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Hiv/ AIDS Education Services
“Educating Today For A Healthy Tomorrow”

January 4, 1999

Todd Summers,

Deputy Director

White House Office of National AIDS Policy
736 Jackson Place, NW

Washington, D.C. 20503

Dear Mr. Summers:
I am writing in regard to the National Black Caucus event that took place at the White
House on October 28, 1998. Having had the honor of being a part of the President’s

important announcement, I would like to request a video tape of the entire event.

It was both a rare and a wonderful opportunity that I would like to have a momento of. I
will use the tape for my personal memoirs to commemorate my involvement.

If you need any further information from me regarding my request, please contact me.

Thank you for your kind attention to this matter.
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HIV/AIDS IN AFRICA

In sub-Saharan Africa, 7.4% of all those 15-49 years of age are
infected with HIV. This contrasts with 0.5% of adults infected in
+he United States. Two of every three persons with HIV in the
world live in sub-Saharan Africa. Heterosexual transmission
accounts for most infections, 50% of which are in women; also
over 400,000 infants were infected in 1997 alone.

Early government commitment and intervention can slow the spread
of AIDS decisively. While incidence is still high, recent trend
data in Uganda show that government efforts can be extremely
effective. In 1997, 5-9% of Ugandan adults was infected, compaxed
to 7-12% in 1996. This decrease is most pronounced among the
Ugandan youth, concurring with studies which have shown that they
are adopting safer sexual behavior (including later sexual
initiation, fewer partners and increased condom use).

Nearly all (over 97%) of infected Africans do not know they are
jnfected, mainly because they lack awareness of or. access to
confidential HIV testing. Young people are at high risk; girls
and women more than men due to increased biologic and
socioceconomic vulnerability. HIV/AIDS threatens gains made in
social and economic development, as well as in life expectancy.
Childhood mortality has doubled in Africa. By the year 2010, AIDS
will have made orphans of over 40 million children.

The potential political and economic destabilizing effects of
HIV/AIDS are profound. Only a small number of individuals with
HIV related disease can affoxd life-saving new drug regimens and
moat will die within 5-7 years after becoming infected. Mainly
due to the HIV epidemic, African tuberculosis rates have
quadrupled -- and the worst in Africa is yet to come.

The USG spends some S60 million annually on HIV/AIDS in Africa

{(plus CDC medical research). We have focused on prevention of
heterosexual transmission of HIV in approximately 30 countries,
via programs that: Change risky behavior through education,

motivation and ipnovation; promote condom use; reduce sexually
transmitted infections that increase one's risk for HIV; improve
the policy enviromment to reduce the transmission of HIV;
conduct research to improve program cost-effectiveness; and
increase commitment through advocacy and awareness of
individuals’ status (voluntary counseling and testing programs) .
USAID works with key partners, such as multilateral agencies
(e.g., UNAIDS), the international and domestic public sector
(e.g., Ministries of Health abroad and CDC here), other donors,
and the private sector (e.g., local industries, international
voluntary organizations).
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OFFICE OF NATIONAL AIDS POLICY

EXECUTIVE OFFICE OF THE PRESIDENT
THE WHITE HOUSE

FACSIMILE TRANSMITTAL SHEET
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Thanks, Paul. I'll call State and tell them that I've asked to put you in the loop.

Todd

736 Jackson Place
Washington, DC 20503
(202) 456-2437
(202) 456-2438 (fax)
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January 13, 1999 Bethesda, Maryland 20892

Todd Summers

Office of National AIDS Policy
736 Jackson Place, NW
Washington, DC 20503

Dear Mr. Summers:

On behalf of the Joint Satellite Broadcast Workgroup, it is my pleasure to invite you to participate as a
member of the studio audience during the satellite broadcast on Adherence to HIV Therapies: HIV
Treatment and Prevention Issues. This is the third in a series of broadcasts on HIV/AIDS-related topics
sponsored by the Department of Health and Human Services.

The 2-hour live broadcast airs on Wednesday, February 24, 1999, from 1:00 to 3:00 p.m. Eastern time.
The show is hosted by series moderator, Cindy DiBiasi, and features presentations by Dr. Frederick L.
Altice, Yale University AIDS Program; A. Cornelius Baker, National Association of People with AIDS;
Dr. John G. Bartlett, Johns Hopkins University, School of Medicine; Drs. Margaret Chesney and Thomas
J. Coates, UCSF AIDS Research Institute and Center for AIDS Prevention Studies.

The program will consist of approximately 1 hour of presentations followed by 1 hour of questions and
answers, with the questions solicited from the studio and viewing audiences. The studio audience will be
comprised of 50 invited Federal and non-Federal guests. The Workgroup is unable to support any travel
expenses for this broadcast.

The studio audience is asked to arrive at the FDA broadcast facility in Gaithersburg, Maryland, at least 30
minutes before the broadcast begins and to remain during the entire broadcast. Directions to this facility
are enclosed.

Your participation in this exciting event would be greatly appreciated. Please confirm your attendance on
the enclosed registration form by February 5, 1999 and fax it to Rose Salton at (301) 468-2245, or confirm
by E-mail to rsalton@tech-res.com. If you have any questions, please call me at (301) 443-6364 or send
me an E-mail at jkoziol@hrsa.dhhs.gov.

Sincerely,
Juanita Koziol, M.S., C.S., R.N.

Chair, Joint Satellite Broadcast Workgroup

Enclosures: Map to FDA Broadcast Studio
Registration Form



CDRH Tech Center

16071 Industrial Drive. Gaithersburg, MD 20877
(301) 827-3555

From the North via I-270: Take I-270 south to Shady Grove Rd. (Exit 8). Turn left (east) at top of
ramp onto Shady Grove Road. At third traffic light, turn left onto Gaither Road. Go approximately
0.3 mile to Industrial Drive and turn right. Follow Industrial Drive for approximately 0.5 mile (dead-
ends at large white building.) Bear to the left side of the building and drive to the last set of double
doors on the right. Enter double doors and check in at guard’s desk.

From the South via I-270: Take 1-270 north to Shady Grove Road (Exit 8). At end of ramp

turn right (east) onto Shady Grove Road. At second light turn left onto Gaither Road. Go
approximately 0.3 mile to Industrial Drive and turn right. Follow Industrial Drive for approximately
0.5 mile (dead-ends at large white building.) Bear to the left side of the building and drive to the last
set of double doors on the right. Enter double doors and check in at guard’s desk.

From Rockville via Route 355;: Turm left (west) onto Shady Grove Road. At third light turn right
onto Gaither Road. Go approximately 0.3 mile to Industrial Drive and tm right. Follow Industrial
Drive for approximately 0.5 mile (dead-ends at large white building.) Bear to the left side of the

building and drive to the last set of double doors on the right. Enter double doors and check in at
guard’s desk.

From Metro: Take the Red Line to the Shady Grove station (last stop on the Red Line). Metro

station is approximately 4 miles from Tech Center. Take a taxi to the building (no bus service is
available.) :



Satellite Broadcast
Adherence to HIV Therapies: HIV Treatment and Prevention Issues
Wednesday, February 24, 1999
1:00 - 3:00 p.m. EST

Registration Form

Please type or print clearly.

§

Name: Degree:

Title:

Department: Division:

Affiliation:

Mailing Address:

City/State/Zip:
Daytime Phone: ( ) Ext.: FAX Number: ( )

E-mail:
Yes, | will attend the Adherence to HIV Therapies: HIV Treatment and Prevention Issues broadcast

No, I will be unable to attend the broadcast

 EEEEEEE——,——
Please register early as space is limited!
Please return this form by Friday, February 5, 1999, to:

Rose Saiton, Conference Coordinator
Technical Resources International, Inc.
3202 Tower Oaks Boulevard
Rockville, MD 20852
Telephone: (301) 770-0610
FAX: (301) 468-2245
E-Mail: rsalton@tech-res.com
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U.S. STRATEGIES CORP.

1055 N. Fairfax Street, Suite 201, Alexandria, VA 22314  Phone: (703) 739-7999  Fax: (703) 739-7995

FAX COVER LETTER

December 30, 1998

TO: Tom Sheridan / Grayson Fowler (202-483-1964)

FROM: Gary Capistrant

MESSAGE: Raab memo (you may already have) and Coleman
response/rebuttal

Number of pages, includihg this cover letter: 12

Please contact me immediately if you do not receive ali pages transmitted (703-

299-5562). Thank you.
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SUBJECT: Skilled Nursing FPacilicy
Progpective Paymant Syscan

{ bave prapared this mesmsrandum for your de= in reegponding to
inquiries you have resgived about a proposal to wlter the paymenc
mathodeolegy wnder the prospectiva paymant system {zpg) fer
Madicare skilled nursing facilities (sHF=). To tke Balanced
Budget Act of 1337 (BEA], Congzesd ecacted s EWP EBS and
sruseribed & methadelogy foyr caleulating payment amounts for SKF
services. UndaY the :nheory chac a geparate paymenc for nen-
therapy ancillary SNF saxvicae is an sadjusement® of the rate for
cion mix, ROFA has nOw beal agked ro reimburse nori-tharapy
anoillaries on » cost badis Eor an unspecified pericd of timsd
snril sercain case mix data are deveLapued.

wa have revicwed tha raslevast law and otuer marerials. We have
met with preponsues of reivbursing wan-shaxapy ancillaries ¢n =
coat basis e urderstand the rationale mupporting their posicicn.
Based or our review, we canclude thae geither the atatute nor its
lagiglacive higteTy gupports the proposed treatment ¢f non-
sharapy ansilisry geTviue oopte.

Seation 18BE(e) of the Socilal Jecuvity Ase, Az afded by otestion
2437 of the BEA, specifically prescribes a merhedelogy for
detepAining payments under SKF PPS. The atatute getas forth a
methodology for calculating fasility-specifie races (whieh
yaflect & facility's owh COBL8 <3 a 1835 bage vely) and Ehe
redorai Tate (which reflects averajé anste) , During a tyamsition
poricd, cha rammurnt af tha payment LoF a1l cestg . . . of covared
exilled nursing facility sarvicas" iz "equal ton tke sum of two
figures: (1) & gpecified percen ¢ of the applicable faeilicy:
spacific rate, aad {2) a :ggiiii Agercentage of the applicab{e
Pedersl rvate. (Emphasis d.} cey the transition pevidd,

N et T % rhe mavment for all soets? is "equal to ths
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MEMORANDUM

™ : The Secrstazy

RO : parriet . MBW'J@

SUBJECY: Skilled Xurasing Pasilivy
Progpective PIyman: Syscan

I bave prapared this mesaranduym for your use in respanding to
iagquiries yvou Rave racsived about a proposal to alter the paymepc
methodolegy Whider the progpective paymene systee (2PS) for
Msdicare skilled nuraing facilities (SNPs). In tke Balanced
Budget Act of 1957 (BBA), Congress eracted = EXP EPS and
pruseribed &8 methadel for caleulating payment amounts for SKF
cervicea. UndayY CRe tReory chat a separate paymesit far non-
therapy ancillary SKP saxvices 1s an "adjud®ient® of rhe rate fer
caps mix, HCOPA bas now bear agked ro reimburse non-tharapy
ancillaries on = cost basis far an unapecified period of tims
until cercaln cage mix data Are develgped.

Wa have revicwed tha relevandt law and otler marer_als. We havc
met with proeponsnee of reiwmbursing wew-sherapy ancillaries om &
coat basis Lo understand the rationole supporting their posivcvion.
Based or our review, we cancluda thar meither the atatute neor its
legiglative histeTy SUphOrts the proposed trearmenr ¢f non-
therapy ancillary service ocosts.

Saction 1883 (e) of the Soclal Secwerity AdE, as adided by ck&tion
4432 of the BEA, specifically prescribas A methodelogy for
detepasining payments under SKF PPS. The statute sets forth a
rethodology For calénlating fasclility-apecifie rares (whieh
raflect & facility's owh 2088 (B 4 1995 D&3¢ YeE3y) srd ehe
Faderal rate {(which reflects averays &dste). During a trarsition
paricd, wha *amount of tha payment IoT 21} cestg . . . Oof cover=d
gxillied nursing facility ssrvicas" is "equal tor the sum of two
figures: {l) & spacified parcen c of the applicable facilicy-
spacific »ate, and (2) a 2ifd Ager:antage of the applicab{e
Pederal vate. (Emphasis d.} ceéy the translition parisng,
the Yamcunt of the paywmert for all coets? is "equal to" the
applicable ¥ederal rats.
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A3 noted above, undar the ptatute, the SNF preapective payment is
for “all costs.” The statute specifically dafinss the term =all
cost3” to intluds ancillzxy costs, bud ast to include certain
other costs. If HCFA were o remove non-therapy aneillary custs
fyom eha PPS payment, othay costs, or even *all coers, ¥ arguably
could similarly be removed frcm the pay t calculatien. This
not anly would defest tha concept of * ing" imherent in the
ENF PPS, but alao, takes to its lasgical end, could mear that %5al}
costs” would be reimburseld cutside the FPS rate -- a result
directly contrary to the statutory rsquivemant €or a new SNF
Isinbursement syatam. Pregpective payments rve SHFe are "glohal®
paymanta thav ofopmpesse a fhundle® of garviesg. In che RRA
Conference asport, '[t)lhe Conferees nore rhar unday ths prapcmad
&HF progpective paymant aydtalk, derwicss und supplisn providad to
residencg will be included in - g z

zazeg.* H.R. Comf. Rep. WNo. 10B5-.237, at 7BE (1997) (amphmaig
added). Thua, CongTeds explicitly intended tnat non-therapy
areillayy services, which ara included in the ghatutory
definition of coverad SNF seyvicea, e reimbursed yndsr a3
prespactive daily ratm. The pzopencl to ocimbures unen-thavapy
ancillaries yevrogpectively on a esst bazis runs diveatly counter
ts thls framowork.

ceértain LnAusStIy repraseantativas have argued thar rhe Secretary
io authorizad to adjust the PPS raté £4r case mix and thit §
pase-through of nonetherapy aocillary service costs could be
chazacterized as such an “sdjustment” cof the PPS rata. Wa find
thig argiment without merit. KCFA hias izeluded a cass mix
adjuatment through the uge of rasevree urilization growps (RUS#).
The proponents of the ~adjustment® theory acknowledge thar uss of
RUGs is the primary type of adjustmeat contamplated hy Congrags.
but argue that, since Congyress did nar spacificslly prohib§:
cther types of adjuauments, RCFA cauld deem the o8t page-thyouch
to ba marsly another "adjustment” for ¢ase mix. In dansrihiag
the adjuscmant authority granted to the Secretary. Cengzcss
explained that *{tlxe actual per diem raze paid to a SNF would
irelude adjustments far cats miv based an 2 rasidaent
classificatian system éstablighad by the Sacrefary to account for
ralative resource utilizaticn of Jifferent pacisnt Typesr." Idu
at 758, Congress clearly contemplated rchat, svan afrer
appropriate adjusrmant, tha rasulring rate would be a "per diem”
rate. Paying cogts on a page-through baais would require morze
than a msre modificavion or adjustaent of the elements of the
Congzesuiotally-mandated per diem rate. The resulting product
would differ fundazmotally from what Congress mandarted and could
not proparly be chavracteriZed as a "per diem” rate. Therefore,
raying neoan-therapy ancillary costs on & pade-throeugh basis 1s not
within the authority granced to the Secretary te make adjustments
for case wix.
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¥a turtpzer considered whather HCFA poEmegses any general
auchority to adjust either ths gtatutorily-mandated zates or
resultant payment amounts for acm-therdpy aneillaxies. We Iind
no such anrharity.

wa algo note that in ordar to ensure budger nautrality, an
increase iR aggregate payments resulting from 2 page-through of
Don-therapy ancillary casta would requive = raduction in the
unadjusted Vedaral pey diam rates for subsequent fiscal years.
This means that paymsnt for coats other than non-therapy
ancillaries, e.4§., pursing services, would have te be lowsred
undar tha pacs-through approack. Thic could hava a significant
advarse impact on facilitlies chat davote mogt of thelr resources
co furaisbhing nuxeing eoxrviscs and tha lika. In @agenca. to bs
o) t neutral, paying more for nonstherapy ancillaries Tequiies
paying leess for other &NF paxvisen.

Pipally, we nete that tha statutory echeérs seeid @ incorpeorate a
method for addressing the coacerms ralsad hy che industry. As
ipdicated above, for the fivse severil years of 35 PP8, paymanis
to individual SNFs are based, in pazt, ob & facility-spscific
racte, wWhich raflects thes 3AF's CODLD in’u 1;;5 lﬂﬂ; yaa&—? e

=ludi any excepricna oY exemptions). us, 3 = wig
ét;n noifﬁnargpy anzillary COBRLS gndcr sw? pPPS mlec Lad high
cogts in itE bass year, the facllity-specific rate would raflace
the BNF's high costs. In providiag for a trangitian from a
facility-spacific to a Federal rate, Congreas demonstrated both
it avarspess ci cost differences among e and its preferred
mathod for compensdting for those differences. RCFA hag nc
authority to addreas this lssus in ancther way.

TOTAL P.&a
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Fox, BENNETT & TURNER
750 \7TH STREET, N. w.
SUITE 1i00O
WASHINGTON, D. &, 20008

TELEPHONE: £Q2-778-2300

TERRY S. COLEMAN TELECQOPILR BOR-778-2330

MEMORANDUM
.DATE; Deccember 29, 1998
RE: _ Analysis of Gerieral Counsel’s Opinion on HCFA's Authority Under the

Skilled Nursing Facility Prospective Payment System.

My memorandum dated September 28, 1998, concluded that the Health Care

_ Financing Administration (HCFA) has the legal authority to reimburse non-therapy ancillaries on
a cost basijs under the skilled nursing facility (SNF) prospective payment system (PPS). The
General Counsel of the Department of Health and Human Services has recently written a
memorandum to the Secretary concluding that HCFA lacks such autbority. Thz points relied on
in the Genera! Counsci’s memorandum, bowever, appear to reflect a misunderstanding of the
proposal that had been advanced or can be dealt with by a modification of the proposal’s details.
Accordingly, the General Counsel's memorandum does not raise any legal tarriers to paying for
non-therapy ancillaries on a cost-reimbursement basis for a limited period of time while more
accurate data are being collected.

Coansistency with Statutory Definition of “ All Costs”
The initjial point made in the Geperal Counse’s memorandum is that, under the

statute, the SINF prospective payment system is for “ail costs,” which is a termn defined in the
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Fox, BENNETT & TURNER
-2,
statute as including ancillary costs. The memorandum argues that if HCFA were to “remeve
non-therapy ancillary costs from the PPS payment,” then logically all other cogts defined as
being pert of “all costs” could be similarly removed. If that were dong, the result would be no
change to the SNF reimbursement system in the face of a congressional intept to change the
payment method.

There is a twofold response to this argument, First, under my previous analysis,
non-therapy ancillary costs would not be removed from the definition of “all costs” that are
subject to the SNF PPS payment. Rather, non-therapy ancillary costs wolld remain within the
definition of “all costs™ but would be subject - within the SNF PPS system -- 10 a case-mix
adjustment under section 1888(c)(4)(F) of the Social Security Act in the form of a time-limited
cast pass-through. Thus, there is ne conflict between the propesed payment mathed and the
statutory definition of “all costs

Second, my analysis does not Jead to the possibility tha! the SNF progpective
payment systen could b= eviscerated by paying for ail cosls on a pass-through basis. Since the
statutory authortity at issue is availablz only for case-mix adjustments, and HCT A has already
determined that significant parsts of the payment should fiot be subject wo a case-mix adjustment,
there would be no basis to pay for those portions on & ¢ost pass-through hasis.! In addition,
because ti:e RUG system is the basic statutory means for case-mix adivstment, it wottld be

appropriate for HCFA ta substitute a diffetent method only if the RUG system is inadequatce.

| For urban SNF's, the interim rules establish payment ratzs of $55.88 for the non-case-
mix adjusted portien and $10.91 for (he therapy non-case-mix adjusted portion. (The rural
amounts are $56.95 and $11.66, respectively.) For many of the RUG categories, this non-case-
roix adjusted portion is mare than half the total amount, and for others it is a substantial fraction.
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While the existing RUG system js inadequate to account for case-related differences in non-
therapy ancillary costs, there is no evidence that it is inadequate for other costs and hence no
basis to depart from its use. In shott, my analysis does not lead logically to ap jndefensible
result, as suggested by the General Counsel's memorandum.

Conzsistency with Statutory Requirement for 2 “Per Diem Rate”

Ths nent point in the General Counsel’s rnemorandum is that a case-mix
adjustment in the form of a cost pass-through would be inconsistent with the statutory
requirement that payments take the form of & “per diem rate.” As ) previously argued, the term
“per diem raie” is not defined in the statute, and it would therefore seem that HCF A has the
authority to interpret the term as encompassing rates that include a cost pass-through elcment. n
any event, it would be possible to modify the previous praposzl semewhat and design an
adjustment that wouid adequately take case mix Into account in paying for non-therapy
ancillaries and also take the form of a per diem rate. A revised proposal that meets these criteria
is attachied to this memcrandum.

Under such an approach, benchmark per diem rates for non-therapy arcillanes
would be estabiished. The notice publishad in the Federal Register on November 27. 1998,
stated that, for the urban rates, 43.4 pescent of the nursing component is associatec with non-
therapy ancillary costs (42.7 percent in the case of the rural rates). Renchmark per dje.m rares ¢an
be calcu)ated based on these percentages. For cash flow purposes (and because the rates in the
PPS paymens software cannot be changed in the short term), the rates publisbed in the Federal
Register on May 12, 1998. would be used for the initial payments for non-therapy ancillary

cervices. Then, at the rime of the tentative final settierient ot each SNF's cost report, the
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facility’s acrual per diem costs for non-therapy ancillaries would be compared to the benchmark
per diems, and the difference would be paid or recouped as appropriate in the form of an adjusted
per diem rate. In other wards, each SNF would receive a per diern rate for non-therapy ancillary
services that was adjustad to reflect its actual per diem costs for such services. This approach,
which could be implemented by interim regulations, would establish cost-related payments Tor
non-therapy ancillaries that are literally and undeniably per diem rates?

Such an approach might be questioned on the ground tha:. while it would indeed
result in per diem rates for non-therapy ancillaries, they would not be prospectively established
per diem rates. There is, however, no explicit statutory requireinent that the per diem rates be
pre-determined in theur eatirety. The General Counsel’s memorandum to the Secrr:tary quotcs
language from the corgressional conference report in which the system is characterized as
involving “pre-determined per diem payment rates.”® Committee repert language is, of course,
net lzgally governing. Moreover, the particular languag2 quoted is a poor guide to congressional
intent on the issue at hand because it appeared in the context of discussing the need for certain
case-mix adjustments, not in the context of describing the nature of the per diem rates. A
cormmittee report’s off-hand description of a statute should not b interpreted as prohibiting a
system that would conform to the actual statutory Janguage and would include an element that

would carry out Congress’s intent that there be adequate case-mix adjustment. Since the statute

* As noted in my previous memorandum, it is appropriate for the changes to be retroactive
to July 1, 1998, because there was no opportunity for public comment prior to issuance of the
tnterim tules, as required by the Administrative Procedure Act and the Medjcare statute.

3H.R. Corf. Rep. No. 217, 105th Cong., Ist Sess. at 758 (1997).
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does not specify that the per diem rates must be prospectively determined, HCFA has the
authority to adjust & portion of the per diem rates based on per diem costs actually incurred.
Budget Neutrabity

The General Counsel’s memorandum also suggested that, to ensure budget
neutrality, an increase in aggregate payments resulting from a pass-through of pon-therapy
ancillary costs would require a reduction in the unadjusted Federal per diem rates for subsequent
fiscal years, thus reducing funds available for ather types of SNI costs. This is, however, not a
legal obstacle.

The General Counsel’s memorandum appears to assume that the only roethod for
assuring budget neutrality is the mechanism in section 1886(e)(4)(F) of the Medijcare statute by
which Federal per diem rates can be adjusted for a future year if the case mix adjuster used ina
previous year resulted in aggregate payments that did not reflect actual changes jn case mix.
There are two other mechanisms that can also be used, however, which do not raise the issue
addressed by the General Counsel.

First, section 1886(c)(4)(F) permits a same-year adjustment of the rates in
anticipation of aggregate budget effects resulting from a case-mix adjuster®, in addition to

changes bascd on previous years' pagments. Thus, JICFA can adjust the Federal per diem rates

4 The provision states that if HCFA “estimates that such adjustmenis for a futurc year . ..
are likely to” result in excessive aggregate expenditures, it can adjust the payments for
subsequent years. Thus, HCFA can adjust the rates for ap upcoming year based on projections
for that year. In the case of FY 1999, the adjustments can be made tetroactive to July 1, since
interim regulations were issued to implement the rates.
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for FY 1999 to address any budget neutrality issuc arising from the use of a cost-related case-mix
-adjuster in that same fiscal year.

Second, nothing in the statute precludes limitations within the design of the case-
mix adjuster to assure budget neutrality. Thus, under the attached proposal overpayments would
be recouped from SNFs with low non-therapy ancillary service costs to offset the additional
payments made to SNFs with high non-therapy ancillary service costs. This action by itself
would tend to bring about budget neutrality, Moreaver, the proposal contains avthesity for
HCFA to further adjust the payments if necessary to maintain budget neutrality. This was the
approach taken in propesed legislation in 1998, which was scored by the Office of Management
and Budget as budget neutral and by the Congressional Budget Office with an asterisk indicating
an insignificant budgetary effect.

In short, budget neutrality js not a legal issue. The rules for the case-mix
adjustment can be designed to assure budget neutrality to whatever degree of confidence, and
with respect to whatever categories of costs, that HCFA deems necessary. Moreover, it should
be noted that budget neuwrality is a relativcly.minor issue, since, under the proposal, the cost-
based adjustmerit for non-therapy ancillary services would be in effect Zor only one year while

better data are being collccted.
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Conclusiop
In summary, the issues cited in the General Counsel’s memorandum can be
successfully dealt with and do not pose legal barriers to a time-limited case-mix adiustment for
non-therapy ancillaries that is based on actual costs incurred.

Clea

Terry Coleman
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HCFA would provide by interim final regulation for a per diem payment amount
for non-therapy ancillary scrvice costs that is fully adjusted to reflect the actual costs ipcurred by
cach skilled puxsing facility (SNF) for such costs,

The initial paynient 1o each SNF would be based on the payment rates published
in the Federal Register of May 12, 1998. At the time of the tentative final settlement for each
SNF's cost report, the payment would be adjusted as follows:

- A semi-adjusted payment amount for nou-therapy ancillaries for each
patient day would be calculated based on 43.4 percept of the nursing
component for each resource utilization group (RUG) for urban SNFs and
43,7 percent of such component for rural SNFs.

. HCFA will increasc the amount payable to a SNF by the amount by which
the facility's reasonable per diem costs for non-therapy ancillary servieas
exceeded the semi-adjusted payment amownt for such services. HCFA
skall decrease the amount payable to a SNF by the amount by whick: the
facility’s reasonable per diem costs for non-therapy anciliary services were
less than the semi-adjusted payment for such services

Such adjustment shall be implemented for a SNI's cost reporiing period
beginning between Jwly 1, 1998, and June 30, 1999.

If these adjustments would result in aggregate federal enpendstures for a fiscal
year that exceed the expenditures that would bave been mwade in the abser:. s of that requirement,
HCFA shall reduce the amount of any additional amounis payable under “he adjustment process
described above as pecessary to assure that the reguirement does rot inc 1.2 Aggregale federal
expenditres in any fiscal year.
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FAX MESSAGE

U.S. Agency for International Development
HIV-AIDS Division, Office of Health and Nutrition
Global Bureau

Mailing address:  G/PHN/HN/HIV-AIDS

‘IHEHI' 3.07--075M, 3rd Fir, RRB
Washington, DC 20523-3700
U.S.A
To: Ms. Sandy Thurman, ONAP-456 From: Paul R. DelLay, M.D_,
2438 ¥ D.T.M.&H. (Lond)
Dr. Ken Berpard, NSC-456 9390 v Chief, HIV/AIDS Division

Dr. Neil Nathanson, NIH-301 496 2119 v
Dr_Helene Gayle, CDC-404 639 8600 v| Phone: 202 712 0683
Dr. Greg Pappas, DHHS-301 4434549 v FAX: 202 216 3046

Carter Foster, DOS-736
7336 ' Pages: 3

b

Date: December 24, 1998

cC:

" Subject: COORDINATION OF FEDERAL AGENCY RESPONSE TO GLOBAL HIV/AIDS.

USAID’s Congressional Reporting Requirements this year included a request to “report
on the status of efforts to coordinate federal global HIV/AIDS activities, particularly
research undertaken with the Centers for Disease Control and the NIH.” 1 have spoken
to a number of you about our proposed response which | have provided below. Could
you please review this draft text and provide any comments back to me. | hope that
this proposed plan would be acceptable to all of the federal agencies involved and
would, indeed, provide better fora to exchange information and look for opportunities to
.collaborate. :

The draft response is as follows:
USAID welcomes this request from Congress to propose a more effective
process to improve coordination and collaboration among the various federal

agencies who participate in the USG response to the global HIV/AIDS pandemic.
In particular, we have long recognized the need for greater communication and

[FAX page: 1]
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linkages between those who are engaged in research and the development of
new technologies (e.g. NIH, CDC, FDA, etc.) and those agencies who are involved
in providing direct assistance to countries for services to prevent and mitigate
the impact of the epidemic (USAID)

In discussions with other Federal Agencies, our combined past experience has
led us to the conclusion that the most useful and efficient method to optimize
coordination is through the use of discrete thematic working groups, which focus
on specific areas of HIV/AIDS research and service delivery. We feel that the
Interagency Task Force for the Development of a Vaginal Microbicide could serve
as a model for the functioning of these Thematic Working Groups. We have been
in communication with the White House Office of National AIDS Policy and they
are prepared to convene a meeting in early 1999 of all relevant federal agencies
to review this proposal and seek participation of the appropriate staff and
agencies. This meeting would be held with facilitation from the Health Attache of
the National Security Council and would be charged with identifying the most
critical areas for collaboration

From our discussions thus far, there appear to be four areas where collaboration
is most urgently needed across multiple federal agencies. These are:

1. Research and delivery issues surrounding therapeutic interventions for
HIV infected persons, which are appropriate for low resource seftings.

2. Issues surrounding the development and field testing of therapeutic and
preventive HIV/AIDS vaccines.

3. Issues surrounding research and service delivery for reduction of
mother to child transmission of HIV.

4. Exploring methods to elevate and improve policy dialogue to achieve
increased host country government commitment for both research
agendas and expanded prevention and mitigation services.

‘This initial meeting, under the auspices of the White House Office of National
AIDS Policy, would serve to review these potential topics, discuss other possible
areas for focus, and would then seek to establish the most appropriate chair for
each of these thematic groups and the processes which will facilitate their '
operations. In addition to inviting all relevant federal agencies to this initial
meeting, other appropriate participants will be considered, such as
representatives from the President’s Advisory Commission on HIV/AIDS.

[FAX page: 2]



Again, please review this plan and provide any feedback to me by January 8th. We
feel that this proposal is flexible, open ended, and provides everyone with sufficient
participation in the initial "planning” meeting so that we will develop a process that
serves all of our needs and doesn'’t add any unnecessary burden to our current

workloads. Thanks!!!!

[FAX page: 3}



The Honorable Senator Jesse Helms
United States Senate

Chairman, Committee on Foreign Relations
Washington,DC 20510-6225

Dear Senator Helms:

Thank you for your letter in which you inquired about the
possibility of the U.S. Government providing funding to Nyumbani
Orphanage, a Catholic non-profit institution which works in
Nairobi. I am familiar with the good work Nyumbani has done over
the years in caring for AIDS orphans and in undertaking advocacy on
their behalf. Your concern about orphans in Africa is well placed
as there will be an estimated 40 million children in Africa who
will have lost one or both parents to HIV/AIDS by the year 2010.

I agree with you wholeheartedly that this crisis of children
orphaned by HIV/AIDS in Africa is of critical proportions and needs
immediate attention. We, toc, have observed that many babies, such
as the one you mentioned in your letter, test HIV-positive at birth
because they carry their HIV-positive wmothers' antibodies.
Happily, many revert to HIV-negative status at several months of
age when the mothers' antibodies wear off. Unfortunately, though,
many of their mothers and fathers will die before these children
are grown, thus increasing the burden on society and benevolent
organizations such as Nyumbani. However, since there is not enough
money in the entire USAID budget to provide institutional care for
the millions of HIV/AIDS orphans, we are working on other,
practical ways to help.

The best way to decrease the numbers of AIDS orphans is, of
course, to prevent their parents from contracting HIV. As you
know, USAID has undertaken targeted AIDS prevention and education
programs in Kenya and many other countries for the past several
years. We know that these prevention programs are beginning to
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have an impact. In Uganda, for example, data indicate that numbers
of people contracting the HIV virus are beginning to decline due,
in part, to prevention and counseling programs, many of which are
funded by USAID.

§ Other programs, include helping families care for members who
have HIV or AID-related diseases and assisting extended families
provide for orphaned children. We also hope to strengthen
community-based activities by providing support to a range of
respected orgarizations such as Nyumbani in undertaking networking,
advocacy and support to HIV/AIDS prevention and care activities.

I am also happy to report that on December 8, 1998, the
USAID/Kenya Mission Director invited to USAID the distinguished
Chairman of the Nyumbani Board of Directors, Kenya's former
ambassador to the U.S., the Honorable Denis Afande. They discussed
the possible collaboration between USAID and Nyumbani, particularly
in the context of the community-based care program which Nyumbani
has recently begun. They reviewed potential funding sources,
including the $10 million orphans' fund proposed by President
Clinton, some of which potentially could become available for use
in Kenya. They agreed that there is significant scope to work
together on activities of mutual interest such as support to help
keep orphaned children within the extended family or the community.

USAID/Kenya completed a new HIV/AIDS strategy in July 1998.
Father Angelo D'Agostino, the Founder and Medical Director of
Nyumbani, participated with over 200 other stakeholders in meetings
to discuss new directions for our HIV/AIDS program. As a result of
those discussions, a series of new initiatives are underway. These
include programs to work with families, communities and
institutions to address the needs, including the needs of orphans,
which were voiced during the strategy development process. Most of
these mew initiatives will be in place by April 1999. I hope and
_fully expect that Nyumbani will be a collaborating partner in
undertaking elements of these new initiatives which touch on
community-based care for orphans.

In response to the query in your letter, I can state
unequivocally that the children in Africa -- including orphans --
are an enormous priority for USAID. We will continue to make every
effort to assure their health and well being. We look forward to
continuing the dialogue with Nyumbani and the many other deserving
community groups and religious organizations in Kenya about how
USAID can best respond to their needs.



Thank you and best wishes for the holiday season.

Sincerely,

Brian Atwood

TOTAL P. @7
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January 25, 1999

Todd A. Summers
Deputy Director
White House Office of National AIDS Policy
736 Jackson Place, N.W.

Washington, D.C. 20503

Dear Mr. Summers:

On behailf of the International AIDS Vaccine Initiative, | write to express my deep
concern regarding recent cuts to the AIDS research program at the U.S.
Department of Defense and to urge that the administration increase DOD’s AIDS
research funding by $15 million.

IAV! is dedicated to the swiftest possible production of one or more safe,
effective, and accessible preventive HIV vaccines for use throughout the world.
In support of this objective, IAVI belioves that multiple approaches to vaccine
development must be pursued. Late last year, JAVI| awarded the two largest
AIDS research grants by a nonprofit organization in history, dedicating $9.1
million toward two separate international scientific collaborations to develop
vaccines made from African strains of the virus,

DOD’s AIDS research program plays a vital role in the search for a safe,
effective, and accessible preventive vaccine. More than 50% of DOD's AIDS
research budget is devoted to vaccine development. Over the years, DOD's
AIDS researchers have undertaken an impressive range of international
collaborations.

In years past, Congress routinely increased the amounts for AIDS research
proposed in the administration’s defense budget. In FY98, for example,
Congress increased the President’s AIDS research request for DOD by $15
mitlion.

Unfortunately, Congress inexplicably failed to make the usual increased in FY99,
As a result, DOD's spending on AIDS research has declined from $35 million to
$21 million.

This cut will seriously hamper the search for a preventive vaccine. This loss of
funding will force DOD to delay vaccine trials planned in Thailand and Uganda,
and it will make it less likely that the country will meet President Clinton’s goal of
developing a safe and effactive vaccine by the year 2007

a1

810 Seventh Avenue » New York, NY 10019-5818 « USA
phone 1-212-655-0201 o fax 1-212-843-0480 « hutp://www.iavi.org

02
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The global HIV pandemic is spiraling out of control, doubling in size every five
years. Each year, six million people, including 600,000 children, are infected with
the virus. Now is hardly the time to reduce the U.S. commitment to vaccine
research and development.

IAVI strongly urges that the Administration restore DOD’s AIDS research
pragram to its prior funding level.

ingerely,

AN

Seth Berkisy, M.D.
resident
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AIDS VACCINE ADVOCACY COALITION

January 27, 1999

Todd A. Summers

Deputy Director

Office of National AIDS Policy
736 Jackson Place, N-W.
Washington, D.C. 20503

RE:  Department of Defense Military HIV Research Program Budget
Dcaf Mr. Summers:

On behalf of the AIDS Vaccine Advocacy Coalition (AVAC), I write: to bring your attention to ¢
recent and severe drop of 40% in the AIDS research program budget at the U.53. Department o
Defense in FY1999. If possible, AVAC urges the administration to responc immediately
restore such funding. '

Each year in the Armed Services, approximately 400 service members beccme newly HIV
infected, many of these during overseas deployment. Most of thesi service members are age:
20-29, and a substantial portion are women and African-American. In the armed services, morn
than 10,000 service members are currently HIV+, approximately 1,200 of whom are on active
duty. The Department of Defense established its Military HIV Research Program in 1987
monitor and prevent new HIV infections, develop better tests anl treatments for active-dut
personne! stationed  throughout the world, and research and develop prevertive vaccines t
protect 1].S. service members in the future.

Since 1987, the U.S. Military HIV Research Program has accomplished a renarkable amour
given its limited budget. The Military HIV Research Program ‘was the first to identify th
heterosexual transmission of HIV in the U.S., the first to describe global HIV clade variation, th
first to develop experimental preventive HIV vaccines against clade E HIV, and the first t
develop an international network of research sites to test HIV vaccines.

The DOD’s research program for a safe, effective, and accessible preventive vaccine |
particubarly important for the U.S. and the world. More than 50%% of the DOD Military HI' |
Research Program budget is devoted to vaccine research. This Runding is more targeted 1.
product development and testing than NIH funding, and thus has as much or more impact o
HIV vaccine development than the NIH effort.

In years past, Congress routinely increased the amounts for AIL'S research proposed in th :
administration’s defense budget. In FY1997 and FY1998, Congress increased the President ;
AIDS iesearch request for DOD by $15 million. Unfortunately, for the FY1999 budge ,
Congres inexplicably omitted the plus-up at the last minute.  As a result, DOD’s spending ¢ 1
AIDS rasearch has declined from $35 million to $21 million, with :most of this decrease comir 3
from the HIV vaccine effort.

AVAC e 1875 CONNECTICUT AVENUE, NW #700 o WASHINGTON, IDC & 20009-574)
' PHONE: 202-387-5517 ¢ FAX: 202-986-1345
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Miljtary HIV Research Program Bz(dget — Page Two

As you l:now, the DOD did not request additional funding for FY1999 or for FY2000, and the
DOD staff remain uniformly silent about this decision and its impact throughout the DOD rank:
from the Secretary of Defense on down. AVAC camnot speak to the rationale for the DOI
sabotaging its own HIV research effort, but we can speak to the impact of this funding decrease.

This funding decrease of nearly 40% will seriously hamper the scarch for a preventive HIN
vaccine. This loss of funding will force DOD to delay vaccine tnals planned in Thailand an
Uganda, and it will make it less likely that the country will meet President Clinton’s goal o
developing a safe and effective vaccine by the year 2007. ' '

AVAC is a national coalition of community advocates dedicated to speeding progress toward :

preventive HIV vaccine. We have spoken with the research committee of Nationa

Organizitions Responding to AIDS (NORA) about this matter, and can assure you that there 1
. concern from many AIDS organizations about this issue.

Given the President’s personal interest in preventive HIV vaccine research as a potential legac:
of his aclministration, now is hardly the time to reduce the U.S. commitment tc vaccine researcl
and development. AVAC strongly urges that the administration take whatever steps ar
necessary to restore DOD’s AIDS research program to its prior F'(1997 and FY1998 fundin;
level.

Sincerely,

Som ho—

Sam Avrett
Executive Director .
AIDS Vaccine Advocacy Coalition.

AVAC e 1875 CONNECTICUT AVENUE, NW #700 WASHINGTON, IDC e 20009-574
PHONE: 202-387-5517 e FAX: 202-986-1345
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DoD Military HIV Research Program  (numbers in US_ $ millions)

Actual Budget (with 10%-25% war tithe removed)

Added in Congressional ‘plus-up’

15.000

1993 1994 1995 1996 1997 1999 2000
HIV Prevention | 51 38 28 0.6 3.9 3.2 3.4 3.5
Military Infectious Disease Research Program 21.3 23 23.7 19.800 13.400 10.800 11.500 12.7CC
MIDRP -
US Army Medical Material Development Agency 209 20.3 1.9 7.600 7.300 6.200 6.400 6.600
USAMDA '
TOTAL HIV Research without "plus-up' 473 474 384 281 246 203 213 222
Added in Congressional ‘plus-up' 150 150  15.0 ?
President's Budget Request - Program Objective Memorandum (POM)
: _ 1996 1997 1998 1999 - 2000
Military Infectious Disease Research Program (MIDRP)
S$-17 61 - Basic 0.877 0762 - 0412 0457 0.488
873 62- Targetd 2731 2643 20.589 14.648 13.176
H29 63 A&B 2729 17.080 2563 4510 5651
US Amy Medical Material Development Agency (USAMDA)
811 64 - Adv Dev ' ' 2532 2517 0 3259 2543
812  65- Adv Dev 0.189  0.185 0 0284 2243
TOTAL HIV Research in POM 9.058 23.1 87 23.564 23.158 24.101
15.000 15.000 ?
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AIDS VACCINE ADVOCACY COALITION

AVAC MISSION STATEMENT -

To speed the development of preventive HIV vaccines by
analyzing obstacles to HIV vaccine research and
advocating to overcome those obstacles.

e A national voice for policy analysis and advocacy
on preventive HIV vaccines since 1995

e A coalition of volunteer advocates with
established involvement in research advocacy

e A history of providing an accurate, informed,
independent, and honest critique of current HIV
vaccine research and development.

e Working to speed development of HIV vaccines
without taking resources away from basic HIV
research, drug development, or other prevention
research.

AVAC Overview — January 1999
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The AVAC Board

Steve Walkefield Chicago, IL : President
Steve Wakeficld is Executive Director of The Night Ministry in Chicago, and is a member of the natio al
NIH AIDS Research Advisory Council (ARAC). Steve is also currently a member of the HIVNET
Scientific Stezring Committee, and was the national chair of the NIH HIV Network fcr Prevention Tri s
(HIVNET) volunteer Community Advisory Board from 1995 to 1997.

Bill Snow San Francisco, CA Treasure
Bill Snow is currently a member of the AIDS Vaccine Research Committez and the GAR Advisory
Council. An advocate for HIV vaccines since 1990, Bill was instrumental in establishing national an.’
local community advisory boards at the AVEG and HIVNET clinical trial sites throughout the countr .
and served on the vaccine research sub-panel of the 1994-95 NIH OAR Program Evaluation Commit ze.

David Gold, JD New York, NY Board Secretar

An early AID'S treatment activist in New York, David Gold has been active in HIV vaccine advocacy : ‘nce
1992 when he convened a city-wide panel in New York to produce the first communiiy-based paper o
HIV vaccine research, titled “Community Perspectives on HIV Vaccine Trials”. David was the edito - of
the Treatment Issues newsletter of the Gay Men's Health Crisis from 1999 to 1995, and is currently t -
editor of the IAVI Report, the newsletter of the International AIDS Vaccire Initiative that reaches 10, 100
subscribers in 95 countries. David also worked with AmFAR to produce the first directory of HIV
vaccine trials as a supplement to their annual directory of experimental HIV treatments.

Dana Cappiello San Mateo, CA :

. In 1994, Dara founded the Until There's A Cure Foundation, which has iraised more than 33 million ‘or
AIDS advocacy and services through the sale of an AIDS bracelet. Dana was instrumental in steerii g
Until There's A Cure toward early funding of advocacy for preventive HIV vaccines. including start- p

. grants to IAVI and AVAC in 1996. Dana has orchestrated AIDS awareness events with many natior i
sports teams, and national media campaigns with pro-bono ads in publications such as People, Vog: »,
and In Style. Dana currently owns and manages an apparel manufacturing company selling to more than
2,000 stores nationwide.

Luis Santiago New York, NY ,

. Luis Santiago has worked on HIV vaccine advocacy since the early 1990’s, first witit ACT UP New } ok,
and more recently with the New York Blood Center HIVNET Community Advisory Eoard and the
Treatment Working Group of the Global Network of People Living with AIDS (GNP+). Luis is a reg dar
writer for GUHC'’s T reatment Issues newsletter on HIV vaccine issues. '

Adrian Marinovich New York, NY

Adrian began working on HIV vaccine issues as a volunteer with Project Inform in 1996, focusing h. :
work on vaccine liability and compensation issues, and recently interned at a HIV clinical trial site 1 1
Lusaka, Zambia. : :

Sam Avrett Washington, DC

Sam was previously the Associate Scientific Director of the Internationa! AIDS Vac:ine Initiative, a1 4
prior to thai, the administrator of the New York Blood Center HIVNET vaccine tria! site.

AVAC Overview — January 1999
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United States Department of State

Bureau of Oceans and International

Environmental and Scientific Affairs
Washington, D.C. 20520

January 22, 1999

MEMORANDUM

TO: HIV/AIDS Interagency Group

FROM: OES/EID - Nancy Eg%fggoater

SUBJECT: The Southern Africa Development Community (SADC)
Working Group on Transboundary Issue

I will convene a meeting of the HIV/AIDS working group on
Tuesday, January 26, 1999, in room 3524 from 3:00 - 5:00 p.m.
to discuss preparations for the US-SADC Forum that will meet
in mid-April. HIV/AIDS has been accepted by the Forum
Secretariats as the major transboundary issue. USAID has
been requested to prepare a concept paper (enclosed)* which
will serve as the basis for discussion at Tuesday’s meeting.

Please phone clearance information to Denise Goode,
(202) 736-7112.

NOTE: CONCEPT PAPER WILL BE PROVIDED AT A LATER DATE.
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U.S. - SADC FORUM

The United States and the Southern African Development Community (SADC)
Secretariat have agreed to create a mechanism, or Forum, to enhance relations between
the United States and the members of SADC. The Forum will facilitate discussior and
collaboration in several areas. including trade and investment, and on political and cross-
border issues. The inaugural meeting of the U.S.-SADC Forum is tentatively scheduled
for March 1999,

Background

In 1997. as part of the U.S. Governent's desire to intensify relations with southemn
Africa, Secretary of State Albright initiated the position of Special Representative to the
Southern African Development Community (SADC) and proposed launching a regular
dialogue with SADC. The SADC Secretariat accepted the appointment of U.S.
Ambassador to Botswana Robert Krueger as the Secretary’s Special Representative to
SADC in May 1998, and responded positively to the concept of a formal dialogue
between the United States and the SADC.

Objectives

The United States and the Secretariat envision an annual dialogue that will help build
deeper cooperation and engagement between the SADC member states and the United
States. The Forum will promote regional integration efforts already underway, and help
1o reconcile U.S. policy toward the region with the needs of the emerging southern
Affican community of nations. While rade, investment and economic development are
expected to be a key focus of the Forum, related issues that affect these areas will also be
addressed. These include regional stability, crime, anti-narcotics cooperation, public
Licaits, democratization and good goveinauce, environmenta; issucs, ransporiaiion, and
technology. Political matters of interest will also be discussed at the Forum.

The Forum may also benefit the nations of SADC by:

Encouraging trade and investment liberalization throughout the region;
Improving inra-SADC cooperation on cross-border and global issues such as:
migration

fighting crime. including money-laundering and narcotics trafficking

public health. including combating emerging and infectious diseases

ensuring the protection of human rights, including worker rights

protecting the environment

Enhancing regional security and stability.

TOTAL P.B4



AIDS VACCINE ADVOCACY COALITION

January 27, 1999

Todd A. Summers

Deputy Director

Office of National AIDS Policy
736 Jackson Place, N.-W.
Washington, D.C. 20503

RE:  Department of Defense Military HIV Research Program Budget

Dear Mr. Summers:

On behalf of the AIDS Vaccine Advocacy Coalition (AVAC), I write to bring your attention to a
recent and severe drop of 40% in the AIDS research program budget at the U.S. Department of
Defense in FY1999. If possible, AVAC urges the administration to respond immediately to
restore such funding.

Each year in the Armed Services, approximately 400 service members become newly HIV-
infected, many of these during overseas deployment. Most of these service members are aged
20-29, and a substantial portion are women and African-American. In the armed services. more
than 10,000 service members are currently HIV+, approximately 1,200 of whom are on active
duty. The Department of Defense established its Military HIV Research Program in 1987 to
monitor and prevent new HIV infections, develop better tests and treatments for active-duty
personnel stationed throughout the world, and research and develop preventive vaccines to
protect U.S. service members in the future.

Since 1987, the U.S. Military HIV Research Program has accomplished a remarkable amount
given its limited budget. The Military HIV Research Program was the first to identify the
heterosexual transmission of HIV in the U.S., the first to describe global HIV clade variation, the
first to develop experimental preventive HIV vaccines against clade E HIV, and the first to
develop an international network of research sites to test HIV vaccines.

The DOD’s research program for a safe, effective, and accessible preventive vaccine is
particularly important for the U.S. and the world. More than 50% of the DOD Military HIV
Research Program budget is devoted to vaccine research. This funding is more targeted to
product development and testing than NIH funding, and thus has as much or more impact on
HIV vaccine development than the NIH effort.

In years past, Congress routinely increased the amounts for AIDS research proposed in the
administration’s defense budget. In FY1997 and FY1998, Congress increased the President’s
AIDS research request for DOD by $15 million. Unfortunately, for the FY 1999 budget,
Congress inexplicably omitted the plus-up at the last minute.  As a result, DOD’s spending on
AIDS research has declined from $35 million to $21 million, with most of this decrease coming
from the HIV vaccine effort.

AVAC e 1875 CONNECTICUT AVENUE, NW #700 e WASHINGTON, DC e 20009-5740
PHONE: 202-387-5517 e FAX: 202-986-1345



AIDS VACCINE ADVOCACY COALITION

Military HIV Research Program Budget — Page Two

As you know, the DOD did not request additional funding for FY1999 or for FY2000, and the
DOD staff remain uniformly silent about this decision and its impact throughout the DOD ranks
from the Secretary of Defense on down. AVAC cannot speak to the rationale for the DOD
sabotaging its own HIV research effort, but we can speak to the impact of this funding decrease.

This funding decrease of nearly 40% will seriously hamper the search for a preventive HIV
vaccine. This loss of funding will force DOD to delay vaccine trials planned in Thailand and
Uganda, and it will make it less likely that the country will meet President Clinton’s goal of
developing a safe and effective vaccine by the year 2007,

AVAC is a national coalition of community advocates dedicated to speeding progress toward a
preventive HIV vaccine. We have spoken with the research committee of National
Organizations Responding to AIDS (NORA) about this matter, and can assure you that there is
concern from many AIDS organizations about this issue.

Given the President’s personal interest in preventive HIV vaccine research as a potential legacy
of his administration, now is hardly the time to reduce the U.S. commitment to vaccine research
and development. AVAC strongly urges that the administration take whatever steps are
necessary to restore DOD’s AIDS research program to its prior FY1997 and FY 1998 funding
level.

Sincerely,

SomAM—

Sam Avrett
Executive Director
AIDS Vaccine Advocacy Coalition

AVAC e 1875 CONNECTICUT AVENUE, NW #700 ¢ WASHINGTON, DC e 20009-5740
PHONE.: 202-387-5517 » FAX: 202-986-1345



DoD Military HIV Research Program (numbers in US $ millions)

Actual Budget (with 10%-25% war tithe removed)

1993 1994 1995 1996 1997 1998 1999 2000
HIV Prevention 51 3.8 2.8 0.6 3.9 3.2 3.4 3.5
Military Infectious Disease Research Program 213 23 23.7 19.900 13.400 10.900 11500 12.100
MIDRP
US Army Medical Material Development Agency 20.9 203 11.9 7600 7.300 6.200 6.400 6.600
USAMDA
TOTAL HIV Research without 'plus-up’ 47.3 471 38.4 28.1 24.6 20.3 21.3 22.2
Added in Congressional 'plus-up’ 150 150  15.0 ?
President's Budget Request - Program Objective Memorandum (POM)
1996 1997 1998 1999 2000
Military Infectious Disease Research Program (MIDRP)
S-17 61 - Basic 0877 0762 0412 0.457 0.488
873 62- Targetd 2.731 2643 20589 14648 13.176
H29 63 A&B 2729 17.080 2563 4510 5.651
US Army Medical Material Development Agency (USAMDA)
811 64 - Adv Dev 2532 2517 0 3259 2543
812 65 - Adv Dev 0.189 0.185 0 0284 2243
TOTAL HIV Research in POM 9.058 23.187 23.564 23.158 24.101
Added in Congressional 'plus-up’ 15.000 15.000 15.000 0.000 ?
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bl FIARVARD SCHOOL QOF PUBLIC HEALTH HARVARD AIDS INSTTTUTFE
QKD Chairman, Department of Cancer Biology \i“__’} Chairman

~

M. Essex, D.V.M., PL.D,
Mary Woodard Lasker Professor of Health Sciences

July 25, 1985
Major General Russ Zajtehuk
Commander
United States Army Medical Research and Materlal Command
Fort Detrick

Frederick, MD 21701-5012
Dear Major General Zajtchuk:

During the days of May 22-24, 1895 | chaired a committea to reviaw and
aevaluate the Military HIV/AIDS Research Program. The review committee was
composed of eight outside experts representing dliffarent areas of AIDS research.

Because of travel and logistical difficulties the report of the committee has still -
not be been finalized. Although It should be finalized soon, | wanted to briefly express
the sentiments of the committee before further delay. The review committee was
unanimous in the opinion that this research program was excellent and uniquely
important in its mission and scope. Although one aspect of the AIDS program,
behavior research, was judged to be inadequate, the laboratory research areas were
thought to be outstanding.

Of particular note were the areas of international molecular epidemiology and
preventive vaccine development. In these particular areas the Military Research
Program is the clear worldwide leader In research, This geems important to emphasize
because exposure to foreign strains of HIV is of obvious relevance for military
personnel, and other US programs, such as the NIH, have fallen behind in this area,

I am hopeful that the final report will be completed very soon, but am still
awaiting comments from a few members. If desired, | or other members of the review

committee would be available to comment on this report to other appropriate bodies or
individuals.

Please do not hesitate to contact me if | can be of further assistance.

Sincersly,

==

M. Essax

665 Huntington Avenue Bustun, Massachuserts 02115 Telephone: (617) 432-1023  Facsimile: (617) 739-8348
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EXECUTIVE SUMMARY

The Military Human Immunodeficiency Virus/Acquired Immunodeficiency Syndrome
(HIV/AIDS) Research Program represents a multifaceted activity with uniquely important
missions and unparalleled opportunities at the national and international level, Apart from
obvious considerations of HIV/AIDS morbidity and mortality for any population of young
adults, military personnel are at greater risk for exposure to a wider range of HIV strains due to
foreign deployments. Therefore, AIDS is and will remain a disease of military relevance. Given
the statistics on other sexually-transmitted diseases (STD) among military personnel,
protection from HIV through vaccination should be a major priority for the Department of
Defense (DoD) military leadership. In addition, regular HIV testing, clinical monitoring and
behavioral interventions are areas for the military to maintain. These approaches help provide
answers to questions concerning the natural history of HIV disease in an unique population.

The military has several unique capabilities that can impact on the fight against this disease.
The development of vaccines to prevent HIV infection is a national and international priority
that is relevant to the DoD’s mission because of the global exposure of military personnel. The
U.S. Army is one of the preeminent developers of vaccines in the world which would logically
require the military program to be one of the leaders in the effort to develop an HIV vaccine.

The Military Medical Consortium for Applied Retroviral Research (MMCARR) is the Tri-Service
umbrella organization that coordinates HIV research within the military and with other national
and civilian efforts. Considerable collaboration exists between the military research focus
groups, and with academic and corporate researchers outside the DoD to complement
strengths, and to provide important reference viruses and expertise to the national AIDS
research effort. These collaborations represent major strengths in the program. Furthermore,
the military’s reference research facilities in Asia and Africa constitute a close to irreplaceable
foreign resource for cooperative vaccine testing.

The five current major research program areas, Global Molecular Epidemiology, Behavioral
Prevention, Vaccine Development, Disease Prevention, and Disease Assessment, are logical
and well-defined focus areas for emphasis. Several other previous major research programs
have been reduced, eliminated, or folded into the five current major research focus areas. This
re-orientation and restriction has been at least partly in response to previous recommendations,
and builds on the unique needs and capabilities of the DoD and the competence of several of
the outstanding researchers.

The Global Molecular Epidemiology Program (GMEP) is an uniquely important national
resource to identify and access new HIV strains and to determine the relative prevalence and
incidence of such strains worldwide because of its overseas research facilities. The GMEP, one
of the most productive groups in the MMCARR HIV/AIDS program, is responsible for the
majority of information on strains that originated outside the U.S. These strains are typically
associated with different epidemic patterns of transmission (i.e., heterosexual versus other
forms of transmission). The GMEP represents an essential window for surveillance information
concerning exposure of U.S. citizens to new and emerging HIVs worldwide.

The Behavioral Prevention Program objective is to develop and evaluate behavioral
interventions for the three services that will reduce exposure to HIV as well as other sexually-
transmitted diseases. This program is indispensable to the protection of DoD personnel from
HIV and other sexually-acquired infections, especially in the absence of protective vaccines and
increasing antibiotic resistant bacteria. Furthermore, behavioral factors are critical and integral
to effective vaccine trials and evaluation. HIV infection is the result of personal risk behaviors

v



central resource for the surveillance of HIV disease in military Populations, providing the DoD
and the medica] research communities with unique opportunities for understanding critica]
facets of the epidemic. The Disease Assessment group has assembled and maintained this
Critical database which can now supply a wealth of information regarding the natura] history of

Important Capabilities of the Military HTV Program



Strong international ties to potential vaccine trial sites, especially Thailand where two
successful efficacy trials have been conducted.

Developed and maintains the HIV National History Repositories whose collection
represents a unique wealth of data important in understanding and studying the HIV
virus.

Provides substantial research support to several national and international HIV
research efforts.

Program has many excellent scientists in several program areas.

Major recommendations:

Support fully the clinical site preparatory activities in Thailand as they are the
centerpiece of DoD’s vaccine activities.

Continue the systematic, rational approach to evaluation of vaccine candldates
Organize and network with other international agencies interested in future vaccine
efficacy trials in Thailand to minimize redundancy in target populations, and choice of
antigens.

Continue the global viral epidemiological surveillance with an emphasis on alternative
potential vaccine sites.

Maintain the Natural History Repositories as a national resource, and develop broader
collaborations with other laboratories to promote the greatest utilization of the
repositories.

Increase surveillance of military personnel returning from overseas assignment. This is
clearly within the mission of the DoD HIV effort and will provide a unique forum to

study the current HIV epidemic as opposed to clinical cases that reflect past conditions.

Strengthen research efforts by having greater epidemiologic and statistical input into the
design and analysis of studies.

Continue the support to monitor efficacy of interventional therapies in preventing
disease and in treating patients with early HIV disease.

Enlist the help of nationally recognized behavioral science experts specifically to review
the Behavioral Prevention Program. This program needs strengthening and direction.
Because of its potential importance to DoD, it should be carefully evaluated by experts
before possible elimination or downsizing.

Increase interdisciplinary nature of research especially behavioral variables, to provide
appropriate context for interpretation of study results.

Integrate HIV research with research on other STDs, many STDs clearly increase the risk
for HIV infection, are prevalent in military personnel and are underemphasmed
especially in the Behavioral Prevention Program.

More specific comments and recommendations are included in the report.




Reaching Beyond the Science

At the heart of this program is its staff of
dedicated and motivated personnel. The com-
mitment of each individual to the search for
effective prevention of HIV is immediately
evident in the work. The sustained high caliber
of science which characterizes this program is
testimony to the tireless yet focused efforts of
our scientists, technicians, and research
support personnel.

- worl wide wral genetic diversnty

nesagainst clade E strain

| vaccine testing network

Reaching beyond the science, their concern
and'commitment extends well past the labora-
tories and into the community. Our staff
actively participates in the annual AIDS walk,
AIDS rides, serves on community health
forums and volunteers in AIDS clinics, and
organizes a yearly gift-giving program bringing
holiday cheer to hundreds of children touched
by AIDS.

Each day our personnel stand together,
united, across the country and around the
globe, giving of their time and energies both in
and beyond the laboratories to combat this
devastating disease.

This brochure was produced by the Henry M. Jackson
Foundation for the Advancement of Military Medicine and is
not an official publication of the USAMRMC. The positions pre-
semed heréin do not nemsanly reﬂect those of the ULS. Army,




A Platform for
Research Success

A multi-disciplinary scientific team and a
responsive research infrastructure in the

United States and in overseas laboratories
provide the platform for research success.

Strategic Partnerships

At the core of the program is a cooperative
agreement with the Henry M. Jackson
Foundation for the Advancement of Military
Medicine (Foundation). Through the provision
of world-class scientific personnel and compre-
hensive research management and support, the
Foundation works side by side with the
Military to augment the Program'’s mfrastruc—
ture, enhancing research capabilities and
furnishing a responswe_and flexible resea

team to facilitate the mission and pnormes of

this Program.
Strategic parthéfS

ment agencies, pnvate 1ndustry, and acadetma

also leverage the Program’s resources, and

further maximize saenttﬁc output With such

afid uhuaétely su"”cmsf’él vaccine glevelopm >nt e

efforts. Indicative of:its scientifi

: s1gmﬁcant sc1ent|.ﬁg coutn utions
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Thailand to support research efforts and is
linked to the main network via the internet
and electronic mail. A Data Coordinating and
Analysis Center at the Rockville laboratory
offers researchers, around the world, a compre-
hensive “concept to product” approach
through the provision of unique data manage-
ment systems and biostatistical support. A
Clinical Regulatory Compliance group pro-
vides expert national and international trial
monitoring capabilities and assists Pnnapal
Investigators in protocol development, techni-
cal writing, and ensures adherenceto
regulatory: ggldehmas :
A responswe pro;ect managem
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Your secretory Sarah Holinski with whom I had number of
conversations to schedule a meeting with you. She suggested that I ﬂrs
send this request in writing " along with my resume.

Dear Ms. Thurman:

I have developed a rapid AID's test which can be used for
Preventive purposes. Use of condoms have not prevented this
dreadful disease to any extant. This test is simple, accurate and
inexpensive. This test is good for "Home use”.

I would like to meet you for the above mentioned reason and seek
your advice for distribution of this useful test. T hope you would
find some time for me.

Thanks in anticipation. With best regards.

Sincerely,

Dr. Waheed N. Khan
Infectious Disease Research
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Infectious Disease Dept. in Dominican Republic

Developed a collaborative infectious disease research and self-help program at a _chil_drep’s
hospital in Santo Domingo, D.R. since 1981. The standard of expertise at the local institution
was elevated by sharing knowledge, newer techniques and most modern methods of
management. Supported all aspects of clinical work with funds from the pharmaceutical
industry. During this gradual development and eventually so much expertise was gained by the
local doctors and para-medical people that they became experts at par with the scientists in

U.S.A.

Development of New Technology

Developed new technology for rapid diagnosis in infectious diseases. A 15 minute diagnostic
test for meningitis, very simple quick, accurate and economical. This new technology was
patented (Patent # 4, 067,776,1978).

Detection of Endotoxins in seriously ill patients, i.e., toxic shock and mingocoxcernia.

Rapid test for cancer sensitivity; produces results in 4 hours as opposed to 6 weeks by
conventional methods.

New Vaccines

Participated in the develdpment and trials of antimeningococcal vaccine (Group A+C) with
Walter Reed Army Medical Research Institute in the early 1970s and lately with Group B
meningococcal vaccine trials with the same institute conducting trials in South America.

New pertussis vaccine investigational trials in the Dominican Republic under FDA guidelines
and with local physician participation. Worked within Infectious Diseases, i.e., meningitis,
pneumonia, otitis media and others. Set up an Infectious Diseases laboratory at a Children’s
Hospital in Santo Domingo, Dominican Republic which is now at par with laboratories in
U.S.A.

Industrial Joint Ventures in China

At Zhangjiang, China, I set up at China joint venture for industrial production of Horseshoe crab
blood extract. A very precious and most useful chemical used in pharmaceutical industry for
quality control (price, $50/cc). Developed and made Chinese aware of their natural resources.
Developed (presently under construction) the full plans for the building of a factory and
marketing the chemical, for world wide distribution.

Reviped 8/12/98

Page 1/1
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CURRICULUM VITAE

Waheed N. Khan, Ph.D.
Director, Microbiology Research
Children’s National Medical Center
111 Michigan Avenue, N.W.
Washington, D.C. 20010
Telephone: (202) 884-5546

EDUCATION

B.S. 1957 University of Punjab, Forman Christian College, Lahore, Pakistan. Biology Major.
M.S. 1963 Howard University, Washington, D.C. Microbiology Major.

Ph.D. 1974 University of Amsterdam, Holland. Clinical Microbiology Major.

CITIZENSHIP

United States

EXPERIENCE

Teaching at University Level
Biology Instructor, Howard University, Washington, D.C., 1959-60.
Microbiology Instructor/Research Assistant, Yale University, New Haven CT, 1960-61.
Microbiology Instructor, George Washington University, Washington, D.C., 1962-63.

Advisor to post-graduate medical students for Ph.D. at Uniform Services University, Bethesda,
MD, 1985-present.

Pharmaceutical Industry

Pharmaceutical Bacteriologist and Quality Control Supervisor, Bio-Rama Drug Co., Baltimore,
MD, 1961-63.

Industrial Supervisor of Human Tissue Culture; Microbiological Associates, Bethesda, MD,
1963-64. Coordinator and Developer of pharmaceutical products evaluation. Project manager
and developer of investigational antibiotics in pediatric age groups. Managed projects under
FDA supervision and inspection in Infectious Diseases and on products from pharmaceutical
houses, such as Abbot, UpJohn, E.I. Lily, Pfizer, Glaxo, Hoffman La Roche, Merke, Sharp and

Dhome, Lederle, Bristol Myers and many more.
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Waheed Khan, Pph.D.
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Advisor to Health Ministry of Pakistan
During the last administration (President Zia ul Haq's term) I was advisor to the health ministry
of Pakistan. I helped in the building of a new medical complex including Children’s Hospital

of Islamabad. Developed mission statements, goals and objectives, administrative policies and
procedures for the hospital and their preventive health program.

FACULTY APPOQINTMENT

Adjunct Associate Professor of Preventive Medicine, Department of Preventive Medicine.
Uniformed Services University of the Health Sciences, Bethesda, MD, since 1986.

PROFESSIONAT. SOCTETING



