 Lariam'sLegacyandFortBragg 
• Tab 19 Pyridostigmine Bromide 
• Tab 20 Pesticides 
• Tab 21 Unit Location 
• Tab 22 Gulf War Research 
• Tab 23 DoDN A Cooperation on Project 112/SHAD Testing 
• Tab 24 Project 112/SHAD 
• Tab25 TMIP 
• Tab 26 Joint Medical System (Interim TMIP) 
• Tab 27 Common Access Card 
• Tab 28 CHCS ll 
• Tab29 JMAR 
• Tab 30 Deployment Physicals - Pre- and Post-Deployment 
• Tab 31 Copy of Spector/Graham letter- Response 
• Tab 32 DoDN A Resource Sharing 
• Tab 33 Implementation of FY03 Legislative Requirements with Regard to 

V A/DoD Partnering 
• Tab 34 North Chicago (V A/DoD Resource Sharing) 
• Tab 35 Corpus Christi (V A/DoD Health Care Sharing) 
• Tab 36 Joint Procurement of Pharmacy and Medical/Surgical Supplies 
• Tab 37 DoDN A Joint Strategic Planning Initiative 
• Tab 38 DoD Adenovirus Vaccine Status 

• Section 4: Member Issues 



--

- --·· -- .. ··- -····---------------

DOD ADENOVIRUS VACCINE STATUS 

KEY ME§SAGE: 

• Adenovirus is a militarily significant respiratory disease that particularly infects 
military trainees in recruit training camps resulting in respiratory infection, increased 
burden to the health care system, and lost training time. The company that made the 
adenovirus vaccine went out of business in 1996. DoD has contracted with another 
company to re-manufacture adenovirus vaccine. 

FACTS: 

• Adenovirus vaccines type 4 and type 7 (both oral) were licensed in 1980. 

• Army, Navy, and Marine recruits were routinely vaccinated on entry to recruit 
training camp from 1980 until vaccine supplies were depleted in 1999. 

• The manufacturer (Wyeth) ceased producing adenovirus vaccines in 19XX, and the 
last shipment of vaccine to DoD was in 1996. 

• In September 2001, the U.S. Army Medical Research and Materiel Command, 
awarded a contract to Barr Laboratories, Inc., for the remanufacture of adenovirus 
type 4 and type 7 vaccines. 

• In May 2002, Barr completed an agreement with Wyeth to ~sfer the manufacturing 
technology, adenovirus master seeds, and human cell cultures to grow the viruses. 

• Barr has broken ground at their Forest, VA facility. Construction of the 
manufacturing facility will be completed in June 2003 and all equipment will be · 
installed by August 2003. 

• Barr estimates that five years will be needed to accomplish development. clinical 
trials, FDA approval, and establish production capabilities. Upon review of the 
timelines, no significant cost-effective acceleration of the program could be 
identified. 
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eblrd today - adenovirus 

Boot-Camp Bug Returns To The Barracks 

When Pentagon Pulls the Plug on Vaccine 

By Sarah Lueck, Staff Reporter of The Wall Street Journal 

OMMC Control t . ' 

2003058-0000011 

@ 6~ 

In May 2000, Adam Wood was a healthy 21-year-old shipping off for Navy boot camp In Great Lakes, Ill. Less than two 
months later Mr. Wood was dead, the victim of a virus caught during training. 

The recruit wasn't sickly or weak. His problem appears to have been timing. If he had enlisted two years earlier, he would 
have 
received a routine vaccine to protect him from adenovirus, which doCtors say most likely caused the viral encephalitis that 
killed 
him. But the military stopped giving recruits the vaccine In 1999, after nearly two decades of providing it. 

Many people are exposed to adenovirus - a common germ that causes a range of respiratory Illnesses from colds to 
pneumonia -- without ever getting ill. But the virus poses a unique problem for the military's nine basic-training camps. The 
combination of cramped living quarters, close contact and stress of boot camp means thousands of the 190,000 recruits 
who . 
come through each year are far more vulnerable to respiratory mnesses than they would be In civilian settings. 

When the vaccine was in use, a busy camp might see as many as 200 cases of respiratory illness a week, fewer than 10% 
of . 
which were caused by adenovirus, says Margaret Ryan, a Navy health researcher. Without the vaccine, the same camp 
sees as 
many as BOO cases of respiratory illness per week, with more than 90% due to adenovirus. During an outbreak last spring 
at 
the Army's camp in Fort Benning, G.a., one barrack had to be outfitted as a makeshift Infirmary to house recruits that 
overflowed from the 70-bed hospital. Rates of respiratory illness at the camp were two to four times as high as when the 
vaccines were in use. 

The risks of eliminating the adenovirus vaccine, which has been used solely in mililary settings, should come as little 
surprise to 
the Defense Department. Since the 1950s, the military has known that adenovirus could cause widespread illness during 
basic 
training. It has in the past strained medical resources and In rare cases killed otheiWise healthy young people. Dozens of 
military . · 
officials and outside advisers had long called for relatively simple measures to keep the vaccine in .use. Health experts 
predicted 
outbreaks. 

Missed Signals 

Yet for a decade, because of a series of missed signals and disputes over risks, the Pentagon didn't take steps that would 
have 
continued to get the vacclne to recruits at a relatively low cost. The military denied requests from Wyeth Laboratories, the 
company that has produced the vaccine since the early 1980s, for modest help to keep the vaccine In production. Officials 
put 
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off decisions as the same concerns were studied repeatedly. Now, the Pentagon is moving to address the Issue, but at a 
cost · 
much higher than it would have been if it had acted sooner. Even if the process is successful, the vaccines won't be 
available for 
at least three to five years. 

In retrospect, the very success of the adenovirus vaccine appeared to undermine its importance. Some military officials 
couldn't 
fathom that outbreaks would return when they hadn't occurred for decades. Others didn't understand how an infection that 

· generally resembled only a cold could affect the health of recruits and military readiness. 

Adenovirus typically causes a cough or sore throat and a fever that last a few days. Some recruits are able to push through 
training feeling a little sick; others must take a few days of bed rest. As outbreaks have re-emerged, Increasing numbers of 
recruits have fallen behind in training. At Lackland Air Force Base outside San Antonio, for instance, a six-month outbreak 
last 
year forced doctors to work extra shifts and bring In contract nurses to cover a temporary ward. In a typical week, five 
Lackland recruits must restart training because of lost time; that number Increased 20~fold during the outbreak. 

Mr. Wood's death is an extreme example of the problems adenovirus can cause. The recruit caught a cold and went to the 
infirmary three times for help. Others around him were also sick, though not enough In most cases to seek medical 
treatment. 
Dylan Foord, a recruit in Mr. Wood's dMsion, remembers an Irritated division commander coming Into their barracks one 
morning and finding so many people coughing that he sprayed Lysol on them. A Navy spokesman says camps frequently 
use 
Lysol as air freshener but couldn, confirm this incident. 

Even after several days of being allowed to skip physical exercises, Mr. Wood still had trouble getting up one morning, 
remembers Mr. Foord, who was suffering from a back Injury that also exempted him from exercises: Mr. Wood "couldn't 
even 
stay awake for five minutes. He kept passing out on my shoulder. a 

Later In the day, Mr. Wood complained that he couldn't see, Mr. Foord says. "He was standing up, feeling around for 
things." 
Mr. Wood became so sick that he was rushed to the hospital In an ambulance, unconscious and suffering from brain 
seizures. 

The recruit's parents, Jim and Sara Wood, drove for 24 hours straight to Great Lakes trom a Colorado vacation when they 
heard their son was near death. "It was the closest to hell I've ever been: Jim Wood says. Adam Wood was In a coma for 
a 
week and quarantined at a Milwaukee hospital because doctors were uncertain what had made him sick. Ultimately, 
doctors 
said his brain had been ravaged. Mr. and Mrs. Wood decided to take their son off his respirator. Two weeks before his 
division graduated from basic training, Adam Wood's ashes were buried at sea. 

Trackln_g the Cause 

An autopsy showed he died from viral encephalitis, or brain swelnng. Weeks later, researchers from the military and the 
Centers for Disease Control and Prevention found evidence of adenovirus In Adam Wood's system, says Dr. Ryan, the 
Navy 
researcher. After ruling out other causes, they concluded adenovirus was the most likely cause of his encephalitis. 

Two months after Adam Wood's death, 1 e-year"Did Jess Duden, another Great Lakes recruit, died of respiratory collapse, 
which military researchers think might have been caused or furthered by adenovirus. The two are believed to be the only 
recent · 
recruits who were examined after their deaths for exposure to the virus. Health officials might have determined adenovirus 
was 
a reason for other recruits' deaths if the same tests had been conducted, epidemiologists say. 

Death due to adenovirus "Is a rare event ... but they're going to happen In ones and twos out there, • says Lt. Col. Matthew 
Dolan, chief of infectious diseases at Lackland's medical center. "If you spin the roulette wheel enough times, you're going 
to 
land on double zero." 

The recent surge in adenovirus infections Is similar to what the military experienced In the 1960s, when the virus was 
2 
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found to 
be the leading cause of respiratory Illness at basic training camps. Government researchers developed two oral vaccines 
for the 
most common types of adenovirus. In 1980, the mHitary contracted with private company Wyeth Laboratories to 
manufacture 
the vaccines solely for recruits, and the Food and Drug Aamlnistratlon approved Wyeth's plant. As the vaccines came into 
wide use at the training camps, adenovirus outbreaks virtually disappeared. 

In 1984, FDA inspectors Instructed Wyeth, now a division of American Home Products Corp., to make safety upgrades at 
the 
Marietta, Pa., plant in which It made the adenovirus vaccines. The facility was far from modem. The Uve adenovirus used 
In the 
vaccines, which was infectious if released, was transported on a gurney. The machine used to make the vaccine tablets 
was so 
outdated that a similar one had been donated to the National Museum of American History in Washington. 

Asking for Help 

Wyeth asked the Defense Department office In charge of buying supplies for abo!Jt $5 million to fund an upgrade. A Wyeth 
spokeswoman says that the market for the adenovirus vaccine •• basic training camps - was too small to make the 
vaccine 
financially important to the company. Without military funding, she says, Wyeth had no incentive to continue production. 
The • 
Philadelphia-based defense office, which handled the contract with Wyeth, asked the Pentagon for more money In its 
budget, 
but the request was turned down. The amount was a minimal part of the military's sprawfing budget, but compared with 
spending on high-profile items such as weapons, It became a low priority. 

Over the next decade, Wyeth officials sent aa whole stack of letters a to military officials, waming at first that the company 
needed money in order to continue producing the vaccines, says Col. Charles Hoke, director of the military's infectious 
disease 
resistance program. When the funding didn't become available, Wyeth warned the Pentagon it would stop production, 
since the 
vaccines weren't profitable. "Wyeth is totally blameless, .. Col. Hoke says.·"They gave us time, and they didn't ask for the 
sky." 

In 1994, the military got a taste of what It would be Hke without the vaccines. A paperwork glitch disrupted vaccine orders, 
and 
the adenovirus vaccines weren't sent to the training camps for six months. From the summer of 1994 to late 1995, recruits 
reporting for training in Fort Jackson, S.C., weren't vaccinated. During the peak of infections, nearly 12% of recruits there 
were 
hospitalized every week due to respiratory illnesses caused by adenovirus. It signaled to mifitary preventive-medicine 
experts 
that a bigger problem was on the way. An external advisory group, the Armed Forces Epidemiological Board, told top 
Pentagon officials In a letter that availability of the vaccines should be given 11the highest priority." 

A Tougher Job 

But by the mid·1990s, making sure there would be a future supply of the vaccines had become more difficult. Wyeth 
wasn't . 
willing to keep making the vaccines; it was still under pressure to make FDA-required Improvements but wasn't getting 
Pentagon help to do so. Wyeth was providing vaccine tablets, but It relied on remaining supplies of the live virus and 
wasn't 
producing new stock. 

Wyeth agreed to share the technology it had used to make the vaccines with a future manufacturer. But military officials 
couldn't 
find any takers. Vaccines had become a high liability business and the market for adenovirus was tiny. One small company 
showed Interest but ultimately backed out. The Issue was at this point "low on the radar screen, • says Stephen Joseph, 
who as 
head of the Pentagon's Health Affairs office oversaw the military health budget. nMaybe we should have made it a bigger 
issue.• 

In 1998, the Armed Forces Epidemiological Board sent a second letter urging the military to make the vaccines available. 
3 
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The 
acting secretary for Health Affairs, Edward D. Martin, told experts who briefed him to study whether using the vaccines 
would 
save money. 

Philip K. Russell, a retired Army major general who helped develop the vaccines In the 1960s, says the study wasted a 
year or 
more and "came out the way everyone predicted, • when it showed funding the vaccines would ultimately save money. Dr. 
Martin says conducting the study, which he says showed the impact of the virus, not cost-effectiveness, did not slow the 
search 
for a new vaccine producer. 

"The question people would ask is, what would happen if we don't have the vaccine? ... We wanted to convince them," Or. 
Martin says. 

In August 1998, after Sue Bailey became the Assistant Secretary of Defense for Health Affairs, staff from the Army 
Surgeon 
General's office briefed her on adenovirus. Vaccine supplies were dwindling, so Col. Rodney Michael, an infectious­
disease 
expert for the Army, recommended to Or. Bailey that the Pentagon spend $15 million to $25 million to find a new 
manufacturer. 

We Felt Like We Had Failed' 

Instead, Dr. Bailey suggested further research to determine whether cheaper preventive measures, such as rigorous 
handwashing and moving recruits' bunks farther apaJ1, could match the vaccines' effectiveness. Advocates of the vaccine 
were 
disheartened, feeling there was little evidence such measures were sufficient. "We felt like we had failed, that the message 
wasn't understood, o Col. Michael says. 

Dr. Bailey says she stands by her choice, especially since the health budget was tight. "If we do better prevention, rather · 
than 
spend $15 million for a vaccine for a virus that is not much worse than a bad cold and may not affect our ability to win a 
war ... 
you may make as good a dent, o she says. "Either I was right, or no one else thought that I was so wrong that they reversed 
it." 

In the past year, pressure to restart vaccine production has been building, especially as word of the outbreaks has spread. 
Last · 
fall, a strongly worded letter from the Armed Forces Epidemiological Board -the third the board has sent on the Issue -
went 
out to top military health officials. The board was concerned with the Pentagon's "insufficient recognitionu of the problem 
and 
the 11low priority" given.to procurement of the vaccines. 

In January 2001, the military asked potential vaccine manufacturers to submit proposals to make adenovirus vaccines - a 
far 
more expensive project now that they must start from the beginning. The future manufacturer will have to conduct 
research, . 
purchase equipment and gain FDA approv!lll of its plant. 

While basic training camps walt for the vaccines, they can do little to prevent future outbreaks. At the army's Fort Leonard 
Wood, Mo., training camp, driU sergeants have been Instructed to allow recruits standing at attention to break position and 
cover their f'T'!Ouths when they sneeze. At Fort Benning, the adenovirus Infirmary is. still operating and is primed for 
expansion 
should Infections increase. Joel Gaydos, a former army preventive-medicine researcher, also raises a "theoretical 
concerna that 
adenovirus could become an Issue In other military settings such as warships. That's because In the past, by the time 
troops 
arrived on board, they would already have been protected by their earner vaccinations. 

At Great Lakes, recruits are being told to wash their hands five times a day, to lessen the spread of adenovirus and other 
germs. The base reversed a requirement that sinks be dry during Inspections so recruits aren't discouraged from washing 
their 
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DEPARTMENT OF DEFENSE 
ARMED FORCES EPIDEMIOLOGICAl. BOARD 

5109 LEESBURG PIKE 
FALLS CHURCH VA 22041-3258 

· -MEMOR:ANDYM-FGR The Assistant Secretm:-y.of-t>ef-ense-(Health-Affairs.) 
The Surgeon General, Department of The Army 
The Surgeon General, Department of The Navy 
The Surgeon GeiJ.eral, Department of The Air Force 

SUBJECT: Prevention/Minimization of Adenovirus Infection 

CMAT Control # 

2003044-0000047 

NOV 2 3 2001 

1. On 18 September 2001 the Aimed Forces Epidemiological Board (AFEB) was presented with 
a request from the Assistant Secretary of Defense for Health Affairs (ASD(HA)) to provide 
recommendations on non-vaccine methods to minimize and control the transmission of 
adenoviral and other acute respiratory disease-causing agents in the recruit training setting. To 
assist the Board, the Preventive Medicine officers from the Anny, Navy, Air Force, and Coast 
Guard presented data on respiratory disease incidence at the Service recruit training centers. Dr. 
Larry J. Anderson from the Division of Viral and Rickettsial Diseases, Centers for Disease 
Control and Prevention (CDC), presented to the Board CDC's experience with adenovirus 
outbreaks. 

2. The Board continues to be deeply concerned about the loss of adenovirus vaccine for use in 
the basic training setting and the resultant increase in acute respiratory illnesses (ARI) among 
basic trainees at several basic training sites across the military services. The rates of ARI and 
disease impact appear to be uneven from site to site, but sustained increases in disease have been 
observed since the loss of the adenovirus vaccine at several U.S. Army basic training posts, 
Great Lakes Naval Training Center, Lackland Air Force Base, and the U.S. Coast Guard 
Training Center Cape May. Increased ARI in the basic training setting is far more than an 
inconvenience. It has resulted in increased utilization of outpatient medical care, increased 
numbers of hospitalizations, one to several missed days of training for affected recruits and 
resultant "recycling" of some basic trainees, and most tragically. two adenovirus related deaths 
among U.S. Navy recruits. · 

3. Recent events in New York, Washington DC, and Pennsylvania, as well as the numerous 
anthrax cases, carry the potential for a protracted military response over the coming months and 
years. This may result in increased numbers of basic trainees processing through existing recruit 
training sites which are already at times overcrowded. This combination of factors increases the 
likelihood for even greater problems associated with ARI than currently observed, as ARI 
transmission is enhanced by crowded conditions. Therefore, the Board feels that this issue goes 
beyond traditional public health concems and should be viewed as having the potential to 
jeopardize operational military readiness, as it did in the early and mid-20th century. 

Printed on.<:) Fleqcled Paper 
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4. There appears to be a wealth of historical epidemiologic data, both from studies done in the 
pre-vaccine era and from studies of more recent outbreaks. In addition, there are intriguing 
patterns suggesting significant differences in the incidence of ARI across the basic training 
sites. It is possible that some of these differences are explained by differential case 
ascertainment and application of case-definition, but these are unlikely to explain the magnitude 
of the differences. Well designed and executed hypothesis driven research studies examining 
potential factors associated with endemic and epidemic disease occurrence in some settings. and 
the lack of epidemic disease in others, clearly need to be performed. 

S. Based on currently available information, the Board makes the following recommendations: 

a. THE SINGLE GREATEST PRIORITY IS TO REESTABLISH A STABILE 
SUPPLY OF ADENOVIRUS VACCINE AS SOON AS POSSIBLE. IT IS UNLIKELY 
ANY SINGLE INTERVENTION OR COMBINATION OF INTERVENTIONS WOULD 
BE AS EFFECTIVE IN THE BASIC RECRUIT TRAINING SETTING AS THE 
ADENOVIRUS VACCINE HAS BEEN IN REDUCING ARI •. IT IS UNCLEAR TO THE 
BOARD WHY IT HAS BEEN ESTIMATED TO TAKE AS LONG AS 6-8 YEARS TO 
ESTABLISH A NEW SUPPLY OF VACCINE, SINCE THE EXISTING VACCINE IS AN 
ALREADY FOOD AND DRUG ADMINISTRATION APPROVED AND LICENSED 
PRODUCT •. 

b. THE BOARD IS CONCERNED THAT AN EXAMINATION OF NON­
VACCINE/NON-ANTIMICROBIAL METHODS TO REDUCE ARI TRANS:MISSION, 
WJDLE UNDERSTANDABLE IN THE ABSENCE OF ADENOVIRUS VACCINE, MAY 
RESULT IN A PERCEPTION BY THE MILITARY SERVICES THAT THESE 
METHODS REDUCE THE URGENCY OF OBTAINING A SUPPLY OF ADENOVIRUS 
VACCINE, AND MIGHT EVEN SUBSTITUTE FOR IT AND OTHER VACCINES. 
EVEN FOR THE BEST STUDIED AND MOST WIDELY USED OF THESE 
PRACTICES· BAND WASIDNG AND BUNK SPACING .. THERE IS LIMITED 
EVIDENCE THAT NON .. VACCINE '.METHODS ARE EFFECTIVE. MUCH OF THAT 
EVIDENCE IS OLD AND MAY NOT BE VALID IN THE CURRENT RECRUIT 
TRAINING ENVIRONMENT. NON-VACCINE METHODS ARE FLAWED BECAUSE 
THEY ABSOLUTELY DEPEND ON THEIR CONSCIENTIOUS, CONTINUOUS, AND 
PERSISTENT APPLICATION. THE CULTURE NECESSARY TO ACHIEVE TWS IS 
EXTREMELY DIFFICULT TO SUSTAIN UNDER THE PRESSURES AND DEMANDS 
OF RECRIDT TRAINING, AND THE CONTINUOUS TURNOVER OF THOSE WHO 
CONDUCT THE TRAINING. THEREFORE, THE BOARD EMPHASIZES THAT NON­
VACCINE/NON-ANTIMICROBIAL METHODS ARE NEVER A SUBSTITUTE FOR 
VACCINES AND ARE, AT BEST, A STOP-GAP MEASURE. 
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c. RESEARCH EFFORTS SHOULD BE DIRECTED TOWARDS THE STUDY 
OFANTThfiCROB~U~CO~OUNDSANDVACCUffiSOTHERTHAN 
ADENOVIRUS, MENINGOCOCCAL, AND INFLUENZA WHICH MAY BE 
EFFECTIVE FOR PREVENTION, PROPHYLAXIS OR TREATMENT OF ARI IN THE 
RECRUIT SETTING INCLUDING DISEASE OUTBREAKS. 

d. AMONG ALTERNATIVE COUNTERMEASURES (ADMINISTRATIVE, 
. PERSONAL HYGIENE, ENVIRONMENTAL, AND ENGINEERING), THE TWO THAT 

APPEAR TO HAVE BEEN THE BEST STUDIED AND HOLD THE MOST PROMISE 
IN REDUCING THE BURDEN OF ARI ARE HANDWASHINGIPERSONAL HYGIENE 
AND BUNK SPACING. HOWEVER, MANY OF THE STUDIES ON THESE 
MEASURES TOOK PLACE DECADES AGO, AND IT IS UNCLEAR HOW 
APPLICABLE THEY ARE TO TODAY'S MILITARY BASIC TRAINING SETTING. A 
DETAD..ED REVIEW OF THE IDSTORlCAL AND CURRENT DATA ON THESE 
TWO INTERVENTIONS (INCLUDING SPECIFIC STUDIES AND OUTBREAK 
INTERVENTIONS) SHOULD BE CONDUCTED, SUMMARIZED INTO A SINGLE 
DOCUMENT, AND PRESENTED TO THE BOARD IN ORDER THAT MORE 
SPECIFIC RECOMMENDATIONS FOR THEIR APPLICATION IN THE BASIC 
TRAINING SETTING CAN BE MADE. 

e. IF A RECOMMENDATION IN FAVOR OF ANY OF THE ABOVE 
COUNTERMEASURES IS MADE, THERE MUST BE A MECHANISM AND THE 
NECESSARY RESOURCES AVAILABLE TO ASSURE THEY ARE APPROPRIATELY 
ADOPI'ED AND IMPLEMENTED BY THE VARIOUS SERVICES AND AT ALL 
MILITARY BASIC RECRUIT TRAINING SITES. 

f. PENDING MORE SPECIFIC RECOMMENDATIONS, ALL BASIC 
TRAINING SITES SHOULD PROVIDE AMPLE OPPORTUNITIES FOR AND 
ENCOURAGE FREQUENT HAND WASHING (OR COMPARABLE METHODS) AND 
PERSONAL BYGmNE AMONG BASIC TRAINEES. ALL SITES SHOULD PROVIDE 
TISSUES TO TRAINEES TO COVER THEIR NOSES AND MOUTHS WHEN 
SNEEZING OR COUGHING, AND ALLOW TISSUES TO BE CARRIED AS 
NECESSARY. ATTITUDES AND BARRIERS THAT DISCOURAGE THESE 
ACTnnT~SBOULDBEELDDNATEDBYCO~POLICYANDCO~ 
ENFORCEMENT. 

g. OTHER COUNTERMEASURES (E.G. BENZATHINE PENCILLINFOR 
ClRCUMSTANCES OTHER THAN CONTROLLING GROUP A STREPTOCOCCAL 
DISEASE, ENHANCED VENTILATION, ULTRA VIOLET LIGHT) APPEAR TO BA VE 
BEEN BENEF1CIAL IN LIMITED CIRCUMSTANCES OR HAVE NOT BEEN 
DEMONSTRATED TO BE EFFECTIVE. THE BOARD IS CONCERNED THAT ANY 
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APPARENT BENEFIT COULD REPRESENT CONFOUNDING FROM OTHER 
UNRECOGNIZED INTERVENTIONS AND IS RELUCTANT TO ENDORSE THESE 
OTHER COUNTERMEASURES UNLESS MORE DEFINITIVE DATA ARE 
AVAILABLE. 

h. THE l)NCERTAINTY REGARDING ALTERNATIVE COUNTERMEASURES 
WGHLIGHTS THE CRITICAL NEED FOR WELL DESIGNED AND EXECUTED 
HYPOTHESIS DRIVEN RESEARCH STUDIES OF THEIR IMPACT. CURRENTLY 
AVAILABLE DATA SUGGEST THAT ARI RATES. AND THE PROPORTION 
CAUSED BY ADENOVIRUS, VARY WIDELY AMONG THE TEN MAJOR BASIC 
RECRUIT TRAINING SITES. IN ADDmON, OTHER WESTERN MILITARIES 
WHICH DO NOT ROUTINELY USE ADENOVIRUS VACCINE APPEAR NOT TO 
IIA VE A PROBLEM OF SIMILAR MAGNITUDE. THE REASONS FOR THESE 
DIFFERENCES NEED TO BE ELUCIDATED THROUGH WELL-DESIGNED AND 
EXECUTED EPIDE:MIOLOGIC STUDIES. 

i. THE LOSS OF ADENOVIRUS VACCINE AND SUBSEQUENT RISE IN ARI 
MAKES IT ESPECIALLY IMPORTANT TO ASSURE A STEADY SUPPLY OF 
VACCINES FOR OTHER RESPIRATORY DISEASES WmCH HAVE 
mSTORICALLY BEEN PROBLEMATIC IN THE RECRUIT TRAINING SETTING, 
PARTICULARLY INFLUENZA AND MENINGOCOCCAL DISEASE. THE BOARD IS 
CONCERNED THAT EFFORTS TO TRANSITION TO A CONJUGATE 
:MENINGOCOCCAL VACCINE COULD POTENTIALLY DISRUPT VACCINATION 
EFFORTS IN THE FUTURE, AND RECOGNIZES THE PROBLEMS WITH 
OBTAINING AN ADEQUATE SUPPLY OF INFLUENZA VACCINE EACH OF THE 
LAST TWO INFLUENZA SEASONS. 

6. For more definitive recommendations to be made on the efficacy of handwashing/personal 
hygiene and bunk spacing in preventing ARI in the basic recruit training setting, the Board 
requests that Health Affairs provide a review of historical and contemporary data on efficacy of 
handwashinglpersonal hygiene and bunk spacing and a summary of the ARI outbreak 
investigations that have been performed at the basic recruit training sites at the next meeting of 
the AFEB. Dr. Anderson from the Division of Viral and Rickettsial Diseases, Centers for 
Disease Control and Prevention (CDC), has offered to provide an Bpidemic Intelligence Service 
Officer to assist in assessing available data on the differences in site disease occurrence. 
Additionally. the Board would like a current status report at the next meeting on the adenovirus 
vaccine issue, particularly the status of vaccine production and projected timelines and an update 
on research efforts directed towards the study of antimicrobial/antiviral compounds and vaccines 
which may be effective in prevention, prophylaxis or treatment of ARI in the basic recruit 
training setting. 
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7. The above recommendations were Wlanimously approved. 

F0;:7:~~0~~~~ 
STEPHEN M. OSTROFF. MD. JAMES R. RIDDLE, D.V .M.1 M.P.H. 
AFEB, President Lt Col. USAF, BSC 

AFEB Executive Secretary 

Encl 
ASD(HA) Memorandum dated 8 August 2001 

CF: 
Board Members and Consultants (w/encl) 
USAMRMC (w/encl) 
USAMRDD (w/encl) 
USD (AT&L) (w/encl) 
Joint Vaccine Acquisition Program (w/encl) 
14-MRD (w/encl) 
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THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, D. C. 20301·1200 

AUG 8 tUUi 
HEALTH AFFAIRS 

MEMORANDUM FOR THE ARMED FORCES EPIDEMIOLOGICAL BOARD 

SUBJECT: Prevention/Minimization of Adenovirus Infection 

Historically, the Armed Forces Epidemiological Board (AFEB) has been very helpful in 
making ·recommendations to the Department of Defense (DoD) and the Services concerning the 
prevention and/or minimization of diseases. As the Board is well aware, adenovirus vaccines 
(Type 4 and Type 7) were used in Army, Navy, and Marines Corps recruit training facilities as 
the primaxy means of preventing the transmission of adenovirus Types 4 and 7. The Board is 
also aware that vaccine production was discontinued in 1996, and the DoD subsequently took 
action to extend the use of remaining vaccines and to find another manufacturer for adenovirus 
vaccines. It is estimated, however, that it may be several years before the adenovirus vaccines 
will be available. 

Despite these complexities, the Department must continue in its disease control efforts 
against adenovirus and other acute respiratory diseases. Therefore, I request the assistance of the 
AFEB in conducting a thorough review of known and suggested non-vaccine methods to 
minimize and control the transmission of adenoviral and other acute respiratory disease-causing 
agents in the recruit training setting. This review should address all possible alternative 
countermeasures, including administrative, personal hygiene, environmental, and engineering 
methods. This review should conclude with a report on recommendations from the Board on 
potentially effective non-vaccine methods that may be considered for testing, targeted uses (e.g., 
seasonally, during outbreaks). or general implementation at recruit tr:aming facilities to 
minimize/prevent the transmission of adenovirus infections. 

I request that you address this issue at your next AFEB meeting in September 2001, and 
provide the results of your review within 75 days of this meeting. 

J.J~~ 
Acting Assistant Secretary 
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We are beginning to prepare Dr. Winkenwerder for Congressional Oversight 
hearings in the near future. In order to facilitate this preparation, we are 
requesting that you provide information papers on the below subjects. A 
sample format is attached; the 11key messages 11 should be a description of the 
message that Dr. Winkenwerder should be prepared to communicate to Congress; 
please keep any background or factual information in the "facts" section of 
the paper. 

Please submit papers to me (please copy l(b)(6) I no later than 1200, 
Wednesday, February 19th. · · 

Papers that were previously submitted for secretary Rumsfeld or Dr. Chu•s 
hearing preparation are highlighted in yellow and are attached. Please 
resubmit these in the requested format and include any additional or updated 
information as appropriate. 

Please call or email me with any questions or concerns. 

Thank you. 

l<h'X~) I l(b)(6) 
Force Health Protection (DBS)- '--.....----------J 
Anthrax m - j(b)(6) [ , 
Adenovirus llhlL] ~ • 1

1 
b 1 

~~~1~;!: J (b)(6) , • - c ~-r _)(_6_) ___ ___. 

~~ w~~H Illness (ALS study) (DHS} -l'-'-(b-")-=-(6+)--::---:---' 
Pre and Post Deployment Health Asse~' RS)-
Environmental Suxveill.an (b)(6) (b)(6) o..--,.------' 
Depleted Uranium (DHS) • ~~:-'----.., 
Pyridostigmine Bromide ~~~~ 
Iowa Army Ammunition Plant (b)(6) (DHS???)_1 (b)(6) 

<<Sample.doc>> <<SecDef Smallpox.doc>> <<Force Health Protection.doc>> 
<<PB.doc>> <<Projectll2 SHAD _Info Paper.doc>> <<Anthrax.doC>> 

l<b)(6) I 
·-·office of the Assistant Secretary of Defense (Health Affairs} 
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DOD ADENOVIRUS VACCINE STATUS 

KEY MESSAGE: . 

Adenovirus is a military significant respiratory disease that particularly infects 
military trainees in recruit training camps resulting in respiratory infection, 
increased burden to the health care system, and lost training time. The military 
Services required recruits to be vaccinated with adenovirus vaccine Type 4 and 7 
between 1980 until1999 when vaccine supplies were depleted. The company 
which made the adenovirus vaccine went out ofbusiness in 1996. DoD has 
contracted with another company to re-manufacture adenovirus vaccine. 

FACTS: 

• Adenovirus vaccines Type 4 and 7 (both oral) were licensed in 1980. 

• Army, Navy, and Marine recruits were routinely vaccinated on entry to recruit 
training camp from 1980 until vaccine supplies were depleted in 1999. 

• The manufacturer (Wyeth) ceased producing adenovirus vaccines in 19XX, 
and the last shipment of vaccine to DoD was in 1996. 

• In September 2001, the US Army Medical Research and Materiel Command, 
awarded a contract to Barr Laboratories, Inc for the remanufacture of the 
adenovirus types 4 and 7 vaccines. 

• In May 2002, Barr completed an agreement with Wyeth to transfer the 
manufacturing technology, adenovirus· master seeds, and human cell cultures to 
grow the viruses. 

• Barr has broken ground at their Forest, VA facility. Construction of the· 
manufacturing facility will be completed in June 2003, and all equipm~nt will 
be installed by August 2003. 

• Barr estimates that S years is needed to accomplish development, clinical trials, 
FDA approval, and establish production capabilities. Upon review of the 
timelines, no significant cost-effective acceleration of the program could be 
identified. 

Prepared by: CO~&RJ.__~_)(6_) __ --'tfnput from 
USAMRMC/February 13, 2003 
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DOD ADENOVIRUS VACCINE STATUS 

KEY MESSAGE: 

• Adenovirus is a militarily significant respiratory disease that particularly infects 
military trainees in recruit training camps resulting in respiratory infection, increased 
burden to the health care system, and lost training time. The company that made the 
adenovirus vaccine went out of business in 1996. DoD has contracted with another 
company to re-manufacture adenovirus vaccine. 

FACTS: 

• Adenovirus vaccines type 4 and type 7 (both oral) were licensed in 1980. 

• Army, Navy, and Marine recruits were routinely vaccinated on entry to recruit 
training camp from 1980 until vaccine supplies_were depleted in 1999. 

• The manufacturer (Wyeth) ceased producing adenovirus vaccines in 19XX, and the 
last shipment of vaccine to DoD was in 1996. 

• In September 2001, the U.S. Anny Medical Research and Materiel Command, 
awarded a contract to Barr Laboratories, Inc., for the remanufacture of adenovirus 
type 4 and type 7 vaccines. 

• In May 2002, Barr completed an agreement with Wyeth to transfer the manufacturing 
technology, adenovirus master seeds, and human cell cultures to grow the viruses. 

• Barr has broken ground at their Forest, VA facility. Construction of the 
manufacturing facility will be completed in June 2003 and all equipment will be · 
installed by August 2003. 

• Barr estimates that five years will be needed to accomplish development, clinical 
trials, FDA approval, and establish production capabilities. Upon review of the 
timelines, no significant cost-effective acceleration of the program could be 
identified. 

Input from USAMRMC 
March 19, 2003 
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HEALTH AFFAIRS 

OFFICE OF THE ASSISTANT SECRETARY OF DEFENSE 

WASHINGTON, DC 2.0301·1200 

ACTION MEMO. 

January 9, 2003 2:00PM 

FOR: ASSJ STANT SECRETARY OF DEFENSE (HEALTH AFFAIRS) 

71 

FROM: Ms. Ellen P. Embrey, DASD (Force Health Protection and Readiness)~ ~ 
SUBJECT: Designation of Protocols as '"Contingency Investigational New Drug (JND) 

Protocols for Force Health Protection" 

• Attached at TAB A is a draft policy memorandum that designates six 
Investigational New Drug (IND) protocols as "Contingency IND Protocols for 
Force Health Protection." 

• With the designation of "Contingency IND Protocol for Force Health 
Protection," the protocols Jisted in this memorandum wiJ] be subject to DoD 
Directive 6200.2 (Use of JNDs for Force Health Protection), which requires 
approval by the Anny Surgeon General's Institutional Review .Board (JRB). 

• For coherence, consistency, and efficient implementation, the Anny's lRB, 
known as the Human Subjects Research Review Board (HSRRB), is 
designated in DoD 6200.2 (TAB B) as the centraJJy approving IRB that wil1 be 
the approving authority for a1J of the Services Contingency IND Protocols. 

• Local Anny, Navy, Air Force and Marine Clinical Investigation Program (CIP) 
IRBs may individua))y review the Contingency IND Protocols for Force Health 
Protection, but wil1 not be able to modify them. 

RECOMMENDATION: That the ASD (HA) sign memo at TAB A. 

COORD INA TJON: TAB C 

Attachments: 
As stated 

Prepared by: CDRjL-(b_)(_6) __ ____,1 DHSD, L-l<b_)<6_> __ __.IPcoOCS# 44755, 44756 
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SUBJECT: Designation of Protocols as "Contingency Investigational New Drug (IND) 
Protocols for Force Health Protection" 

USAMRMC 

Deputy Director~ DHSD 

CoS (HA) 

PDASD(HA) 

COORDINATIONS 

LTC (P (b)(6) 

l(b)(6) 

l<b)(6) 

l(b)(6) 

l(b)(6) 

Concur 01/09/03 

Con~9/03 




