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Currant Trends

Comparizon of Observed and Salf-Reported
Seat Belt Use Rates — United States

To measurs compliance with seat balt use lews, most states have estimated bali
usa by direct obeervation of vehicle occupants. In sddition, since 1984, several states
have recorded seal belt use data #s part of the Behavioral Risk Factor Surveillance
Systern [BAFSS) talephone survey [1-3 ). Pravious studies indicate thatl telaphons
surveys usually report higher belt use than do observation surveys conducted in
similar areas at similar timas (4.5 . A systematic comparison of self-reported belt use
rates in 156 states® from the 18987 BRFSS with observed balt use rates in 1987 in the
same states Tollows.

The BAFSS telephone surveya uzed similar designe in each state. A statistically
valid random sample of all adults in each state was oblained by random digit dialing.
Each survay asked the sama guestions and claasified the responzes Into the same five
categories, Thus, the BRFSS surveys in aach state can be considered replications of
the same survey.

For the obgervation surveys, somae states used probability sampling techniques to
salect locations and times. These surveys produced etatistically valid estimates of the
actual belt use rates under the conditions surveyad.” Other states used locations and
timas selactad by judgment. The accuracy of the estimates from these surveys is
umknown.

In the BRFSS self-roported surveys, the number of affirmative anawers was
derived in two waya: as the total number of respondants who reporbed “alaays"
uging seat belis and 8% the sum of those who reported “always" and “nearly always”
using them. The avarage salf-reported “always" use exceaded obaerved use by Bbout
8% and ranged from 11% below observed use to 24% above, The average “always or
nearly ahways” salf-reported use exceeded observed use by 27%, with a range of 12%
above observed use to 35% abowve. To further examine the relationshlp batween
obsarved and reported sest belt use, simple linear regressions were used for each
state (Figures 1 and 2}, The relation is described moderstely well by either regresgion;
approximataly 54% of the variation in prevalence of observed use was accounted for
*Califarnia, Florida, Hawaii, llincis, Indiana, Maryland, Minnesota, Missour, New Mesico, Mew
York, Morth Caroling, Ohio, Tennesses, Utah, and ‘Washington,

"Most sunveys took place during daylight hours and measured belt use by the driver and right
frant seat passangar.

U.5. DEPARTMENT OF HEALTH AND HUMAM SERVICES / PLUBLIC HEALTH SERVICE




L] MMWR September 16, 1988

Seat Balt Usa — Continued

by the prevalence of self-reportad use. In tha regrassion line for which "“ahweaye’’ was
used as the definitlon, & 1 percentage point Increase In self-reported use sccounted
for & (L7 parcentage paint incresse in observad wee, When "slways™ and “‘nearky
always" ware used, a 1 percentage point increage In self-reported belt use pccounted
for a nearly 1 percentage paint increase in observed use. However, these figures are
valid only within the range of the eslf-reported seat belt use data.

faported by: COfffca of Dvivar and Padastrian Assagrch, Netlonsl Highway Traifie Safaty
Administration. O of Nutntion, Canfar for Health Promotion and Education. CDC.

Editorial Mote: Waorldwide sxparience has demonstrated that seat belt use |aws can
substantially reduce deaths and Injurtes on highways, More than 30 foreign countrias,
31 states, and the District of Columbia now have laws requiring adult drivers end
pasgengers to use seat belts,

FIGURE 1. Comparison of obgerved and self-reported seat belt use [“always") =
selected states, 1987
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FIGURE 2. Comparison of observed and sell-reported seat belt use [“always"” plus
“nearly always”) — selected states, 1987
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Sagt Bait Ugs — Continued

Direct observation surveys of sast belt use, If properly designed and conducted,
can produce accurate estimates of use, However, obsarvation survays are expenaive
o conduct and usually obeerve only shoulder belt use. Furthermore, although they
can estimate a drivar's or occupant’s age and sex, they cannot gather other
information useful in understanding belt use, such Bs trip purpose or aitliudes about
belt use laws, Telephons survays provide the opportunity to collect these additional
deta. They may aleo be less expensive to design and conduct than observation
surveys However, telephone surveys can record only the respondents’ stated
behavior, not their ectual behavior,

Some of the divergence |n the data analyzed here may be due to the fact that the
self-reported data ware collected sach month throughowt 1387 and thus estimats
average belt use throughout the year, The observed data were collecied at differant
times in sach state, Furthermaora, the salf-reported data were drawn from a sample of
the entire state while observed data from some states came from only & few sites, The
moderate fit of the regression lines means that they are useful in describing general
relations betwean observed and salf-reported bakt use, but they should not be used (o
pradict observed use in a single state whan only one self-reported survey is availabla.

More studies such as these are needad to establish reliably the relationahip
betwesn the results from observation surveys and BRFSS telephone surveys. Tha
results from observation surveys could then be ueed to help interpret the BAFSS
responges and transiate them into approximate actual belt use levels. The BRFSE data
in turn could be used to investigate characteristics of belt users and nonusars that
cannot be determined from observation surveys and to provide Information on
temporal trends without the expense of observation survevs. In these ways, the
uzefulness of both types of surveys would ba enhanced.
fraferancas
. CDC. Behaviaral risk-factor surveillance —salaoted atates, 1984, MEWH 10B8;36: 3534,

. CDC. Behavioral risk-factor survedllance in selectod stotes - 1985 MAMWEH 19846384414,
. CDC. Behavioral sk factor survelllance —salacted states, 1996 MMYWR 1967362524,
. Huntar WW, Stunis JC, Stewarl JR, Rodgman EA. Overrepresentation of ssal balt nonussrs in
Emr; “%'L"' Chaped Hill, Morth Caroling; Univessity of North Caradina, Highway Resaarch
antar, ;
5, Waganaar AC, Straff FM, Molnar L], Businski KL, Schultz RH. Faciors related to nonuse of seat
bafts in Q‘ﬁ?ﬁ'&"'wmlnmn' DC: LS Deperiment of Transportation, 1887 DOT publication
. |[HS =217,

£ L b ==

Quarterly Report to the Domestic Policy Council
on the Prevalence and Rate of Spread of HIV and AIDS = United States

This article summarizes the third report 1o the Domestic Policy Council [DPC) on
the prevalance and rate of spread of human immunodeficiancy virue (HIV} infection
and scquired mmunodeficiency syndrome [AIDS) in the United States. The first
raport { 1} extansivaly reviewsd data on the prevalence and incidence of HIV infection.
The second report was summarized in April 1988 (2 ). The third report was deliverad
to the OFPC on Juby 22, 1888; its major points are summanzed balow, with information
updated where appropriate,
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HIV and AIDE — Continuad
A. Trands in Reported Cases of AIDS

» By August 29, 1988, a total of 72,024 A|IDS cases had been reported in the
United States, including over 12,500 cases sinon the last summeary on Agpril 15,
1888,

# |n 1988, the Public Health Service (PHS) projected thet approximately 270,000
cumulative AIDS cases would be diagnosed by the end of 1991, including
15,800 cases diagnosed in 1986 and 23,000 in 1887. The actual numbers of
cases for these years, adjusted for reporting delays, are 17,100 and 26200
cases, raspectivaly,

Using a method similar to that used in 1886 (3), the PHS now projects a
cumulative total of 388,000 cases diagnosed by the and of 1832, with 263,000
cumulative deaths (Figure 1).

& |n 1992 alone, 80,000 cases are expectad to be diegnosed and 86,000 deaths to
ocour. A total of 172,000 AIDS patients will require madical care In 1932 &t a cost
expected to range from $5 billion to $13 billien.

# [|n Septernbaer 1987, the AIDS case definition was revised to include a broadaer
gpectrum of HIV-associsted diesases and to allow for presumptive diagnoses of
certain conditions. Comparisons of cases reported from the 12-month period
before September 18987 with those reported sinoe then show this change has
Iad 1o an incresse in the proporiion of reportad AIDS cases among blacks from
24% to 36% of all reported cases and an increase in the proportion of reported
cases among Hispanies from 13% to 16%. Cases in persons thought to have
baen infectad through heterosexual contact also increased from 2.6% of all
cases o 3.6%.

B. Trends in Prevalance and Incidence of HIV Infection

® |n Aprll 1988, CDC convened a meeting of experts in mathematical modaling
tachnigues to halp estimate the number of Americans now Infactad with HIV.

FIGURE 1. Incidence of AIDS,* by quarter and year of diagnosis — United States,
pre-1982-1992
Anzan
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HIV and AIDS — Continued

Based on two mathematical approaches, thess experts agreed that the currant
COC estimate of 1.0 millien to 1.5 million s a reasonable working estimate of
the number of persons now infectad.

# Recent data, including prevalence rates in childbearing women in three states
{2 ], patients at six sentinel hospitals, and prisoners in 15 states {see balow), are
consistant with this estimata,

& Thea current estimate for the number of infected Americans is the same as the
astimate made in 18986, This does not mean that no new infactions have
occurred. The 1586 estimate was basad on preliminary data and was probably
too high,

# Data onthe prevalence rate of HIV infection {based on antibody prevalence) are
now avallable from six urban and suburben sentinel hospitals, predominantly
in the midwest. In the first 18,800 tests conducted in persons admitted for
reasong not associeted with HIV infection, the overall sarcpravalance was 0.3%.
The observed rate is three to four times that found in milltary recruit applicants
In the same cities. The higher rate in hospital patients is expected bacause
parsons with risk behaviors are to some extent excluded from military service,

# Saropravalence in inmatea from 18 state corractional systeams and the Fedaral
Bureaau of Prisons ranges from 0 to 158% (median 0.4%). The rigk factor most
often reported In seropositive inmates is & history of intravenous-drug sbusa.

& Sgroprevalence in Job Corps entrants has been 0.4% for the first 65,960
persons tested, Infaction rates are highest in males, blacks and Hispanics, and
applicants from urkan areas.

# Infection rates in santinal populations that have been followed owver time have
not shown significant increases. These populstions include firsi-time blood
donors {33 months of obeervation), applicants for military service (30 months of
obsarvation), and admissions to sentinel hospitals (18 months of obeervation].
These findings are consistent with some continued HIV transmission [which is
also seen in seroconversions in repestedly tested active-duty military pergon-
negl and in repeat blood donors) but argue against an explosive spread of HIV in
the population.

C. Status of HIV and AIDS-Assoclated Surveys

* |mplementation of the Comprahensive Family of HIV Surveys

To conduct sentinel surveillance for HIV in 30 metropolitan areas, funding was
swarded to health departments of 23 states, the District of Columbia, and
Puerto Rico on January 29, 1988, with additional funds awarded May 1, 1988,
More than 420 different surveys will be conducted in sexually transmitted
digeases clinics, drug abuse treatment centers, tubsrculogis clinics, women's
health clinics, sentinel hospitals, and newborn infant screening programs fin
which a sample of specimens routinely collectad from newborns are anony-
mously tested to indicete the prevalence of HIV infection in childbearing
women).

A program to eveluate HIV seroprevalence in college students has bagun. By
the and of 1388, a wotal of 20 collages will participate, and approximaetely 20,000
serum samples will have bean tested.
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& National Housahold Seroprevalence Survey (NHSS)

A contract for the MHSS wae awarded to the Ressarch Triangle Institute. The
MWHS55 will be conducted In two phases. Phase | will be a pilot phase to
determing the feasibility of conducting household interviews o obtain demo-
graphic Information, HIV risk factors, and a blood tast for HIV. If Phase | shows
that the NHSS is fessible and if funds are available, Phase |I, a probability
sample of households from throughouwt the United Stetes, would begin late in
1888 and would include approximately 50,000 respondents.

Natlonal Health fntendew Survey: AlDS Aftitudes and Knowledge Survay

An AIDS quastionnaire was developed for the National Health Intervies Surey
to provide estimetes of public knowledge and attitudes about AIDS and
changas in knowledge and attltudes over time. The first phaese of the survey
waa conductad from August 1887 through January 1388 and showed continu-
ous increases in knowledge of how HIV is transmitted. A second phase that
began in sarky May 1388 containg additional guestions to assist in the evalua-
tion of the “Understanding ADS" mailing {4 ).

{Continuad on page S55)
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TABLE INl. Cases of specified notifiable diseases, United States, weaks anding
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TABLE W, [Cont'd.) Cases of specified notifiable diseases, United States, weeks ending
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TABLE V. Deaths in 121 U.5. cities,* week ending

Eqﬂﬂmhﬁrﬂh15$BEﬂM1“hlﬂ

Adl Caused, Ty Age [Fasns)

T

’.‘“t E oy — “ ...J_--H.“.?_l.: H.‘ll-l.l.‘.l.“ (AR -17-F. 0 ﬁrﬂ A e

“'.l. Pl NS “‘.-I-E-Ial.‘..‘ “ll-l. Bl - Ll 1 Kk it o T Lo Bt = 'om
= — - - -

H.BH:EI.._.....-..EIE“ 4 H1I...m.2_lt..l.g__ - R e -1 ‘@gAEn gRefe o L]
ﬂﬁﬁ:lﬁ.ﬁl!llﬂl ﬂ|1.41“._u._ﬂw H-‘-ﬂ.1ﬂ.3‘.“.ﬂ.ﬂﬂ.2l H.i..:ﬂu_. m_m [N
- -

mppesyeEe-Eg- EEOREITNG §URERNCEERRIY EXCRROATOR
L = - x|

B Conma, By Bige [Years}

B ) “I“I 14§ <

§HESRYASFIIET FUARABASE SARZRAZRERIT GIRRICECAN

1§ | syzerseronens gURIEEDAS GRIRERERRCROR =aygrEDA3E FTETERLING

ar e
= o =

Fd L

13k mmw Lt
sif ikt

HE |y s e EE M e EE ﬁl LN LU .!5”1.1.“1_?_

BEEEdenn

S i mem g 1 .W._u_.ld._.u:!_ 1

-

geF

-

Argh

HT mmmmmmmc i i BploiF e 338..1
iy el e sttt sttty
e TR e e e LR e
HEL e HiH Hin A

Buss
mwﬂm § ¥

“1-4151..“].11“55“.‘! m

ﬂ.-....-uil.l.-u.—- Pt el w

“ | b e P O e m
™

grs gmpmTeRrgEETt

mtwnnnmﬁ._ RECHRBAET w
mnuﬂnummwnumnmnmnm
®
s2pEees §
- u.mMWmnm.Mmﬁh .m.
LR L
mmwummmf?m 4
2% smuMmmmm mm g
' ....m.4+._-|l| s .“31 - i d AT O

i B b3 F A (L . ..ﬂ.._..._..u._n.__.._q._ﬂ..l.l_ru.!_.l.n.._...Hﬂ..ﬁ.ﬂ..‘l.B..q.?_,._—.r.ﬂ.lﬁ._.a.._._.._..z..lﬂ..unl._h_._.id._‘:.__...l

e R R LR N Skt tHegEemEe LAy - ol ..._.w.a:_._.ﬂ.a..B e e L IR B | -l L

-

W
|

” ““31.21.11\....1 = el P m.u; .EI51ﬁﬁﬁTr.1|.11Bl.11w.4n.._.3 H1-|u.ﬂ-||._m‘.ﬂu..-|ﬂ.u:3_ﬂ._:l_32..r._.rl “.I ¥ I-.1|I.H_.Eﬂ_ L

- =l
H ﬁﬂ.l._&:_.rt_"il.ml_1ﬂ..:-n__| m_l .hﬂlﬂﬁﬂﬂ?ﬂmﬂmﬁﬂ_ﬂﬂ. ik 1E1ﬁ“ﬂﬂ.ﬂ“.ﬂ.ﬂlﬂ“.ﬂ ?!.l.ﬂ" mﬂ.-.._.rﬂ..u. ﬂ.ﬂ...._.__..u
-
£
[]

mmmnmﬂﬁuﬁuﬂzﬂ_mﬂ muﬂunﬂﬂﬂﬁmmm"ﬂwﬂmwmmn mnuﬁ.muwumwﬂﬁﬂmammﬂwnm muumﬂﬂmunnﬂ

1} |ged=nnroanrraee mﬁumnuuw“umuummumunu mﬂﬂmmﬁwumnmwummunﬁmn RESRCARRIMF

i § e g id
E H..m..im ESgE mm -mm..m.._.
Ll
sshis e

S EiaE in the Unhed §1s0ss, moat ol which hews
ricl bry W ek Tha 58 death cartilizitn was
mssaads @ thesa 1 Panrayhends cities, thess pumbars ars parisl soenis for the cument wesk.

leln-l-lu-ﬂ'\.-u.

byt place of s ooccd ianoe A
|l.t|'lﬂ|-l'||'|l.lllhr'll.rl
ta wil ] iD= meed
cdonaw g
flatia, T

s am wokminrity repord Trom 12

13

i

rRissuss ol

[
-



Vol 37 ! Mo, 26 MMWH 50

HIV and AIDE - Contineed
Raported by: AIDS Progearm, Canter for Infactiows Diseasses; Mational Center for Haalth Statistics,
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1. CDC. Human Immunodeficiency vires infection in the United States: a review of current
knawdadgs, MAMWR 1987 38suppl 5-6).

& CDEC, Quarterly report to the Domestic Policy Councll on the prevalence and rate of spragd of
HIV and AIDS in the United States, MMWWE 1988:37: 2256,

& Morgan WM, Curran JW. Acguired immunedeficioncy syndrome: current and future trands.
Public Haalth Rep 1%38;101:459-85.

4. COC, Understanding AIDS; an Information brochure being mailed 1o all US houssholds,
MMWH 1988;37: H1-3,

Epidemiologic Netes and Reports
Imported Dog and Cat Rabies — New Hampshire, California

In 1887, rabies was reporied in a dog in New Hampshire and a cat in Callfornia.
Both animals had been recently Imported from Mexico.

Mew Hampshire, The first case of dog rabies in New Hampshire since 1967 was
confirmed on January 17, 1988, in a 6-month-old puppy that had been imparted into
the United States 3% weeks earlier, The dog wae presented to a veterinarian on
January 16 because of whimpering, tremors of one leg for 3 days, urinary and fecal
Incentinence for 12 hours, and excessive salivation for 2 hours, Based on the puppy’s
history and symptomns, the veterinarian suspected rabies, and the dog was eutha-
pized,

The dog was brought into Mew Hampehire by & 13.ysar-old girl who adoptad it
while visiting her mother near Mexico City. The dog was Immunized against
parvovirus, but not rabies, by a veterinarian in Mexico who also issued a health
cartificate for the dog the day before departure, The girl flaw with the dog from
Maxico City to New York City on December 30, On arrivsl, a U.5, Customs official at
the airport briefly inspected the puppy and questionaed the girl sbout its health, She
presented the health certificate, and the dog was permitted entry without proof of
rebies immunization or the required isclation at the final destination. The girl and dog
arrived in New Hampehire on Decembar 31,

The girl brought the dog to school, various parties, and babysitting joba. Seven-
teen paople received rabies postexposure prophylaxis primarily because of facial
exposure to the dog's sallva. The total cost of doctors’ visits, rabies vaccine, and
rabies immune globulin was $12,100.

California. A similar cage of imported animal rabies from Mexico occurred in a cat
Im Lo Angeles (T ). In Septembar 1987, a stray cat of unknown rabies immunization
status was adopted by a woman vacationing in Acapulco. The cat passed through
U.5. Customs even though it was sick at the time. The woman prasented the cat to
three veterinarians; based on its history and symptoms (including incoordination,
narvousness, twitching, salivation), two of the three suspected rabies and recom-
mended suthanasia, Four days after arrival, the cat died and was found positive for
rabies. Twenty persons subsequently received rables postexpasure prophylaxis.

All LS, Custormns officiala heve been notified of these incidents and have bean
reminded that proof of rabies immunization must accompany all dogs =3 months of
age entering the United States from rablas-endemic countries and that all anlmals
sl ba in good health upon antry,
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Reparted by: TW de Marr, DV, Walpole Vetarinary Clinic, Waigols; (A Fratt, FE Shaw Jr, MD,
Seate Epidemiologist, New Hampshire Oé of Puldlc Health Sves, CF Ryan, DVM, KE Waeks,
JE Rolands, Log Angsles County Dept of Hesith Sves; KA Acres, MDOM, Acting State
Epidamiologist, Colifornia Dept of Health Sves. Div of Fiald Sves, Epidemiciogy Program Office;
Viral and Rickettslal Zoonoses Br, Div of Viral Disessss, Center for Infectious Diseasas, COC,
Editorial Note: Dog and cat rabies is hyperendemic in Mexico and most countries of
Africa, Asia, and Central and South Amarica {2.3 ). Dog rabies is extremefy rare in the
New England states; the most recent cases were reportad from Maine and Vermont
in 1878 [4 | Veterinarians should suspect rabies when a dog, cat, or other susceptibae
animal s imported from a rabies-hyperendemic area and develops an unexplained
rapidly progressive neurclogic disease,

Public Health Servica quarantine regulations (42 CFR 71.51] require thet all dogs
=3 months of age imported from countries not free of rabies have a valid rabies
vaccination certificate and be vaccinated at least 30 days befors entering the United
States (5). Unimmunized dogs may be permitted entry if they are vaccinated for
rabies and confined for at least 30 days after vaccination. However, & recent case of
rabies In an imported dog, which occurred despite appropriate rabies immunizetion
befora entry, lustrates that theas regulations, even when followed correctly, may not
always prevent imported rabies {6). It is highly recommended that cats from
rabies-hyperendemic countries ba immunized before entry. Dogs, cats, and other
rables-susceptible animals should not ba impaorted as pots from rabiles-hyperendemic
countries. Travelers to such countries should not take their peta with them or acquire
pets abroad unless absolutely necessary.
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1, California Department of Health Services, Symplomatic rabid cat arrives in Los Angeles on
alrliner fram Mexioo and ie pagsed throwgh port-of-entry. Calif Morbid 1968;13:1.

2. COC, Aabies survaillance 1986 MMWR 1987;36(suppd 351205,

3. World Health Organization. World survey of rabies XXII {for years 1984/88), Geneva: World

Health Organization, Division of Communicable Dissasses, 1587,

4. COC. Rabdes surveillance snnual summary 1978, Atlanta; US Depariment of Health and

Human Sarvicas, Pubdic Health Service, 1981.

6. Public Health Sanvice. Importations: dogs and cats, Faderal Register 1086;42:54-6,
& CDC. An imported cose of rabies in an immunized dog, MMWR 1287, 36:84-6,101.

Assessing Exposures of Health-Care Personnel
to Aerosols of Ribavirin — California

In April 1888, a hospital in the San Francisco Bay arsa asked the Occupational
Health Surveillance and Evaluation Program (OHSEP| of the California Department of
Health Services to eveluate occupational risks to health-care workers of exposure o
gerogols of ribavirin, an antiviral agent effective against many RMA and DNA viruses.
OHSEP subsequently asked the National Institute for Cecupational Safety and Health
{NIDSH) for technical assistance in assessing environmental exposuras.

From December 1986 through March 1987, OHSEP investigators performed sur-
veys in the pediatric intensive-care units {ICUs) of four San Francieco Bay area
hospitals to evaluate exposure levels associated with the various methods of
administering ribavirin aerosol. Twelve personal-breathing-zone air samples from 10
furges and two respiratory theraplsts and 14 air samples from the badside area were
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collected during the administration of ribavirin asrosols through oooygen tants, miat
masks, or vantilators. The health-care workers studiad spent an average of B0% of
their workshifts (range: 20%-B0%) at the bedeides of patients who recsived such
therapy. Shifts lasted 7-12 hours, and several health-care workare wore aurgical
masks while delivering direct patient cara.

Personal-breathing-zone air samples were collected on 37-mm glass fibar filtars
using personal sampling pumps held in open-faced cassattes attachad to the lapals of
the exposed health-care workers, Samples wers collected over full shifts during
which workers provided care for patients receiving aerosclized ribavirin, including
periods when the workers wers away from ribavirin-delivery areas. Air samples were
collected in the bedside area with similar purmps and cassettes placed at the hesds of
the beds of treated patients, NIOSH analyzed environmental samples for asrosalized
ribavirin using high-parformance liquid chromatography (detection limit: 1.0-1.4 g
per gample). Four of the general bedside-air samples were collected in duplicate for
independent confirmatory analysis by a radisimmunoassay technigue,

Of the 12 workers evaluated, the six nurses and two regpiratory therapists
providing direct care to patients who received ribavirin through an oxvgen tent were
exposed to the highest air levels over the workshift (mean ribavirin concantration in
personal air samples: 161 pg/m®, range: 89316 pg/m?L. The three nurses attending
patients who received ribavirin through a ventilator were expased to the lowast alr
concentrations {range: <1 to & ug'm?), and one nurse providing cara for a patient who
received ribavirin through a mist mask was exposed to a mean concaentration of
62 pgim®. Bedside area samples, collected continuously in the ribavirin-delivery
areas, showed generslly higher ribavirin concentrations than the correspanding
personal samples, averaging 317 pg/m” during administration through an oxygen
tent. Samplas analyzed by radisimmunocassay confirmad the results obtained by
high-perfarmance liquid chromatography. In four of the six measUremants per-
formed, ventllation in the ICUs exceeded the minimum room-air exchange rate
recommended by the U.S. Departmant of Health and Human Services for hospltal
ICUs (6 air changes per hour) (1), No correlation between unit vantilation and the
results of parsonal or area sampling was noted,

To evaluate the absorption of ribavirin by exposed hospital personnel, samples of
serum, red blood cells (RBCs), and urine were collected from sach participant at each
of three sampling times: befors, immediately after, and 3-7 daya after the first
warkshift with ribavirin exposure. Biclogical samplas ware analyzed for ribavirin by a
radicimmunoassay technigue with a detection limit of 0.002 pg/ml (2),

Eight nurses and two respiratory therapists submitted a total af 30 serum samples,
30 RBC samples, and 30 urine samples. Ribavirin was not detectad in any urine or
s2rum samples but was detected at a concentration of 0,44 pwa'mil in o ABC sampde
tollactad from a nurea § days after the first shift in which she gave direct care to a
patient receiving ribavirin through an oxygen tent. Environmental eamples collectad
during the work shift of thie nurse showed the highest concentrations of ribavirin in
air {personal: 318 ug/m?, bedside area: 1048 wg/m?) obsarvad in the study, This nurse
did not report any unusual er increased activity related to patiant care that might have
resulted in increased exposura.

No symptoms were reported by any health-care workers in this study.

Reported by: A Harrisan, MO, J Ballows, MPH, 0 Rampel MO, L Audedph, MD, Occupational
Haalth Surveillance and Evaluation Program; KW Kizar, MD, Califarnip Dept of Health Sves;
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A Jin, M5, J Guglisima, Pharm D, Univ of California, 5an Francleco; BE Bornard, MO, Northarn
Calffornin Decupational Hesith Canter, Hazard Evaluations and Technical Asaistance Br, Div of
Survalllgnoe, Hazard Evaluations, and Fleld Studies, and Measurements Ressarch Support Br,
Div of Physical Sciences and Engineering, National inglifute for Oocupational Safaty and Haalth,
COC.

Editorial Mote: Ribavidn {1-p-8-D-ribofuranosyl-1,2 4-triazole-3-carboxamide  [Vira-
zola*]liz & aynthetic nucleoside analog that appears to restrict the synthesis of viral
proteins and interferes with formation of the cap on viral-messenger RNA (3). In
1988, the Food and Drug Administration approved it for aerosol traatment of infants
and young children with severe respiratory synoytial virus Infection (4—& . Ribavirin is
usually administared through a specific serosol generator, which produces respirable
particles {mass median diameter approximabely 1.3 pm} at & rate of 12.5 L of ribawvirin/
gir mixture per minute, The asrocaolfair mixture is defiversd through & mist mask or
oxygen tent to the patient; the excess is exhausted directly into the room. Ribavirin
may also be used as an investipational drug administared through & ventilator, with
the excess aerosol in expired air being filtered to limit release into patient-care areas
{7). The administration route e usuvally determined by clinical considerations.
Duration of treatment is generally 3-5 days for 12-20 hours sach day, although longer
pariods may alzo be employed,

Ribavirin causes reabsorption of the fetus in pregnant rabbits and malformations
in the offspring of all rodent specias tested (8.9 ). It also causea tubular atrophy in the
testes of adult rats {# ], Based on date from studies in animals, ribavirin is contrain-
dicated for uge in pregnant women {1077 L.

Pharmacokinetic studies indicate that absorbed ribavirin is concenirated in the
RBCa of humans (12). In the only previous study of occupational exposure, ribavirin
was not detected in the RECe, plasma, or uring of nurses administering ribavirin
gerosal; air samplas wera not collected in that study (13 ). A simple mathematical
model, Incorporeting breathing-zone air level, respiratory minute volume, and a
factor of 70% [ 14 | for the frection of the inhaled dose absorbed, estimates an average
absorbed dose per workshift (B-12 hours) of 13.6 pg/kg body weight for nurses in the
present study who attended patlents receiving ribavirin through oxygen tents (15 ).
Thiz estimated absorbed dose exceeds 1100 of the short-term, daily-dose levels that
ware teratogenis in hamsters and embryalethal in rabblis (8).

Until a specifically designed control systemn is developed to reduce asrosol
amissions, health-care workers who are pregnant or may become pragnant should be
advisad of the potential risks of exposura during direct patient care whean patients are
receiving ribavirin through oxygen tent or mist mask and ghould be counseled about
risk-reduction strategies, including altenative job responsibilities. Also, becauss
visitors may apend considerable time in close proximity to a patient’s badsida, female
visitors who ars prégnant or may become pregnant should be informed of the
potential risks of exposure 1o aerosolized ribavirin. Bacause all area samples were
abtained only In direct proximity to the bedside, these data cannot be extrapolated
refiably to assess possible risks to persons working elsawhere in a room or ward
where ribavirin is being administered through oxygen tent or mask.

Ribavirin exposure levels thet do not cause adverse health effects cennot be
specifiad because of the lack of dose-response date in humans. Nevertheless,
because of the potentlal for exposure to a potent animal terstogen, emplovers should

“Use of trade names ks for identification only and doss net imgly endorsermant by tha US
Department of Haslth and Hurmen Servicas or the Public Health Sarvice.
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develop procedures designed to reduce employee exposure. Use of surgical masks to
reduce inhaled ribavirin dose is unlikely to be effective {16} and therefore does not
warrant racommendation as a protective measure. Although patient-care considar-
ations typécally determine the route of ribavirin administration, hogpital staff should
be aware that in this study, exposures to personnel were greatest when ribavirin was
administered by oxygen tent, less by mist mask, and least by ventilator. Worker
gxposures in this and other health-care settings deserve increased attention as the
axtent and complexity of occupational hazards in this environment become apparant,

Raferances

1. Haglth Resources and Services Administration, Minimem requiremants for eonstruction and
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FIGURE |. Reported measles cases — United States, Weeks 32-35, 1988
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{ DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary
*,
oiia Washingion, B.C. 20201

MEMO TO: Steven Grossman
Deputy Assistant Secretary for Health
Planniqg and Evaluation

FROM: Ge ‘Britten
De Adésistant Secretary

for Program Systems

SUBJECT'¢ Response to the President’s Requirement for
Implementing the HIV Commission Report.

I have attached, per Dr., Macdonald’s request, a summary of HHS
actions in response to the President’s directives on the HIV
Commission Report. Please note that we have several (items B,
D and G) for which more details will be forthcoming soon.

In addition, we are preparing a memorandum from Secretary Bowen
summarizing the more important actions for the report the
President asked for in September.

Attachment
a/s

¢c: DPeter Fischinger
Tim Ray
Ralph Reed



LIST OF REQUIREMENTS

President's Requirements for HHS in August 5, 1988 Memorandum
A, Review budgets for FY 1989-90

B. Hold consensus conferences on public health protection
C¢. Increase community=based education programs

D. Improve protaction of national blood supply

E. Accelerate drug and vaccine development

F. Assess private incentives for development and marketing of
HIV products

G. Evaluate the national health care financing system
H., Conduct speclal studies:

1. Out of hospital care and case management

2. State risk pools

3. Children with AIDS

4, Low-income disabled with AIDS

I. Update national plan for combatting HIV epidemic

Other Requirements from President

J. Establish an AIDS emergency fund

K. Inmplement OPM guidelines
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A. VIEW FY 19 D FY 1990 BUDG

Reguirement: The Prasident directed the Secretary of HHS to
review FY 1989 spending plans to incorporate relevant
recommendations of the HIV Commission. In addition, the
Secretary said, in a letter to Dr. Magcdonald, that HHS would
review the Commission recommendations in developing our FY 1990
budget.

Background

The FY 1989 Appropriations Conference action provides $1.29
billion (assumes FDA at Senate level) for AIDS activities in
PHS. This represents a 1,2% decrease from the President's
budget request.

The FY 1990 Budget Request for HHS was submitted to OMB on
September 1 and includes almost $3 killion for AIDS: $1.94
billion for the Public Health Service activities, $710 million
for Medicaid and Medicare and $305 million for Disability
Insurance,

Response/Status

As a follow=-up to the Commission report, all components of the
Department have bean asked to review their FY 1989 AIDS spending
plans to incorporate the recommendations of the AIDS Commission.
Additionally, components have been asked to identify all FY 1989
and FY 1990 resources devoted to each of the Commission
recommendations to which the Department has no disagreement.

The AIDS component of the FY 1950 budget request to OMB has heen
developed taking into account the AIDS Commisgsion
recommendations.,

Specifically for the PHS, the FY 1989 spending plans of each of
the PHS agencies have been reviewed within the context of the
recommendations proffered by the Presidential Commission on the
Human Immunodeficiency Virus Epidemic. The fact that the
Commission released an interim report several months earlier
which addressed many substantive lssues related directly to
various agencies' budgets was very helpful for fiscal planning
for FY 1989,

A second element is represanted by the development of the
Charlottesville Report and the HHS Implementation Plan for AIDS
which collectively represent the major departmental planning
exercise relative to the control of the HIV epidemic. Many of
the goals and objectives ¢f the report and plan are congruent
with the recommendations of the Commission, and have therefore
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alrsady been considered in the formulation of the FY 1990
budget.,

To date, with two exceptions, no HHS agency identified any
commission recommendations which have not been taken into
account already during the budget formulation process. The
exceptions are (1) the implementation of actions to protect the
blood supply, and (2) HCFA has not budgeted specifically for the
cost of the required evaluation of the health carae system (see

summary G). We currently are addressing how to deal with both
of these items.



B. SENSUS ERENCES HEALT ROTE ONS

Requirement: Convene a series of consensus conferences over a
12-month period invelving state, local, and private groups to
encourage them to adopt the specific public health measures
discussed in the Commission's Report, such as increased
counseling and testing, reporting of HIV infectlon, partner
notification, and health care worker safety. One conference
should address restrictive measures and criminal statutes
directed to HIV-infected persons who knowingly persist in
maintaining behaviors that transmit their infection. Another
possible topic is the serious problem of neighborhood resistance
to facilities for the care of HIV patients, drug abusers, and
group homes for HIV-infected infants and children.

Response/Status

HHS has already initiated a series of conferences which
partially fulfill this directive. A U.S., Health summit on HIV
Infection is scheduled for November 28-29, 1988, in Washington,
D.C. Participants will include State Health Commissioners,
gubernatorially appolnted AIDS Coordinators, representatives of
State Medical Societies, and local health officers. The purpose
of the meeting is to strengthen public health measures to reduce
the spread of AIDS, The conference will provide a forum for

" public¢/private sector collaboration on efforts to reduce the
spread of HIV infection and an opportunity to share information
about HIV=policies, programs and further needs. Workshops will
be included where participants will develop recommendations for
the conduct and content of the future ceonsensus conferences.

Numeroug other conferences, either held recently or planned by
the PHS during the next 12 months, meet the definition of
consensus conferences.

- The CDC, together with NIMH and other PHS agencies,
sponsored the National Conference on Prevention of HIV
Infection and AIDS in Racial and Ethnic Minorities in August
1988; over 2,000 participants attended. Follow=-up PHS
regional conferaences involving all PHS Agencies and the
Office of Minority Health are expected in fiscal year 1989,

- CDC will joeintly support, with the Department of Labor, a
conference to be held in January 1989% on the OSHA workplace
etandards for blood-borne diseases.

- HRSA is planning a second national conference on the
planning and management of health care services for HIV-
infected patients, following the conference held in
Charleston, S.C. on August 4=6, 1988. One major topic will
be the health care facllities and housing needs of HIV
patients.
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- In October, HRSA will co-sponsor a conference on drugs and
AIDS, organized by the New York State Hospital Assoclation
The conference will address issues related to providing
family oriented care for IV drug abusers.

- HRSA will sponsor a two=-year followup to the April, 1987
Surgeon General's Workshop on Children with HIV Infection
and Their Families in Los Angeles,

- HRSA is joining with NIDA and NIMH to sponsor a series of
conferences on developing appropriate services for
adolescents and youth at risk of HIV infectilon.

- The HRSA supported Regional Education and Training Centers
will be conducting consensus conferences during FY 1989,
addressing such topics as the safety of health care workers,

- OASH and ADAMHA are developing a Gubernatorial Consensus
Conference on Federal=State strategies to overcome neighbor-
hood resistance to drug abuse treatment facilities, training
needs of alcohol, drug abuse, mental health workers,
alternative drug abuse service facilities and mainstreaming
drug abuse care with primary care.

- ADAMHA has underway in FY 1988 five regicnal training
sessions targeted to ethnic minorities and another five
sessions on reaching hard-to-reach audiences. State and
community leaders will be included in these conferences.

Other conferences==particularly ones on restrictive measures and
criminal statutes, and neighborhood resistance that involve
subjects of concern to other departments=-are being planned in
the context of Interagency Working Group on AIDS. A conference
plan should be ready by September 27, with revisions to be made
after the November c¢onference dlscussed above.



o OMMU -BASED TION oG

Requirement: Increase the number of community-based educational
programs, especially programs directed to those women and
members of minority groups who are at highest risk of HIV
infection. Thase programs, especially those directed to youth,
should place greater emphasis on the Principles for AIDS
Education, for their efforts to prevent the spread of HIV
infection., Please collaborate with the Department of Education
in developing youth-oriented programs.

Raesponse/Status

HHS has substantial continuing efforts, as well as a humber of
new initiatives, for community-based educational programs.

The general educational effort has been under the aegis of the
Centers for Disease Control. Within the National Public
Information Campaign, at-risk and special population groups have
been emphasized, i.e., women, children, and minorities. This
Campaign is expanding existing support to 54 state and 16 local
education agencies and 20 national organizations that serve
Anerican youth. The CDC has augmented community=based programs
through support of 30 national and regional minority organiza-
tions in FY 1988 which will be continued in FY 1989. Further
expansion of minority education will be achilieved through direct
funding of minority community-based organizations in FY 1989.

In addition, a number of PHS efforts address special
populations:

o The Indian Health Service and the CDC are developing
culturally relevant prevention and education programs for

Indian community groups and Bureau of Indian Affairs achool
teachers.

0 HRSA has community-based education programs in each of the
20 AIDS Service Demonstration Grant projects primarily
focused on youth and women; HRSA ccordinates with CDC in
this effort. Most of HRSA's 13 Pediatric AIDS Health Care
Demonstration projects have community education components.
CDC will be investigating effective means of preventing
perinatal HIV infection in these and other pediatric
programs.,

0 ADAMHA has devsloped educational programs for young people
informing them how intravenous substance abuse results in an
increased risk of HIV infection. Fifteen national
organizations will be funded to implement 8-10 community
based programs each through their local affiliates. Four
speclal studles (general ycuth, hard=to=reach youth,
Hispanic youth and Natlve Americans) are to be conducted in



1989 on risk assessment and effective community-based
intervention. These studies have implications for HIV
infection control measures through community-based efforts.
Within NIDA's AIDS outreach demonstrations emphasis is
placed on educating intravenous drug abusing women, pregnant
drug abusers, female sexual partners of IV drug abusers, and
prostitutes about HIV infection.

Wherever pertinent, these efforts have involved consultation
with the Department of Education, and utilize the pPrinciples for

AI ation.



D. ON OF TH ob _sUP

Reguirement: Implement actions within the next 45 days (by
September 20, 1988) that address the blood safety lssues raised
by the Commission. This plan should address: (a) the prompt
notification of transfusion reciplents who are at increased risk
of HIV infection; (b) steps to improve HIV lahoratory quality
and HIV screening tests; and, (c) ways to encourage the use of
autologous transfusions in appropriate circumstances.

Backaround

Currently, a three-tiered system is in place to ensure that
contaminated blood or blood products are not transfused. First,
since 1983, when blood-borne transmission of AIDS seemed likely,
the Public Health Service issued recommendations that
individuals who practiced recognized high-risk behaviors for
AIDS voluntarily refrain from donating blood or plasma. These
recommendations have been modified over time as our knowledgs of
the epidemiclogy ¢f the disease has expanded. The application
of these guidelines has proven to be very effectlve in
eliminating at-risk donors from the donor pool. Second, in
1986, a method earlier adopted in several centers for donors to
exclude their units from the blood supply in a confidential
manner was instituted nationwide. Finally, the third level of
protection, which was initiated in 1985, is testing of all units
of blood and plasma for antibodies to HIV. By implementing all
three levels of protection, the risk of HIV transmission by
blood transfusion is exceedingly small., The small number of
transfusion-associated infections which have been reported since
1985 probably occurred because HIV antibodies had not yet formed
in infected donors when the screening was done and thus were not
detectable by the screening tests used. This is a rare event,
with published estimates of risk ranging from a high of 1 in
40,000 to a low of 1 in 250,000,

Response/Status

HHS has several ongoing efforts that address blood safety issues
raised by the Commission. Two agencies of the Public Health
Service, the Food and Drug Administration (FDA) and the National
Institutes of Health (NIH), are workKing ceollaboratively on this
effort. A detailed plan to address the requirements is under
development and should be completed by September 23 or sooner.
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E. ACCELERATIN D VACCINE DE OPMENT

Requirement: Implement actionsa within the next €0 days (by

October 5, 1988) to improve and accelerate further the process
for development, evaluation, approval, and distribution of HIV-
related vaccines, drugs, and devices, This plan should draw
upon research of Fedaral and Stata governments, the private
gsector, academia, and national laboratories.

Ba ound

The development, evaluation and approval of new vaccines and
theraples for AIDS occurs in two major phases: (1) research/
development, for which the NIH has primary responsibility; and
(2) approval of new products, which is FDA's responsibility.
Both agencies work closely together to ensure that the naw
therapies and vaccines are being rapidly developed, and are
reviewed for approval expeditiously.

Response/Status

NIH has developed a Plan for AIDS Vaccine Development and
Evaluation which describes a multidisciplinary framework for a
cooperative effort among government-industry-academia to
expedite AIDS vaccine development. The primary goal of the plan
is to utllize innovative strategies to maximize interaction of
public and private sector components for rasource allocation,
reagent distribution, technology transfer, and information
axchange, The Vaccine Plan currently is being reviewed by the
NIH AIDS Program Advisory Committee, Based on its review, the
Committee will develop a priority listing of the recommendations
contained in the Plan.

NIH has also made a major commitment to the development of
rational drug moedels for potential AIDS therapies by
establishing the Natjional Cooperative Drug Discovery Groups
(NCDDG) ., These groups are comprised of scientists from
government, academia and industry who are working together to
discover, develop and move new AIDS therapies rapildly through
the stages of preclinical testing.

FDA has developed a proposal, as directed by Vice Presidaent
Bush, designed to expedite approvals for therapiles that are
intended to treat life-threatening illnesses such as AIDS. The
proposal, submitted to OMB on September 6, contains several key
elements:

o Early consultation by FDA with the sponsor to develop Phase
2 studies which could provide definitive data on safety and
effectiveness, warranting marketing approval., This will, in
effect, compress Phase 2 and Phase 3 studies, shortening the
approval time,
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Focused FDA research when the sponsor is, itself, unable to
conduct all necessary research or when FDA c¢an contribute
special regearch expertise (e.g., pharmacokinetics).

Risk=benefit apnalveis to assess the risks of the disease
balanced against the identified benefits and risks of the
product.

Treatment IND status for appropriate drugs which will serve
as a bridge between completion of Phase 2 testing and
marketing approval.

Phase 4 studies may be requested following expedited
approval of the product to develop additional information
about the product's risks and benefits after marketing.

Proactive involvement of the Commissioner and other Agency
officials with sponsors will assure that product review is
proceeding on schedula.

Safequards will be included to assure the safety and
effectiveness of products approved through the expedited
Process.



F. INCENTIVES FOR DEVELOPING AND MARKETING
OF_HIV PRODUCTS
Requirement: Provide within 120 days (December 5, 1988) an

assessment of private incentives for development and marketing
of HIV products, including an evaluation of the need, if any, to
have Federal authority to offer increased incentives in exchange
for royalties, licenses, or pricing concessions. This assess-
mant should take into consideration solutions proposed in the
February 1986 report of the Tort Policy Working Group. In doing
this assessment, please consult with the Departments of Justice
and Defense.

Respo us

The Department has several ongoing efforts that address
appropriate incentives for private sector development of drug
products discovered with Federal funding, and intends to
complement these existing efforts with new initiatives.

Many existing afforts help promote rapid technology transfer of
HIV-related products, particularly the granting of commercial
incentives to private sector companies in exchange for develop-
ment and marketing resources. For example, various forms of
collaborative agreements, including those under the Federal
Technology Transfer Act of 1986, between Federal laboratories,
(e.g., NIH) and commercial research-based companies, hava
brought about rapid progress towards new AIDS-related products.
Mechanisms such as axclusive grants of marketing rights and
waivers of royalty or patent licensing rights permit Federal
laboratories to provide more successful incentives for rapid
commercialization.

Over and above these existing efforts, the Department has asked
the Technology Management Advisory Board of the Public Health
Service to conslder the extent to which these incentives to
private industry might be refined, expanded, or improved. This
Board will also consider the appropriate Federal role in
encouraging reasconable pricing for HIV-related products, such as
AZT, developed in part with Federal funds., This Board will also
consider recommendations that might improve the quality of the
technology transter program generally. The Board has appointed
a Working Group to address these issues on a priority basis.

The Working Group first met on August 31 and intends to draft
its recommendations in October. Findings will be available to
meat the time requirement directed by the President.

One factor that may be inhibiting rapid development of some HIV~-
related products, particularly vaccines, is the manufacturers'
fears of liability suits. Although it is difficult to know if
there exists any actual and serilous risk of liability, the
Department recognizes that the very perception of significant
risk could delay important research and development afforts,
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particularly in the area of vaccines. Secretary Bowen directed
on April 27, 1988, an examination of this potential problem.

Accordingly, HHS is investigating the parameters of liability
issues for HIV-ralated products, in consultation with groups
that have addressed liability issues. The findings, which will
also be coordinated with the Departments of Justice and Defense,
will be available by Decembar 5, 1988.



G. EVALUATE THE HEALTH CARE FINANCING SYSTEM

Reguirenent: Undertake an evaluation of our current system of
health care financing to be completed within 1 year.

Response/Status

HHS ¢urrently is completing its plans for the evaluation which
will be c¢oordinated by the Health Care Financing Administration.
It (as suggested by the President's HIV Commission) will focus
on access to care by the American public, both the uninsured and
the underinsured. Although theoretically access could involve
such matters as facilities, outreach programs, specialized
disease or health problem initiatives, personnel recruiltment and
training, and the special problems of long~term care, tha study
will not extend to these areas because of concerns with scope
and manageability. The evaluation will concentrate instead on
financing and insurance jissues.

Particular attention will be pald to the experlence of low-
income disabled individuals (&.¢,, with the SSI Medicaid
eligibility process) in keeping with the President's request
that ways be studied to increase the responsiveness of the
system to that group (see summary H(4)).

The evaluation will use the wealth of information we have
collected in responding to the President's directive on
catastrophic health care, plus othar studies concerning access
to health care in thie country.

There are also several related activities. First, PHS is
working with HCFA to plan a series of regional conferences
regarding the financing of health care services for HIV
patients, The specific topics, dates and locations of these
conferences are still to be determined, but they will deal with
financing-related recommendations of the Presidential Commission
on the HIV Epidemic¢ and PHS' Charlottesville Conference.
Conferences will cover such topics as promoting private sector
involvement in paying for services, exploring ways to finance
non=-traditional services (including housing=related services),
and encouraging states to adopt risk pools.

Second, PHS also will study the financing of services provided
in the networks of care supported by the AIDS Service
Demonstration Grants. A data collection survey which will
gather information on the demographics of the patients being
served by the grantees and on the primary source of payment for
each of the brecad categories of care provided for in the
networks is being submitted for OMB clearance,
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H(1)., SPECIFIC STUDIES ON HEALTH CARE--OUT OF HOSPITAL
AND CASE MANAGED CARE

Requirement: Conduct specific studies of ways to promote better
out-of-hospital and ¢ase managed caras.

Regponse/Status

HCFA 1s coordinating efforts to respond t¢ tha requirement.
These include =--

Q

HCFA 1s encouraging states, under the home and community=-
based services waiver program to provide more cost-effective
care for persons who would otherwise be at=-risk of
institutionallization, focusing particular attention on
persong with AIDS. Overall, there are 46 States with
currently active walvers, with 7 states specifically
identifying AIDS/ARC patients as a category of patients
being served under theilr wailver programs. The seven states
are: New Jersey, New Mexico, North Carolina, Ohio, Hawalli,
Illinecis, and South Carolina., HCFA will continue to
encourage additional states to avail themselves of this
optional waiver program as a means of promoting out=of=-
hospital and case-managed care,

HCFA has been encouraging states and other organizations to
conduct studies of the effectiveness of out-of~hospital and
case=-managed care through the annual solicitation for
research and demonstratilon proposals. In both the FY 1988
and the proposed FY 1989 solicitations, HCFA has soliclted
projects that assess the effects of innovative state, local,
and private programs in promoting such care for AIDS
patients., (Although no application was funded in this area
in FY 1%88.) In the FY 198% notice, HCFA has included a
solicitation for studies that examine the use of Medijcaid
waivers, hospice care, home health and other ambulatory
gervices in providing cost-effective alternatives to .
inpatient care for AIDS patients,

NCHSR has developed a program announcement to stimulate
investigator=initiated research. One priority area 1is
research that invelves analysis of the effectiveness and
efficiency of health-care delivery for HIV-infected persons.
NIH has other program announcements for investigator-
initiated biomedical research.

HRSA is conducting an evaluation of patterns of utilization
and coste in four AIDS Service Demonstration Grant projects,
This evaluation, which is being performed by Project HOPE,
will concentrate on out-of-hospital care and is scheduled
for completion late next summer. An additional study of
these demonstration grants is preparing descriptions of the
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range of sarvices provided in each city, and of the
relationships among service providers in the network. HRSA
also has a contract for evaluating the results of a small
scale study of ambulatory care costs of AIDS patients in the
San Francisco area.

This fall, HRSA will begin a two-year evaluation of

Ragional AIDS Education and Training Centers. This
evaluation will identify ways to improve the effectiveness
of the Centers in preparing health professionals to care for
HIV-infected people and will begin to assess thelr impact on
this objective.



H(2)., ¢ _STUDIES LTH CARE -- STATE RISK PO

Requirement: <¢onduct specific studies on ways to encourage
gtates to establish insurance risk pools for medically
uninsurable persons,

Background

About one percent ¢f the United States population is estimated
to be medically uninsurable due to pre-existing medical
conditione, including AIDS. When private insurance is
avallable, the price is often prohibitive or the pre=-existing
conditions are excluded from coverage for the first year or
longer. Without insurance, many of these people are unable to
pay the high medical bills they often incur. This results in
financial strain on health providers. It also means financial
hardship for the individuals and their families and the
depletion of resources until the individual qualifies for
governmant=subsidized care. Risk pools are legislatively
established health insurance programs intended to make insurance
available to people considered otherwise uninsurable. The
resulting coverage can reduce the impact on personal finances
and the dependency on Medicaid.

Fifteen states have enacted legislation establishing subsidized
. risk pools; of these, 13 are active, BSome 20 states considered
(but none anacted) risk pool legislation in 1987=-88, According
to a GAO report, all existing pools appear to cover AIDS, and
four (Indiana, Iowa, Minnesota and Nebraska) specifically
include AIDS among the dlagnoses that are grounds for
presumptive pool eligibility.

Response/Status

@ HHS has proposed, and will repropose, to OMB that tha
Administration support enactment of S. 1634 proposed by
Senator Durenberger which would encourage states to
establish risk pools, would establish very limited Federal
requirements (which should be further modified), and would
provide $30 million in "seed money" spread over 3 years.

o] HHS will promote atate enactment of risk pools in several
forums, including the consensus c¢onferences required in the
action plan, and through speeches, letters, and other
interactions with the National Governors' Assoclation and
the National Conference of State Legislatures.,

o Through the evaluation of existing risk pools and the
development of several model risk pool statutes, HHS will
act as a resource center to help states wishing to c¢onsider
enactment of legislation to estaklish risk pools. We will
communicate this to all states.
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H(3), SPECIFIC STUDIES ON HEALTH CARE=~HIV=
NFE FANTS CHILDRE

Reguirement: Conduct specific studies on ways to increase the
responsiveness of the public health and health services systenm
to HIV-infected infants, children, and adolescents.

Response/Status

In February 1988 Secretary Bowen established a speclal
initiative on pediatric HIV infection to focus and develop HHS-
wide efforts to address this problen.

A Departmental work group was formed under the leadership of the
PHS. That group has completed its report and provided it to the
Assistant Secretary for Health on August 31, It is now under
review by PHS and other components of the Department. It
includes many recommendations, including ones concerning
resources, provision of health care gervices, financing of such
services, and prevention of HIV infection. HHS agency review
should be completed by late September, and particular
implementation actions will be identified and included in the
plan discussed in the summary of item I.

There also are a number of ongoing activities aimed at pediatric
AIDS, such as HRSA's recent award of 13 grants totalling $4.4
million to states and communities for the funding of projects
demonstrating innovative approaches for intervention in
pediatric AIDS, particularly to reduce perinatal transmisgion of
AIDS and develop family centered services; several evaluations
to assess problems ln foster care for children with HIV
infection and identify potential solutions; and NIH will be
working with FDA to revise that agency's guidelines to permit
early testing of promising agents in infants, children and
adolescents~=-simultaneous with testing in adults.



H(4)., SPECIFIC STUDIES ON HEALTH CARE =-- Disapic.

Reguirement: cConduct specific studies to increase the

responsiveness of the health care system to low-income disabled
individuals.

sponse us

Responsiveness of the health care system to the needs of low-
income, disabled persons will be addressed in the overall eval-
uation of the health care system summarized in item G.
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I. NATIONAL PIAN FOR COMBATTING HIV

Requirement: Provide an update by December 15, 1988, of the
1986 PHS plan for combatting HIV infection, reflecting, in part,
both the Commission Report and the recent Public Health Service
Charlottesville Planning Conference,

Background

The PHS has led the effort to contrel the human immunodeficiency
virus (HIV) infection since 1981. Many of the salient contribu-
tions by the various Agencies of the PHS have bean developed
within the context of an ongoing planning process.

Response/status

The Assistant Secretary for Health (ASH) convened a meeting in
June 1986 to develop a comprehensive plan for the entire PHS,
That plan was used to coordinate efforts through 1988, but new
developments necessitated a major update. In response, tha ASH
convened a second PHS ATDS Prevention and Control Conference in
garly June 1988 in Charlottesville, Virginia, to develop a new
PHS coordination plan. The report of the meeting contains an
assessment of the last two years' effort, the major issues
facing PHS, 222 goals, and 554 aspecific objectives as priority
areas. The report is expected to ba published in October 1888,

The Department is developing an implementation plan which will
identify the major goals to be carried out in FY 1989 with
gpecific¢ objectives and dollars alloted, It will include
implementation of Commission recommendations, as appropriata.
The PHS Charlottesville report/plan discussad above will serve
as the major component of this implementation plan, with
components added by other HHS agencies. The final plan is
expected to be ready simultaneously with the Charlottesville
Report.

Similar implementation plans will ba prepared for future years.

In addition, wea plan to use both the Charlottesville Report/HHS
implementation plan, and the President's Commission Report, to
establish a tracking and monitoring system for HHS activities
combatting HIV infection.



J, ESTABLISH AN AIDS EMERGENCY FUND

Recuirement: Seek a speclal HIV emergency fund in the FY 19%0
budget for unanticipated problems and opportunities.

Response/Status

The FY 1990 budget request sent to OMB on September 1 includes
$25 million for an AIDS emergency fund.



K. MP NT _OPM GUID NES

Requiremant: Every Federal agency is to adopt a policy based on
OPM guidelines for AIDS information and education and personnel
management.

Proposed Response/Status

In response to OPM's Guideline of March 24, 1988, the Assistant
Secretary for Personnel (ASPER) issued Personnel Manual
Instruction 792=-4, AIDS he Workplace, which provides HHS
policy on empleymaent issuas concerning AIDS in the HHS
workplace. ASPER is also preparing a memorandum for the
Secratary to send to all HHS employees regarding AIDS in the
workplace.

In addition, ASPER has developed continuing education programs
for the Employee Counseling Service. A videotape entitled "One
of Our Own = A story About AIDS in the Workplace" and
accompanying educational materials are available for Employee

Counseling Service personnel., A report, AIDS: The Facts ~ A
Special Report, was prepared and distributed in 1987,

Finally, Employee Counseling Service personnel are encouraged to
utilize available programs and informational materials as they
work to educate HHS employees about AIDS. Brochures of these
materials are displayed in Employee Counseling Service centers
for distribution. Counseling Service staff members also attend
workshops, conferences and/or seminars on AIDS education
whenaver possible, as part of their in-service training.
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Bowen May Back AIDS Anti-Blas Law

HHES Secretary Bowen may be ready to drop s
resistance fo a federal pan on biae against people
with AIDS and those infected with HIV. 'T.‘h, evis
dence: a draft 'eucr (o Altorney General Richard
Thorubuigh in which Bowen cails an AIDS hias ban
"Critical to ensure the success of our efforts (o
protect the public health The tetier was drafted
for Bowen by DHS Assistant Secietary for Health
Robert Windom, MD; the HHS chief has not yet
signed it Absent a vaccing or cure, the letier 3ays
HIV testing and counseling is kKey to controlling
the epidemic. Success in that effort “will be great-
ly affected by the extent to which persons at risk
for HIV Infection understand themselves to be pro-
tected frome discrimination. , . Where current law
provides adequate protections, we need to clarily
and enfoice those pirotections. Where current law
is inadeguate, we must seek change."

VA Chlatg Depart; HCA Golng Private

Changes at the heimi of on# major hospital industry
player and a leversged buyoutr bid for another il-
luetrate how sharply competition continues o sher
the profife of the health industry. Seprt 14 news of
the sudden depariute of vo.untaty Hospitals of
AMEIA (mn"‘an am CEO Donald Arnwing and
Thomeas Resd, president and CEQ of for-profit sub-
sidiary Vo z‘m..y Hosgitals of America Enterprises,
was followed by Sept. 15 announcements of a levs
eraged buyout attempt involving Hospital Corp. of
America, Amwine and Reed cleaned out their desks
immediately; MoGraw-BHill's Hrealth Business teparts
that the turmoil at VHA may stem from growing
too fast. “"Worse than expected” financial results
inciude a $5.7 mUtion net loss for the quarter end-
g Junc 30; a year ago, that figure was %7.4 mil-
tion. On Sept. 15, management at HCA, & major
yor-prefit chain, announced plans to take the firm
private. HCA Chalrman and CEO Thomas Frist and
members of his teain have offered $47 a share.

& Revisee Medicare Kickback Rogs

Hospitals could waive Medicare cost-sharing if they
did so for ali beneficiarics, under ruie revisions
drafted by HHS Inspector General Richard Kusse-
row. The proposal follows HHS Secretary Bowen's
override of Kusserow's carher plan (o ban cost-
sharing waivers (M 8/29/88). There “would ap-

e

ro

pear to be no substartial federal harm resulting
from this practice,” seys the draft, a copy of
which was obtained by Medicing & Health, Under
the ruies, hospitais wouid have 10 offer the walver
regardless of diag,m:'sis or teiigth of siay. The IG
also has softened his carber prepesal 1o limic dise
counts by supply companies The new ruies wonld
allow suppliers to give pilce breaks or addinonal
itemis for free as long #s it is spelicd oul on the
invoice or statement. The 1G rejects a blanket
"safe harbor" for preferred provider organizaiions
(PrPOs) bur says the rules should cover "many rela-
tlonships in PPQs."

HCFA Slgns Now PRO Contracts

New three-year HCrA ¢ontracts with peer review
organizations in seven s-’a(cs give the PROs signi-
ficant increases, Existing coniraciholders n Dela.
ware, Nebraska, Moe A,qm, Wyoming, Ruode Island,
Missouri, and Washington have gotieén new pacts
New Jersey’s PRO has gotten & two-month exten-
sion of its contract duiing negotiations. HOFA be-
gan replacing the old twe-year oyele with stag
gered three-year deals 10 ¢ase ithe renewal procgss
The PROs¢ il get a8 mach sy 5 percenl more per
year under the new gontracts, veports Mclraw
Hill's Unitization Review. Additional work =« raview
of ambulatory surgery, MMO3, homeé hesith agen-
cies, and nursing homes -- will ¢p the cost af re-
view, HCFA says Payment for hospital pholocopy-
ing costs also I8 factored in.

Dukaklis Alde Blasts Bush Heaith Policy

The Reagan Adminlstration has pursued "cest cone
tainment at any price” with "manonaa' cuts in
health budgets, says the top health adviser (o
Democratic candidate Nlichaei Dukalus, Republican
candidate George Bush "hasm't displayed an interest
in health care,” zays David Blumenthal, MDD, senior
VP at Boston’s Brigham & Women's Hoespital and an
unpald adviser ta the Dukakis campaign. At a Sept,
15 debate sponscr=d by the American Hospital

Assn, he polnted to Massachusetts’ vniversal health

lnsurance coversge law, expanslve Medicald proe
gram, and emphasis en preventien. ui,.s’ remesm-
tative, hospital administrator David Jac Svson, said
his man is “"truly compassionate’ and will pursue
"innovative” health policles. But Blumenthal kept up
the offensive, accusing the Adminiiration of pur-
suing a "let it burn” AIDS policy.
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STATEMENT OF
s ADMINISTRATION
POLICY

September 13, 1988
(House)

H.R. 5142 - AIDS Counseling, Testing, and Research Act of 1988
(Waxman (D) California)

The President has taken decisive actions to advance the battle
against AIDS through both his FY 1989 Budget =-- which includes
$1.3 billion for Department of Health and Human Services’ (HHS)
AIDS-related research, prevention, and treatment programs =-- and
his recently-adopted 10 point action plan, which responds to the
recommendations of the Presidential Commission on Human
Immunodeficiency Virus (HIV) Epidemic. This plan orders a number
of actions to focus the efforts of the Government and private
sector on this tragic human problem. Additionally, staff
resources will be added in FY 1989 to the already significant
numbers of Federal staff assigned to work on HIV.

Any legislation in this area must be fashioned carefully to help,
rather than hinder, Federal, State, local, and private research
and actions to inhibit the transmission of HIV. For the reasons
stated below, the Administration does not believe H.R. 5142
should be enacted at this time.

Specifically, H.R. 5142 would:

-- provide Federal protections for confidentiality of
records related to HIV testing and counseling. The
Administration is looking carefully at the
appropriateness of enacting Federal provisions on HIV
confidentiality. H.R. 5142 also requires routine HIV
antibody testing and counseling in certain settings,
which the Administration has endorsed previously (e.g.,
in family planning clinics and clinics that regularly
provide care for sexually transmitted diseases). The
bill would also assure that counseling accompanies the
testing. Although their goals are laudable, these
efforts must not burden those dealing with this disease
in the front lines with new Federal reporting and
paperwork requirements, nor should they force uniform
approaches on varying local HIV populations and
problems.

-- seek to clarify HIV research authorities and institute
improved management practices, such as expedited grant
awards. The Administration continually seeks ways to
build upon management improvements already implemented,
which include coordinated HIV planning in HHS and
expedited grant awards. In this regard, care must be



taken not to overregulate the content and practice of
HIV research and prevention. Impressive advances in
HIV research and prevention have been achieved under
broad statutory authorities which permit rapid and
flexible responses to changing research opportunities.

® ® & ® & & ® &

(Not to be Distributed Outside Executive Office of the President)

This draft of a position was developed by LRD (Pellicci) in
_consultation with HIMD (Kleinberg/Clendenin/Jacob), OIRA
(Eisinger/Koss), the White House Office of Policy Development
(per Bob Sweet), and the White House Drug Abuse Policy Office
(Macdonald). HHS (per Kay Holcomb, Office of the Assistant
Secretary for Legislation) and Justice (per Faith Burton, Office
of the Assistant Attorney General for Legislative Affairs) agree
with the position.

Background

The Committee on Energy and Commerce report on H.R. 5142 is not
available (H.R. 5142 was introduced on August 3, 1988). The
information used to develop the proposed position was provided by
HHS staff (Kay Holcomb).

H.R. 5142 is a new bill combining the provisions of H.R. 4757,
the "AIDS Counseling and Testing Act of 1988," H.R. 4850, the
“"AIDS Research Act of 1988," and H.R. 2881, "National Commission
on Acquired Immune Deficiency Syndrome Act."

The "Watkins" Commission report recommends additional support for
research, prevention, and treatment from all levels of
Government. It also recommends confidentiality provisions like
those proposed in H.R. 5142. Moreover, provisions similar to
H.R. 5142 are also contained in the erght-Mlchel, "Omnibus Drug
Initiative Act of 1988," H.R. 5210.

Administration Policy

The Administration has not submitted any authorizing legislation
pertaining to AIDS. The Administration has maintained that
current authorities are sufficient to carry out the President’s
proposals to combat AIDS. The President’s FY 1989 budget request
of $1.3 billion for HHS AIDS research and education ($2 billion
government-wide, including other agencies) represents an increase
of $349 million, or 37 percent, over FY 1988.

In remarks to the American Foundation for AIDS Research Awards
Dinner on May 31, 1987, the President announced that the Federal
Government will encourage routine AIDS testing for aliens and
immigrants, prisoners, marriage license applicants, and
potentially other groups. Regulations published on June 8, 1987,
require AIDS antibody testing of aliens and immigrants.



A Statement of Administration Policy (SAP) opposing §. 1220,
Senator Kennedy’s "AIDS Research and Information Act of 1987,"
was sent to Congress on October 1, 1987, and a revised SAP also
opposing the bill was sent on April 20, 1988 (S. 1220 was passed
by the Senate on April 28, 1988, 87-4). Moreover, a SAP opposing
H.R. 2881, a bill creating a National Commission on AIDS, was
sent to Congress on August 4, 1987 (H.R. 2991 was passed by the
House on August 4 by voice vote).

Description of Bill

H.R. 5142 has three parts:

Counseling and Testing. This portion of the bill would:

-- authorize appropriations of $400 million per year for
FY 1989 through FY 1991 for counseling and testing
grants to States and to existing health care facilities
serving persons with high-risk behavior (e.g., VD
clinics, drug abuse clinics, family planning clinics,
community and migrant health centers, public hospitals,
etc.):

== guarantee confidentiality of test results (regardless
of whether or not Federal funds are involved), with
Federal, civil, and criminal penalties for willful or
negligent disclosure;

-- require States to establish procedures to notify
emergency workers if an injured person they cared for
had AIDS or tested positive for HIV;

-=- require States to test and counsel all persons
convicted of prostitution, sexual assault, or crimes
related to IV drug use; and

-- provide civil and criminal penalties for individuals
who knowingly transmit the HIV to another person.

Research. This part would authorize "such sums" for FYs 1989-
1991 for various National Institutes of Health (NIH) research
authorities; e.g., establishment of: (1) additional inpatient
drug therapy evaluation units at NIH, (2) a research program to
evaluate unlicensed treatments in current use by AIDS patients,
(3) international AIDS research efforts, and (4) a program of
long-term virus genetics research for development of AIDS
treatments.

The bill would also require expedited review of AIDS research
applications; authorize up to 780 additional FTEs for AIDS
activities; require GSA and OPM to respond quickly to HHS
requests for space and personnel; and establish CDC training
fellowships for researchers in epidemic control services.
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Establishment of a National Commission on AIDS. The Commission
would consider and make recommendations on national policy and
priorities with respect to AIDS research, testing,
confidentiality of test results, treatment and care of AIDS
patients, prevention of transmission, and education regarding
AIDS. The Commission would be composed of 15 voting members
including five appointed by the President (two of whom would be
the Secretary of HHS and the Administrator of Veterans’ Affairs),
five by the Speaker of the House of Representatives, and five by
the President Pro Tempore of the Senate. A final report would be
required not later than two years after the date on which the
commission is fully constituted.

Current Status of H.R. 5142

On August 10, 1988, the House Rules Committee granted a modified
open rule providing one hour of debate on H.R. 5142.

Twelve specific amendments will be in order. Among the
amendments allowed are Dannemeyer proposals to: require testing
for HIV of individuals convicted of a crime and sentenced to
imprisonment and of hospital admittees aged 15-50 who will have
blood tests or surgery; require that State public health officers
be provided with information sufficient to locate individuals who
are infected with HIV; and delete the bill’s provision
establishing an AIDS Commission.

The rule also makes in order Pelosi amendments to establish
demonstration AIDS Monitoring and Treatment Centers that focus on
early monitoring and intervention, and demonstration grants for
follow-up counseling and mental health services for infected
individuals. Mr. Madigan will offer an amendment to delete the
bill’s expedited processes for space and personnel requests and
to make the hiring of new personnel (the 780 authorized
positions) subject to the availability of appropriations.

Mr. Waxman will offer an amendment to require the Secretary to
encourage manufacturers of drugs that may be potential AIDS
treatments to apply for research exemptions already available
from the Food and Drug Administration.

LEGISLATIVE REFERENCE DIVISION DRAFT
9/13/88
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A BEHAVIOR BASED MODEL OF THE INITIAL GROWTH
OF AIDS IN THE UNITED STATES
Stirling A. Colgate, E. Ann Stanley, James M. Hyman

Scott P. Layne, and Clifford Qualls

Abstract

The cumulative number of AIDS cases in the United States has grown as the cube
of time rather than exponentially. We explain this as the result of partner choice and
sexual frequency in a biased mixing, risk-behavior model. This leads to a saturation wave
of infection among risk groups moving from high to low risk. The universally applauded
decreasing growth rate is then not yet due to behavior changes, but instead due to the
intrinsic epidemiology of the disease.

Introduction

Our objective is to understand the early growth of AIDS in the United States by
defining an intuitive and plausible mathematical model. Because we feel the widespread
acceptance and understanding of models can greatly accelerate progress in both individual
as well as government policies, we have endeavored to simplify the mathematics and explain
most equations in words as well as symbols. The confidence that any model explains the
epidemic and predicts the future must come from comparison with known social behavior
patterns and the available data. Confidence in our model rests on comparison with AIDS
case data from the extensive compilation by the United States Centers for Disease Control
(CDC)!. This data, because of the tragically large numbers involved, is statistically the
most significant data available.

The cumulative cases of AIDS have grown as the cube of time rather than exponentially.
The growth rate of a polynomial decreases inversely as time, whereas that of a exponential

is constant. We construct a biased mixing model that reproduces the observed cubic
1



growth of AIDS when (1) the risk of behavior is distributed as an inverse cubic power of the
number of individuals, (2) when either new partner frequency or sexual outlet frequency
dominates the risk behavior separately or when both are positively correlated, and (3)
when the probability of conversion to AIDS per unit time is approximately constant. The
resulting polynomial model is then normalized to the data. From this we conclude (1) that
the total number infected at the current time is roughly one million, (2) that the apparent
mean time between infection and AIDS is an increasing function of time, (3) that as a
consequence the decreasing growth rate of AIDS cases is not yet due to behavior change,
and (4) that the mean risk behavior of those with AIDS at time of infection is a decreasing
function of time, (5) that the model is consistent with the mean probability of infection
per sexual contact presently being as small as 1/250 to 1/1000, (6) that a slow increase
in infectivity during the progression from infection to AIDS can change the cubic growth
rate to be greater than cubic in the future and that behavior modification could reduce
it, (7) that partner exchange frequency is likely to be more important to the growth rate
of the epidemic than sexual frequency, only if sexual frequency and partner exchange rate
are strongly correlated, or that high infectiousness (100%) per sex act is restricted to a
few percent of the population, (8) that most major subpopulations both demographic and
geographic were infected with a few high-risk individuals early in the epidemic and that
only small highly socially isolated groups may remain isolated from the epidemic. (9) The
most likely path by which the initial infection reached the high risk groups was by an
initial seeding in the average population which then progressed from a low-risk individual
to the high-risk population in 1979 giving rise to the cubic saturation model. Simulation
suggests that the first case of infection could have occurred in the average population in
the late 1960’s. Only somewhat less probable is that the first case of AIDS occurred in the
higher-risk groups in the late 1970’s. (10) After all in the highest risk group are infected, a
saturation wave proceeds downwards to lower-risk groups, producing the cubic growth in

total AIDS cases. (11) The growth of the epidemic within the purely heterosexual drug-free
2



population may be similarly polynomial and most likely cubic and that only by measuring
prevalence in the high- risk groups adequately isolated from other known risk groups can
such a question be answered.

The Growth Functions

The total number of AIDS cases reported by the CDC for the U.S. population has
grown as the cube of time??. A reasonable best fit function for the cumulative AIDS cases

reported to the CDC (pre-1987.5 definition) is
A =174.6(t, — 1981.2)° + 340 + 2%, (1)

where the 2% error is a relative error in the total cases and where ¢, is the date in years
as shown in Fig. la. This fit is accurate for ¢, greater than 1982.5 (July 1982). Hence, if

we measure time, t, from 1981.2,
A= Ag+ At®, (2)

where Ag = 340 and A; = 174.6 for ¢t > 1.3 years. Nearly cubic growth occurs in differ-
ent geographic regions, sexual preference groups, in intraveneous drug users, for all age
(exclusive of children and old age) and racial groups (Figs. 1a, 1b, and 1c). This is in
itself surprising since the fact that the sum is cubic, requires that the separate cubics be
synchronized in time; in this case to less than 6 months (Figs ¢ and d). We shall discuss
this later in the context of the initial seeding process.

The Expected Growth

In order to demonstrate why this power law growth is unexpected, we start by pre-
dicting that the initial growth rate of any infection in a homogeneous population where
behavior remains constant in time will in itself be constant in time. We assume AIDS is
the long-term result of an initial infection by a virus, HIV4#€. In contrast the cubic growth
of AIDS implies that the growth rate is decreasing inversely as time. If A = Ag + A;t™
then

relative growth rate = (dA/dt)/A = m/t, (3)
3



where m is a constant. With a power law growth not only is the relative growth rate
decreasing inversely as time, but also the doubling time, ¢4, or the time for the number of
people infected to double increases proportionally to t, or t; = ¢(¢n2)/m years. For AIDS
cases observed so far, m = 3, and the next doubling time is given by t4 ~ t/4 years. We
have observed the epidemic to start with ¢4 less than 1/2 year® and progress to the current
value of 1.75 years'. This change in the doubling time by a factor of four is dramatically

different from an epidemic with exponential growth.

Growth Rate and Learning. There is a perception in the press and resulting
complacency that the increasing doubling time of AIDS cases is a reflection of the efficiency
of education and a decreasing participation in risk behavior. Indeed, if learning modifies
risk behavior inversely as a function of time, then the resulting power law growth would
give this trend. However, infection precedes AIDS by many years so that the AIDS cases
in the early to mid-1980s were infected with HIV in the late 1970s and early 1980s. We will
quantify this delay later. However, this is long before learning affected a major fraction
of the homosexual population. The behavior changes, if any, could not have been nearly
enough to give a power law growth in infections in the late 1970’s and early 1980’s. Another
possibility is that the growth in HIV infections is exponential, but that the transition
times from infection to AIDS is highly variable. But this does not yield power-law growth
because, in general, a continuing exponential growth of infection converting to AIDS within
a finite time will, after an initial transient, reproduce the same exponential growth in AIDS

cases.

We have looked with considerable diligence for other ways of producing such a constant
power law growth and concluded that a risk behavior model best fits the observations. This
model is an extension of an earlier risked-based model of May and Anderson®, where homo-
geneous mixing of the susceptible population was assumed and where an early e.xponential
growth was inevitable. We have drawn much from this work, but it was the contradic-

tion between a nearly inevitable early exponential and the observed growth that led us
4



to the following biased-mixing model. We explored some aspects of this model in Hyman
and Stanley® with particular emphasis upon computational and mathematical consistency.
We find no inconsistency with the simplified version presented here and instead carry the
conclusions further.

A Risk-Based Model

In our risk-based, biased mixing model, we assume that the susceptible population is
divided into groups according to the behavior that puts them at risk of infection and that
most of an individual’s sexual partners belong to the same risk group. Conversely, an
unbiased, risk-based model is one where partners are chosen independent of either’s risk
behavior. We shall discuss two risk behaviors which we believe are related to each other

that can produce the power law growth.

The risk behavior most frequently correlated with HIV infection in the homosexual
population (as suggested by the early work of the CDC?) is the number of new sexual
partners per time interval.!’=1? The second behavior we consider is frequency of sexual
contact. It is obvious that one without the other cannot spread HIV. The risk behavior
determines the reproduction rate — that is, the probability that an infected person will
infect a new partner within the doubling time.

For our model to agree with observation we must assume that groups of similar risk
behavior, r, interact primarily, but not exclusively, within themselves, i.e. biased mixing.
We also assume (and justify below) that risk behavior is distributed such that the number
of individuals is a decreasing function of risk. Finally we assume the initial infection
rate within a group of risk behavior, r, is proportional to r. We believe that these three
assumptions are sufficient to explain the power law growth pattern of the AIDS epidemic.
For the purposes of the model it makes no difference what the risk behavior actually is—
only that such a behavior exists. However, because of past preconceptions and universal
interest, we restrict our model to the two related risk behaviors, new partner rate and

sexual frequency. In so doing we restrict ourselves to the homosexual epidemic or roughly
5



65% of the AIDS cases according to the data of Figs. 1a and 1b. This model can only be

applied to IV drug users when additional risk behavior data is available.

New Partner Rate Among Homosexual Men. A number of studies of homosexual
men have published data on the number of new sexual partners in some time interval’3-1¢.
Although most of this data is given in summary form (number of men with 20-40 partners
in the past year, for example), and sample sizes tend to be small, all of the studies show
a similar pattern. The standard deviation, o, is larger than the mean, < p >, sometimes
much larger. For men with more than a few partners per year, the distribution p®, where
p is the number of new partners per year, and  is between 3 and 4, provides a good fit to
all of the samples we have examined. In Fig. 2 we show combined data from two studies
of homosexual men attending STD (sexually transmitted diseases) clinics in London'® as
well as the fit 2 < p >% /(< p > +p)>. These two studies are biased away from low-activity

men; more randomly chosen samples'41¢ tend to have the same p~® behavior for large p,

but a larger fraction at low p.

In our model, the value of 3 determines the growth rate of the epidemic (AIDS cases
increase as t?). However, either the data from the studies are published in too crude of
a form (especially since the maximum value for the last bin tends to be omitted), or the
sample sizes are too small to distinguish between 8 = 3 and 8 = 4. We have chosen to use
B = 3 in this paper, to be consistent with the sexual frequency data of Kinsey (see below).
One test of the hypothesis that 8 = 3 for the male homosexual population as a whole
is to note that a distribution which decreases as p~3 has an infinite variance. Any finite
sample taken from this distribution will have a finite variance, but ¢/ < p > will continue
to increase as the sample size increases. A distribution which decreases as p~* will have
a limiting value of 0/ < p > as the sample size increases. Of course, there is a.lsc; some

physical limit to the partner-change rate, so that the p? distribution will be effectively

truncated above this limit, and even when = 3, ¢/ < p > will approach a limiting value.

(May and Anderson have pointed out®™!7 that a model in which partners are haphaz-
6



ardly chosen from all partner change rates according to their availability (which we term
unbiased mixing), the initial growth rate is proportional to < p > (1 4+ 0%/ < p >?). Since
not only the very high activity, but also the very low activity people, strongly influence o,
the initial behavior of the epidemic will be heavily influenced by the distribution of both
the low-risk and high-risk individuals when mixing is unbiased. In contrast, for our biased
mixing model, only the shape of the distribution at high risk influences the behavior of
the saturation wave until it reaches low-risk individuals.)

Average Male Sexual Outlet. Next we note the similarity between the distribution
of new partner rate among homosexuals and the distribution of sexual outlet frequency
among the total male population. Figure 3 shows the male sexual outlet frequency data
from Kinsey!® for a sample of 11,467 males from adolescence to 30 years old. The data
are plotted as log (number of people) versus log (frequency per week). The straight line
in Fig. 3 has a slope -3 corresponding to a power law distribution of N « f~3. The

distribution superimposed on the figure

NiNy={f] 2 F>)® f2(<f>) (4a)

and

N/Ny =1 f<{<f>») (4b)

provides an excellent fit to the data where (3/2)Ny is the total sample size and < f >
is the population mean. Thus the distribution of sexual outlet frequency among the U.S.
male population clearly resembles the distribution of new partner risk behavior within the
limited population of homosexuals.

Risk Groups. In our biased mixing model we divide the population into groups
of individuals with similar risk behavior, and let r denote the rate of this risk behavior
divided by the mean rate at this risk behavior. This normalizes r = 1 to be the risk value
for the average risk group. We assume that the similarity in behavior causes the individual

members of a risk group to interact primarily among themselves, i.e. intragroup preference.
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The infection will grow in each group as if it mixed homogeneously within itself. Thus,
after a risk group is first seeded, i.e. one individual is infected, the number of infected in
this group will grow exponentially due to the unbiased mixing within the group, where the

growth rate of the group primarily depends upon r, its mean risk behavior.

Partner exchange rates probably determine the social structure of an unbiased mixing
group, and partner exchange rate and sexual frequency together determine the growth
rate within a group. The amount that each determines the grow rate depends upon the
degree of correlation between them and the distribution of infectiousness within the group.
Regardless, whichever is the causative risk, both lead to the same risk behavior distribution
provided we assume infectiousness is not correlated with risk behavior. If infectiousness
rate is correlated with the assumed partner rate and sexual frequency, we would have
to define a new risk behavior including a correlated infectiousness with presumably a
different distribution than Eq. (4). For high-risk behavior, r > 1, we therefore assume a

risk behavior distributed as N o r~3.

Although this risk behavior is associated with sexual contact and partner exchange rate
of the homosexual population, in what follows it could just as well apply to intravenous
drug users or the heterosexual population provided only that the primary risk is distributed
as Eq. 4.

Growth Within a Group to Saturation. The assumption that the relative growth
rate in infections will be proportional to the risk behavior implies that the time for the
epidemic to grow to satyration within each risk group will be inversely proportional to the
average risk behavior, r, of the group. Hence, high risk groups saturate much more quickly
than low risk groups.

The fact that higher risk groups have fewer members decreases the saturation time
still further. The saturation time with exponential growth is proportional to r~logN(r)
and the logarithm is a slowly varying function, and so the change in group size has a

negligible effect on the time to saturation. Therefor the r~! dependence dominates the
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time to saturation. Thus, after a member of the highest risk group is infected, that group
quickly saturates; then the next lower risk-behavior group saturates, and so on.

The Saturation Wave. Figure 4 shows a saturation wave with biased mixing of
infection progressing from high risk to low risk groups. To the right of the wave front, all
high-risk individuals are infected and conversely all lower risk groups to the left of the front
have just a few infected. It is only within the group comprising the wave front that the
infections primarily are taking place. The doubling time of the epidemic at any given time
is primarily the doubling time of this group. There will be some out-of-group contacts, a
fraction F', that will both reduce the growth rate within a group by (1 — F') and increase
the growth rate in the neighboring risk groups. We have also shown in the figure what
happens if unbiased mixing is assumed, i.e. F' — 1. The growth then occurs primarily in
the low-risk population.

The Calculation of the Saturation Wave. Once the saturation wave starts, the
total number of infected, I, is roughly the sum of all individuals from the highest risk
individual down to individuals with risk behavior r, at the front of the wave. If, for
the moment, we ignore the few infected individuals that were “seeded” throughout the
population before the saturation wave started, then the sum of the saturated groups is the

integral of all individuals with risk behavior r > r,:

I(r) = [ N(r)dr = (No/2)r22 (6)

Here r, is the risk behavior of the group when most of the individuals are infected and
N(r) is the number of individuals with risk behavior, r, as defined in Eq. (4).

The time required to infect all members of the group with risk behavior, r., i.e. to
saturate the group of N(r,) individuals at the front of the wave, can be calculated from
the assumption that within that group the number of infected has an exponential growth
rate ar,. That is, the number infected initially grows as I,e™(*~*) where I, are the number

“seeded” at t = t,, the start of the saturation wave. We now define ¢ to correspond to the
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time of the start of the saturation wave, or when the highest risk individual was infected
so that ¢, = 0. Here a is assumed a constant relating the probability of infectious transfer
per unit time to the average risk behavior r,.

At saturation N(r.) approaches the number infected:
N(r.) & Ie*™*, | (7)
Here t, is the time to saturate the r. group. Solving Eq. (10) for t. gives
t, = (1/ar)en(N,/1,). (8)

We assume that all groups were seeded at the same time and so we can replace t.
by t. Also to the accuracy of this model, we will consider the logarithm of group size to
seed ratio, ¢n(N,/I,) to be constant. Then Eq. (11) says that the time, ¢, to saturate a
group with risk r, is proportional to 1/r.. This implies that the time to saturate a group
increases, on the average, inversely as risk behavior.

We can then replace 1/r,, with a constant times ¢, or I;¢. Then in Eq. (6) we obtain
I(t) = I;t2, where I; has yet to be determined. In addition some few individuals, Iy, were
probably infected before a member of the highest risk group started the saturation wave,

so we add an unknown constant I to Eq. (5) and obtain
I = Io + I1t2 t 2 0. (9)

Thus after an initial transient the infection grows as the square of time.

The Progression to AIDS from Infection. Given the number infected, we need to
estimate the resulting number of AIDS cases. The most extensive study of the development
from HIV infection to the syndrome AIDS, defined by the CDC for reporting purposes is
the San Franscisco Health Department hepatitis B study as first reported by G. Lemp et
al.’® and by Hessol et al.?, ‘

We define the probability of conversion to AIDS 7 years after infection as C(7). The

San Francisco data for the first 7 years following infection indicates that the differential
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probability of developing AIDS per unit time, dC/dt, after HIV infection is near zero for
two years, followed by a constant of roughly 6% probability per year of converting to AIDS
for the next five years. Figure 6 shows the cumulative probability as a function of time
for the first 8 years after infection, which is now consistent with the data for 9 years after
infection?.

This description of a progressive conversion to AIDS is consistent with the steady
decrease of the T-4 cell count with time from infection?’~?® resulting in a progressive
destruction of the immune system. The different rates of destruction are correlated with
different times to convert to AIDS, but the destruction is steady. It is reasonable to assume
that this process alwayé proceeds to AIDS. As evidence we refer to a study of seropositive
individuals in Frankfurt, Brodt et al. ?® during which more than 90% progressed from one
stage of immune destruction to the next. The Frankfurt data suggest that at least 90%
of those infected will convert to AIDS. Thus, even though the hepatitis B study presently
only covers 9 years of experience, we suggest that a reasonable extrapolation of the data is
to assume a constant conversion probability per unit time of 6% per year starting 2 years
after infection. Using this distribution the cumulative probability of converting to AIDS
is 50% within 10 years and 100% within 18 years since the time of infection.

Because conversion to AIDS has a probability of happening at any time within a period
2 to 18 years after infection, the growth in the number of AIDS cases, dA/dt at any given
t is the sum of the rate of newly infected at ¢ — 7 years, dI(t — 7)/dt multiplied by their
differential probability of conversion to AIDS 7 years later or at time ¢, which is dC(7)/dr.

The sum is written as a convolution integral over past times 7:

o = [T (10)

dr

Here the probability of conversion to AIDS is

—_d(c:l(T) = &Y negligible for the first 2 years;
iy
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dC(r)
dr

= 0.06 2 < 7 < 18 constant 6% per year thereafter;

dC(r) _
dr

Then Eq. (9) and (10) reduce to

0 > 18 until all have gotten AIDS. (11)

dA(t)/dt = 0.06 [ dI(t = r)/d)dr, 2<t<18y (12).

Evaluating dI/dt from Eq. (9), dI(t)/dt = 2I,t, and at the time (¢t — 7) is 2[; x (t — 1),
and so

dA(t)/dt = 0.12I, /2 ‘(¢ = r)dr = 0.06L,(¢ — 2)2. (13)

We can integrate this to obtain the cumulative AIDS cases, A(t),
A= [ [dA(r)/dr)dr = 0.02L,(¢ — 2)° + Ao (14)
0

Provided we shift the time later by 2 years, this result has the same form as the data in
Eq. (1), i.e. the cumulative AIDS cases grow as the cube of time. This time shift just
reflects our approximation that very few AIDS cases develop during the first two years
following infection. We associate the growth factor [0.02];] multiplying (¢ — 2)* of the

model with the constant A; of the data of Eq. 1 and so we determine I; by
0.02I, = A, = 174.6 or I, = 8700. (15)

With the value of I; of the model determined, we can evaluate the number infected as a

function of time in Eq. 9, which becomes
I(t) = 8700t + I for t>0. (16)

The model predicts a quadratic growth of the saturation wave of infection starting 2 years

before the cubic term in the data of the growth of AIDS. From Eq. (1) this time is 1981.2,
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so the quadratic term of the model of the infection wave started in 1979.2. Hence for the

date of 1988.2, or 9 years after ¢t = 0, an estimate of the number of infected is
I =8700(9)* + I, = 705,000 + Io. (17)

The constant Iy is the number of “seed” cases infected before the saturation wave started
at t = 0 or at 1979.2. This number must be small enough not to give rise to a larger
number of AIDS cases in 1982.5 than the error in the fit (Fig. 1) to the data at that
time which was + 2%. The leading term in the quadratic growth of infection gives rise to
the cubic term in AIDS. A generous error is fraction of Ay like 100 cases. In 1982.5 the
mean time since I, were infected was approximately 4 years (including one year for seeding
process). According to Eq. (14) the cumulative probability of conversion to AIDS 4 years
after infection is 12%, so the number of seed cases can not be much larger than 800. We
will therefore choose Iy = 400 & 400 consistent with both this argument and a later model

to be published.

Therefore we estimate that the number infected is
I = 87002 + 400 (18)

where t = 0 at the start of the infection saturation wave, or in 1979.2. The estimate
of 700,000 infected in 1988.2 from Eq. (18) ié then not changed significantly due to the
addition of I.

To summarize our biased risk based model shows a cubic growth of AIDS independent
of learning and predicts that the infected population initially grew as the square of time.
Both have a doubling time increasing linearly with time.

II1. Consequences of the Model

(1) The Present Number Infected. The estimate of 700,000 infected in 1988.2 is
significantly less than the estimate of 1.5 million®® made several years ago, but agrees more

closely with current CDC estimates of 1 to 1.5 million®'. The estimate of Eq. (18) neglects
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several factors as discussed in Hyman and Stanley®. Under-reporting amounts to ~ 10%
of the cases, Hardy®! and cases falling outside the pre- 1987 CDC definition, amounts to
~ 20%32. Then the estimate Eq. (18) must be adjusted by 1/(0.9 x 0.8) or one million
infected at 1988.2. This assumes that learning has not reduced the growth of infection
below the square of time in the last four years. If it has, the number of infected could be
less. Time-dependent infectivity which we discuss later could make the number greater.
(2) Time Since Infection. So far we have assumed that the epidemic growth has
been unaffected by learning, which has and will modify the risk behavior. We must ask how
long ago was the average present AIDS case infected and then question whether learning
was likely to have been significant at that time. The most likely time since infection, ¢, of

the present cases of AIDS is
JoldI(t — 7)/dt)7[dC(r)dr]dt l(t3 — 12t 4+ 16)
JdI(t = 7)/dt)[dC(7)/dr)dr ~ 8  (t—2)?

For the present where ¢t = 9 years, the mean time since infection of the current AIDS cases

t=

=t/3+4/3 years. (19)

is approximately 4.3 years ago or 1983.9. The rapid growth of the number infected relative
to the conversion time biases the age of the present AIDS cases much closer to the present.
(3) Learning and Decreasing Growth Rate.
We emphasize that 4.3 years ago is just about when learning started on a large scale,
i.e. when the bath houses in San Francisco were closed, safer sex practices began to be
accepted, etc. Therefore, we may expect that a decrease in the growth of AIDS among
homosexual men below the current cube law has already started. The change in the AIDS
-case definition makes this difficult to see in the data. Our estimate of 1 million currently
infected is based on extrapolating the cubic growth of AIDS cases into the future, so the
actual number infected may be considerably less than a million due to learning. In any
case the decreasing growth rate due to the polynomial behavior of the epidemic cannot so
far be ascribed to learning.
(4) Risk Behavior as a Function of Time. We can use Eq. (9) to estimate the risk

behavior of those becoming infected or developing AIDS as a function of time provided we
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have estimates of the total number in the host and the present number infected. For this
estimate we will consider one sector of the population, the total population of homosexuals
in the principal cities with active homosexual behavior. We estimate this population N
as roughly 10% according to Kinsey!® of 40 million young males, i.e; ~ 1/7 the U.S.
population ages 20-40, or 4 million. From Eq. (8a,b) the size of the cohort, i.e. the integral
of the total distribution over risk, is 3Ny/2 and so Ny = 2.7 x 10° in the case of active
homosexual males. We then equate I from Eq. (6) to I from Eq. (16) and deduce the
infected fraction by the ratio of homosexuals to the total cumulative AIDS cases, ~ 65%
from Figs. 1b and lc. Then

(No/2)r;% = 0.65 x I 22, (20)
or the risk behavior of the homosexual group just being infected is

No/2 \1/2 -1
&~ (— &~ : 2
i (0.65I1) 15t (21)

Recall that r and r. were normalized so that they are multiples of the average risk behavior
and t is the time since 1979.2.

Thus, our model suggests, for example, that most of the present AIDS cases were
infected 4.3 years ago when t = 4.7y, that 200,000 were infected at that time, and that
their risk behavior was = 3 times the average behavior. More generally the model prediéts
that the risk behavior of those being infected is a continuously decreasing function of
time and that the earliest infected, which in general were the earliest cases of AIDS, were
those with the highest risk behavior. This last point correlates with the original CDC
findings!®, and others '!21314  In contrast, unbiased mixing models do not predict this
time-dependent behavior, since at any time most of those being infected are members of the
average and not the higher risk groups. The observation of the high average risk behavior
at the time of infection characteristic of the early cases of AIDS is a strong argument for
the importance of including behavior in any AIDS epidemic model.

(5) Mean Probability of Infection. We can calculate the mean probability of
15
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transferring infection per sexual contact in this model. For example those developing
AIDS today on the average were infected 4.3 years ago in 1983.9 and had a risk behavior
of approximately three times the population mean. The risk behavior of three times the
mean for the 1984 infected homosexual cohort implies = 72 new partners a year if we use
the mean of 24 partners per year in the studies shown in Fig. 2. (This mean may may
be considerably larger than the population mean, but does not affect what follows if it is
1/10 as great.) If the sexual frequency is correlated with new partner frequency, then three
times the mean from Fig. 3 is 450 sexual outlets per year, the major fraction of which can
be considered possible infectious contacts, Kinsey . The growth rate, a, of the infection

at that time was
a=((1/I)dI/dt) = 2/t = 0.43 per year at t = 4.7y, (22)

(or a doubling time t; = (1/a)(fn2) = 1.6 years). Since on the average each infected
member of the group must infect only one new partner per doubling time, then with 10 to
100 partners per doubling time, the probability of infecting any one partner must be very
small. Therefore the probability of infecting just one partner is dependent upon the total
number of sexual contacts in the doubling time and not on the number of new partners. If
¢ is the probability of infection per sexual contact, then after ft, sexual contacts, ifty; =1
or the infectiousness, per contact, ¢ = 1/ft; = 1.4 x 1073, If the sexual contact frequency
is uncorrelated with partner frequency then the sexual frequency will be 1/3 as great, and
then the infectiousness per contact must be three times larger or 4 x 10~3. These estimates
are comparable to the estimates of Grant et al.*® of 0.003 to .1 per sex act.

These estimates for an average infectivity must be viewed in relation to the large
variability in infectivity seen in the extraordinary Australian case reported by Stewart34,
where four out of eight women were infected from one donor sample of cryo-preserved semen
split ten ways, and yet the 90 cases of artificial insemination in New York from infected

individuals which gave rise to no case of infection (Stewart, private communication).
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(6) Time-Dependent Infectivity. If instead of an episodic infectivity, there were
different strains of virus as would be consistent with the Australian case being 400 times
more infectious than the mean infectivity, then this strain would have rapidly eclipsed all
others and the growth would have been 400 times faster since the Australian incident in
1982. Since this clearly has not happened, if there are large variabilities in infectivty, then
they must occur either (1) in just a few individuals permanently for a period longer than
the doubling time, (2) for a given individual for very short episodes of time, (3) or because
an infectious mutation quickly mutates to a less infectious one. One possible explanation
according to Stewart is that the Australian donor was in the active pre-mononucleosis phase
of the infection before the characteristic debilitating lymphoma illness®>. Also according to
Stewart, three women have not yet (in 6 years) infected their unprotected partners. This
long delay is consistent with the slow infection of the majority of monogamous partners
of transfusion-related HIV infection!®?°. On the other hand the very rapid spread in the
Kagera region of Tanzania with few seropositive in 1984 and 43% of urban adults infected

today®® may indicate that a more virulent strain has emerged.

Our model tacitly assumed a constant infectivity per unit time so that the probability
of infection was proportional to risk behavior. However, a short period of days to weeks of
greater than 50% infectiousness per sex act just before antibodies develop could have driven
the early phase of the epidemic when partner change rates were high and the apparent
growth rates would have been the same. Provided a subsequent return to infectiousness
did not occur for roughly two years, the cubic growth rate would not be affected. A return
to infectiousness episodically as a function of time, roughly two years after infection, would
then lead to an additional infectiousness. Finally an increasing infectivity, as for example,
correlated with decreasing T-4 cell count®” would change the cubic growth to a higher

power of time or at least tend to maintain the current growth rate despite lower risk

behavior from learning or from the progression of the saturation wave to lower risk groups.

(7) Partner Exchange Rate and Risk. There is a strong perception that partner
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exchange rate rather than sexual frequency was the primary risk factor at the start of the
epidemic. We pointed out earlier that if the probability of an infected person infecting any
given partner is small, that is the mean infectiousness per sex act ¢ times the number of sex
acts per partner, f/p, where f is sexual frequency and p is partner exchange rate or i(f/p),
is small and one doubles p, then the probability of infection per partner halves and the sum
of the partners in a doubling time 2pt, times this probability remains nearly constant. In
this case sexual frequency drives the net reproductive rate, not partner exchange frequency.
Only if partner exchange frequency is highly correlated with sexual frequency will partner

exchange rate be indicative of risk behavior.

However, another way that the partner exchange rate within a group can be the dom-
inating risk factor is if there are a small percentage of very infectious individuals within
each group. Then if such an individual has more partners with the same number of sex
acts, he or she will infect more individuals. We have argued above that the average infec-
tiousness must be small so most of the infected individuals must have low infectiousness.
If the superspreaders infected almost every partner and the others infected very few, the

fraction of such highly infectious individuals must also be small.

Thus for partner exchange rate to drive the epidemic, the fraction of highly infectious
individuals must be no larger than a few percent and have an average infectiousness greater
than ~ 60 times the average. The singular Australian case supports this possibility. Be-
cause of this possibility, an understanding of the biological mechanism of high infectivity
and the means for identifying such individuals becomes important to the control of the
epidemic. ‘

Conclusions We believe that the AIDS epidemic has grown as the cube of time lzecause
of biased mixing in choosing partners. Several results of the ensuing model agree with
observations, e.g. decreasing risk behavior with time, number infected, and a decreasing
growth rate. Learning may have only recently affected the growth of number infected and

barely affected the current growth of AIDS cases. The unknown correlation of partner
18



exchange rate and sexual outlet frequency, and the possible distribution of infectiousness
among individuals make it difficult to identify the current dominant risk behavior. A
time-dependent infectiousness may lead to greater growth than a simple projection of the
past.
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Figure Captions

Fig. la. The cumulative AIDS cases in thousands as reported by the CDC is shown as
a function of dates in years. The kink at the end of the curve at 1987 is due to reporting
delay.

Fig. 1b. The cumulative AIDS cases are plotted at the cube root versus time. The
best fit is

A = 174.6(t — 1981.2)3 + 340,

showing that the AIDS cases are growing as a cubic polynomial.

Fig. lc. The data in Fig. 1b are broken down into subgroups according to sex and
plotted as the cube root versus time. Curve 1 = homosexual male, 2 = bisexual male, 3 =
heterosexual or pediatic male, 4 = female. The dotted straight lines are an extrapolation
of the cube root term and indicate that the varius sexual preference groups were seeded
nearly simultaneously within six months. This is equivalent to the statement that at least
one individual of all four sexual preferences was a member of the original high-risk group
that had approximately a six months doubling time.

Fig. 1d. The data in Fig. -1b are broken down into racial subgroups. 1 = white,
2 = black, 3 = hispanic, and 9 = unknown. The near straight lines indicate that the
cubic growth of AIDS has occurred for sexual preference as well as race. Here also an
extrapolation of the cube root behavior indicates universal seeding within a r?ughly six
- months period. Regional categories follow the same behavior.

Fig. 2. The distribution of homosexual men attending STD clinics in London obtained

by combining the data of McManus (partners per year) and of Carne and Waller (partners
22



per month). The dotted line shows the inverse cubic with the same mean as the data.

(Data reported in May and Anderson®).

Fig. 3. The distribution of males (adolescent to 30) versus sexual outlet frequency
- plotted as logarithm of number of individuals versus log of frequency, f, per week. The
line is drawn with a negative slope of —3 showing that the distribution is inverse cubic.
The data is from Kinsey, Pomeroy, and Martin '® from a sample of 11,467. The small
peak at f = 7 and 10 are to be expected and do not significantly affect the inverse cubic
relation. The 12 cases with f > 29 per week are to be compared to 9 expected for an
inverse cubic.

Fig. 4a. Shows a calculation of the progressive saturation of infected in a population
I(r,t) versus risk behavior at various times for biased mixing. The out-of- group mixing
was modeled with a gaussian where full width at half maximum was 40% of the risk.
After the highest risk behavior group » = 100 is infected at ¢t = 0, the progressively low-
risk groups grow in infection to saturation, which is close to the distribution bound, at
progressively later times 5, 10, 15, etc. The sum of all those infected grows at the square
of time, 2, when the total population, N(r), is distributed as an inverse cubic, 7=2. The
difference between the total population, N, and the infected is due to AIDS and death.
The units in the example are arbitrary.

Fig. 4b. Shows a similar calculation for unbiased growth where again the initial
infected were in the highest risk group. Here, in contrast to biased mixing, the fastest
growth in the total infected occurs in the average risk behavior or lowest risk group. The
early growth is also nearly exponential and the total infected at a given time larger than
in the biased mixing case, since a smaller fraction of the population is saturated.

Fig. 5. The probability of cumulative conversion to AIDS as a function of time in
years since seroconversion, which is assumed to be the time of infection. The plot is from
Lemp et al.’® as derived from the San Francisco hepititis B study. One notes the near zero

probability of conversion for the first two years and then the linear increase in cumulative
23



probability of conversion corresponds to a differential probability of 6% per year after two
years. An extrapolation as a constant slope or probability gives 50% conversion in 10 years
and 100% after 18 years. The data has recently been extended to 10 years in agreement

with this extrapolation.!®%0
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MEMORANDUM FOR: Steven Grossman -
Deputy Assistant for Health L?“
Planning and Evaluation fv
o !
FROM: ceraiaflfﬂi Britten

Deputy Assistant Secretary
for Program Systems

SUBJECT: President’s Directives on HIV Commission

Par our conversation, attached are the preliminary responses
of HHS to the President’s directives concerning implementation
of the AIDS Commission report, per Dr. Macdonald’s request.

As you know, these will be reviewed by the Policy Council
tomorrow; we will send you updated versions subsequently.

Attachments
a/s
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President's Requirements for HHS
A. Review budgets for FY 1989=90 (MB)

B. Hold consensus conferences on public health protection (PHS)
¢, 1Increase c¢community-based education programs (PHS)

D. Improve protection of national blood supply (PHS)

E. Accelerate drug and vaccine development (PHS)

F. Assess private incentives for development and marketing of
HIV preoducts (PHS and P)

G. Evaluate the national health care financing system (HCFA)
H. Conduct special studies:
1. Out of hospital care and case management (HCFA/PHS)
2., State risk pools (P)
3. Children with AIDS (PHS)
4. Low=income disabled with AIDS (HCFA)

I. Update national plan for combatting HIV epidemic (PHS)

oth Recuirem
J. Establish an AIDS emergency fund (PHS and MB)

K., Implement OPM guidelines (ASPER)
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A. REVIEW FY 1989 AND FY_1990 BUDGETS (MB)

¢! The President directed the Secretary of HHS to
review FY 1989 spending plans to incorporate relevant
recommendations of the HIV Commission. In addition, the
Secretary said, in a letter to Dr. Macdonald, that HHS would
review the Commission recommendations in developing our FY 1990
budget,

Background

FY 1989 Conference action provides $1.23% billien (assumes FDA at
Senate level) for AIDS activities in PHS. This represents a
1.2% decrease from the President's budget request,

The FY 1990 Budget Request for HHS was submitted to OMB on
September 1 and includes almost $3 billion for AIDS: $1.94
billion for the Public Health Service activities, $710 millioen
for Medicaid and Medig¢are and $305 million for Disability
Insurance. PHS indicated that its FY 1990 recuest to the
Department reflected both the recommendations of the President's
AIDS Commission as well as the Charlottesville AIDS Planning
Conference held in June.

Proposed Response/Status

As a follow=up to the Commission report, all components of the
Department have been agked to review their FY 1989 AIDS spending
plans to incorporate the recommendations of the AIDS Commission,
Additionally, components have been asked to identify all FY 1989
and FY 1990 resources davoted to each of the Commissien
recommendations to which the Department has no disagreement.

The AIDS component of the FY 1990 budget reguest to OMB has bhaen
developed taking into account the AIDS Commission
recommendations.

Specifically for the PHS, the FY 1989 spending plans of each of
the PHS agencles have been reviewed within the context of the
recommendations proffered by the Presidential Commission on the
Human Immunodeficiency Virus Epidemic. The fact that the
Commission released an interim report sevaral months earlier
which addressed many substantive issues related directly to
varlous agencies' budgets was very helpful for fiscal planning
for FY 1989.

A se¢ond element is represented by the development of the
Charlottesville Report and the HHS Implementation Plan for AIDS
which collectively represent the major departmental planning
exercise relative to the control of the HIV epidemi¢., Many of
the goale and objectives of the report and plan are congruent
with the recommendations of the Commission, and have tharafore
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already been considered in the formulation of the FY 1990
budget., _

Accordingly, no PHS agency ldentified any Commission recommenda-
tions which have not heen taken into account already during the
budget formulation process. The only exception to the above
deals with the implementation of actions to protect the blood
supply. The final format of the notificatioen of transfusion
raecipients that may be at risk for HIV infection may have an
impact on the FY 1989 budget (see summary D later in this
package). Alternatives range from those with no impact on the
budget to ones that are expensive. FDA will present its
recommendation(s) within several days.

HCFA has not budgeted specifically for the cost ($400-$500
thousand) of the reguired evaluation of the health care system
(see summary G), although the FY 1989 Conference agreement
includes $42 million for HCFA research and evaluation.



B., CONS CONF N (PHS)

t Convene a series of consensus conferancesg oVer a
12=-month perioed involving state, local, and private groups to
ancourage them to adopt the specific public health measures
discussed in the Commiesion's Report, such as increased
counseling and testing, reporting of HIV infection, partner
notification, and health care worker safety. One conference
gshould address restrictive measures and criminal statutes
directed to HIV-infected persons who knowingly persist in
maintaining behaviers that transmit their infection. Anocther
possible topic is the serious problem of neighborhood resistance
to facilities for the care of HIV patients, drug abusers, and
group homes for HIV-infected infants and children.

Proposed Response/Status

HHS has already initiated a series of conferences which
partially fulfill this directiva. A U.S, Health Summit on HIV
Infection is scheduled for November 28=-29, 1988, in Washingten,
D.C. Participants will include State Health Commissionexs,
gubernatorially appointed AIDS Coordinators, representatives of
State Medical Societies, and local health officers, The purpose
of the meeting is to strengthen public health measures to reduce
the spread of AIDS. The conferenca will provide a forum for
public/private sector collaboration on efforts to reduce tha
gspread of HIV infection and an opportunity to shara information
about HIV~-policies, programs and further needs. Workshops will
be included where participants will develop recommendations for
the conduct and content of the future consensus conferences.

Numerous other conferences, either held reécently or planned by
the PHS during the next 12 months, meet the definition of
consensus conferences.

- The CDC, together with NIMH and other PHS agencies,
sponsored the National Conference on Prevention of HIV
Infection and AIDS in Racial and Ethnic¢ Minorities in August
1988; over 2,000 participants attended. Follew=-up PHS
regional conferences involving all PHS Agencies and the
Office of Minority Health are expected in fiscal year 1989.

- ebe will jointly support, with the Department of Labor, a
conference to be held in January 1989 on the OSHA workplace
gtandards for blood-borne diseases.

- HRSA is planning a second national conference on the
planning and management of health care services for HIV-
infected patients, following the conference held in
Charleston, 8.C. on August 4-6, 1988, One major topic will
be the health care faclilities and housing needs of HIV
patients.

= In October, HRSA will co-sponsor a conference on drugs and
AIDS, organized by the New York State Hospital association.
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The conference will address lssues related to providing
family oriented care for IV drug abusers.

HRSA willl sponsor a two=-year followup to the April, 1987
Surgeon General's Workshop on Children with HIV Infection
and Their Families in Los Angeles.

HRSA 18 joining with NIDA and NIMH to sponsor a series of
conferences on developing appropriate services for
adolescents and youth at risk of HIV infection.

The HRSA supported Regional Education and Training Centars
will be conducting consensus conferences during FY 1989,
addressing such toplcs as the safety of health care workers.

OASH and ADAMHA are developing a Gubernatorial Consensus
Conference on Federal-State strategias to overcome neighbor=-
hoed resistance to drug abuse treatment facilities, training
needs of aleochol, drug abusa, mental health workers,
alternative drug abuse service facilities and mainstreaming
drug abuse care with primary care.

ADAMHA has underway in FY 1988 five regional training

gesszione targeted to ethnic minorities and anether five
sesgions on reaching hard-to=reach audiences. State and
community leaders will be included in these conferences,
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C. COMMUNITY-BASED EDUCATION PROGRAMS (PHS)
Requirement: Increase the number of community~based educational

programs, especially programs directed to those women and
members of minority groups who are at highest risk of HIV
infection. These programs, especially those directed to youth,
should place greater emphasis on the Principles for AIDS
Education, for their efferts to prevent the spread of HIV
infection. Please collaborate with the Department of Education
in developing youth-oriented programs.

roposed Res us

The PHS has substantial c¢ontinuing efforts as well as a numbar
of new initiatives for community-based educational programs.

The general educational effort has been under the aegis of the
¢DC., Within the National Publi¢ Information Campaign, at~risk
and special population groups have bheén emphasized, i.e., women,
children, and minorities. This Campaign ias expanding existing
gupport to 54 state and 16 local aducation agencies and 20
national organizations that serve American youth. The CDC has
augmented community-based programs through support of 30
national and regional minority organizatiens in FY 1988 whieh
will be continued in FY 1989. Further expansion of minority
education will be achieved through direct funding of minority
community-based organizations in FY 1989,

In addition, a number ¢of PHS efforts addresgs special
populations:

o The Indian Health Service and the CDC are develeoping
culturally relevant prevention and education pregrams for
Indian community groups and Bureau of Indian Affairs school
teachers.

© HRSA has community~-based education programs in each of the
20 AIDS Service Demonstration Grant projects primarily
focused on youth and women; HRSA coordinates with CDC in
this effort. Most of HRSA's 13 Pediatriec AIDS Health Care
bDemonstration projects have community edugation components.
¢DC will be investigating effective means of preventing
perinatal HIV infection in these and other pediatrie
programs.

0 ADAMHA has developed educational programs for young pecple
informing them how intravenous substance abuse results in an
increased risk of HIV infection. Fifteen national
organizations will be funded to implement 8=10 community
based programs each through their local affiliates. Four
special studies (general youth, hard-to-reach youth,
Hispanic youth and Native Americans) are to be conducted in



/o
DRAFT

':'--’ l O Tw et

1989 on risk assessment and effective community=based
intervention. These studies have implications for HIV
infection control measures through community-based efforts.
Within NIDA's AIDS outreach demonstrations emphasis is
placed on educating intravenous drug abusing women, pregnant
drug abusers, female sexual partners of IV drug abusers, and
prostitutes about HIV infection.

Wherever pertinent, these efforts have involved consultation
with the Department of Education, and utilize the Principles for
AIDS Education.
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D. PERO ON © E Q0 (PHS)

Requirement: Implement actions within the next 45 days (by
September 20, 1988) that address the blood safety issues raised
by the Commission. This plan should address: (a) the prompt
notification of transfusion recipients who are at increased risk
of HIV infection; (b) steps to improve HIV laboratory quality
and HIV screening tests; and, (¢) ways to engourage the use of
autologous transfusions in appropriate circumstances.

Proposed Response/Status

The Department has several ongeing efforts that address blood
safety issues raised by tha Commission, Two agencies of the
Public Health Service, the Food and Drug Administration (FDA)
and the National Institutes of Health (NIH), are working
collaboratively on this effort.

a, Notification of transfusion recipients. FDA is in the
process of formulating a plan for the prompt notification of
transfusion recipiente, First, the Department has sought
and received an opinion from the Gemeral Counsel that the
FDA has the authority to carry out this directive, To
obtain comments from the blood community on the optional
format to carry out this directiva, FDA held a meeting on
September 8, with the American Red Cross, the American
Association of Blood Banks, members of the Blood Subgroup of
the PHS AIDS Task Force, the American Medical Association
and the American Hospiltal Association.

b, Improve HIV laboratory quality and testing. FbDA iz in the
process of preparing an integrated strategy that will
include: (1) proficiency testing, (2) surveillance of blood
bank facilities, (3) enhanced training of FDA investigators
who inspect blood banks, and (4) training programs for bleod
establishment staff. FDA will report at the Policy Couneil
meeting when the plan will be completed and actions )
initiated.

NIH is conducting research in FY 1989 aimed at the develop~-
ment and evaluation of new tests to detect HIV in infected
individuals. This research includes development of improved
assays to detect or confirm the presence of antibody to the
virug utilizing more pure viral antigens, or the use of
specific viral components including genetically engineered
peptides, proteins, or glycoproteins. Further research will
be conducted on the approachas to detect HIV antigens and to
agsgess wide-scale applicability of the Polymerase Chain
Reaction test, which detects viral nucleic acid. NIH is
also funding research in FY 1989 to devalop tests to detect
other HIV=-related retroviruses that cause human disease.

¢. Encourage autologous transfusion. NIH is in tha process of
developing a major educational effort, the National Blood
Rasourcee Education Program, to promote a safe supply of
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blood and the mora effective utilization of blood and blood
products. One of the initial thrusts of this campaign be an
effort to promote autoclogous donation as a means of
increasing the blood supply and assuring safety. 1In
addition to a public service message campaign for radio,
talevision and print madia, informational brochures and
publication will be widely disseminated. Funding for this
effort began in FY 1388 and will continue into FY 1989, 1In
addition to this NIH activity, FDA is preparing an article
for its Drug Bulletin on red blood cell transfusion that
will, among other topice, present information to health
professionals on the appropriate use of autologous
transfusions.
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E. ACC TING VELO (PHS)
Recuirement: Implement actions within the next 60 days (by

October 5, 1588) to improve and accelerate further tha process
for development, evaluation, approval, and distribution of HIV=-
related vaceines, drugs, and devices. Thie plan should draw
upon research of Federal and State governments, the private
gector, academia, and national laboratories.

Backaround

The development, evaluation and approval of new vaccines and
therapies for AIDS occurs in two major phases: (1) research/
development, for which the NIH has primary responsibility; and
(2) approval of new products, which i= FDA's responsibility.
Both agencies work closely together to ensure that the new
therapies and vaccines are being rapidly developed, and are
reviewed for approval expeditiously.

Propoged Response/Status

NIH has developed a Plan for AIDS Vacecine Development and
Evaluation which describes a multidisciplinary framework for a
cooperative effort amenyg government-industry-academia to
expedite AIDS vaccine development. The primary goal of the plan
is to utilize innovative strategies to maximize interaction of
public and private sector components for resource allecation,
reagent distribution, technology transfer, and information
exchange, The Vaccine Plan currently 1s being reviewed by the
NIH AIDS Program Advisory Committee, Based on its review, the
Committee will develop a priority listing of the recommendations
contained in the Plan.

NIH has also made a major commitment to the development of
rational drug models for potential AIDS theraples by
establishing the National Cooperative Drug Discoevery Groups
(NCDDG) . These groups are comprised of scientists from
government, academia and industry who are working together to
discover, develop and move new AIDS therapies rapidly through
the stages of preclinical testing.

FDA has developed a proposal, as directed by Vice President
Bush, designed to expedite approvals for therapies that are
intended to treat life-threatening illnesses such as AIDS. The
proposal, submitted to OMB on September 6, contains several key
elements:

© Early consultation by FDA with the sponsor to devalop Phase
2 studies which could provide definitive data on safety and
effectiveness, warranting marketing approval. This will, in
effect, compress FPhase 2 and Phase 3 studies, shortening the
approval time.



DRAET 'Y

Focused FDA research whan the sponsor is, itself, unable to
conduct all necessary research or when FDA ¢an contribute
epecial research expertisze (e.g., pharmacockinetics).

Rigk=benefit analvsis to assess the risks of the disease
balanced against the identified benefits and risks of the
product.

Treatment IND status for appropriate drugs which will serve
as a bridge batween completion of Phase 2 testing and
marketing approval.

Phase 4 studies may be requested following expedited
approval of the product to develop additional information
about the product's risks and benefits after marketing.

Proacgtive involvement of the Commisesioner and other Agency
officials with sponsors will assure that product review is
proceeding on schedules.

Safeguards will be in¢luded to assure the safety and
effectiveness of products approved through the expedited
process,
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F. INCENTIVES FOR DEVELOPING AND MARKETING
OF HIV PRODUCTS (PHS/P)

Reauirement: Provide within 120 days (December 5, 1988) an
agsessment of private incantives for development and marketing
of HIV products, including an evaluation of the nsed, if any, to
have Federal authority to offer increased incentives in exchange
for royalties, licenses, or pricing concessions. This assess-
ment should take into consideration selutions preposed in the
February 1986 report of the Tort Policy Working Group. In deoing
thie assessment, please c¢onsult with the Departments of Justice
and Defense,

Proposed Response/Status

The Department has several ongoing efforts that address
appropriate incentives for private sector development of drug
products discovered with Federal funding, and intends to
complement these existing efforts with new initiatives.

Many existing efforts help promote rapid technelogy transfer of
HIV-related products, particularly the granting of commercial
incentives to private eector companies in exchange for develop=
ment and marketing resources, For example, various forms of
collaborative agreements, including those under the Federal
Technology Transfer Act of 1986, betwean Federal laboratories,
(e.g., NIH) and commercial research-based companies, have
brought about rapid progress towards new AIDS-related products.
Mechanisms such as exclusive grants of marketing rights and
walvers of royalty or patent licensing rights permit Federal
laboratories to provide more successful incentives for rapid
commercialization,

Over and above these existing efforts, the Department has asked
the Technology Management Advisory Board of the Public¢ Health
Service to consider the extent to which these incentives to
private industry might be refined, expanded, o¢r improved., This
Board will also consider the appropriate Federal role in
encouraging reasonable pricing for HIV=-related products, such as
A2T, developed in part with Federal funds, This Board will also
consider recommendations that might improve the quality of the
technology transfer program generally., The Board has appointed
a Working Group to address thesa issues on a priority basis.

The Working Group first met on August 31 and intends to draft
its recommendations in October. Findings will be avallable to
meet the time requirement directed by the President.

One factor that may be inhibiting rapid develepment of some HIV-
related products, particularly vaccines, is the manufacturers'
fears of liability suits. Although it 1= difficult to know if
there exists any actual and serious risk of liability, the
Department recognizes that the very perception of significant
risk could delay important research and development efforts,
particularly in the area of vaceinea. Secretary Bowen directed
on April 37, 1988, an examinatioen of this potential problem.
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Accordingly, HHS is investigating the parameters of liakhility
issues for HIV-related products, in consultation with groups
that have addressed liability issues, such as the Keystone Group
and the Institute of Medicine. The findings, which will als¢o ke

coordinated with the Departments of Justice and Defense, will be
available by December 5, 1588,

v



G. LUA HEALTH CARE NAN (HCFA)
Recuirement: Undertake an evaluation of our current system of
health care financing to be completed within 1 year.

Propoged Response/Status
HCFA plans to take the following approach:
o Scope_and Focus of the Evaluation =- The evaluatioen (as

suggested by the President's HIV Commission) will focue on
access to care by the American public, both the uninsured
and the underinsured., Although theoretically access could
invelve such matters as facllitles, outreach programs,
specialized disease or health problem initiatives, personnal
recrultment and training, and the special problems of long-
term care, the study will not extend to thasa ar¢as because
of ¢oncerns with scope and manageability. The evaluation
will ¢oncentrate instead on financing and insurance issues,

Particular attention will be paid to the experience of low-
income disabled individuals (e.g., with the S8I Medicaid
eligibility process) in keeping with the President's request
that ways be studied to increase the responsibleness of the
system to that group (see summary H(4)).

© Outcome =-- The evaluation will assemble thorough and
comprehensive information on the current situation in regard
to access under the current system of health care financing
in this country. That information will be of use to
Congress and to the next Administration for policymaking.

o Action Steps (Tentative)
1288

September

© Assemble HCFA staff.
o Establish HHS liaison group.
o Develop draft study design.

october

o] Bring together a blue-ribbon groeup of consultants to
further formulate study design.

0 Finalize study design.

o Write and publish recguest for contract with outside
group for research support.

Novenber/December

© Work and communicate with other Federal agenciles.
o Evaluate proposals developed in response to RFC.
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o Award contract for research assistance.
January = September
o Conduct and complete study.

o Cogt (Tentative) = 3=-5 FTEs; $400-5500,000

=} Depar Coope

The success of the evaluation will depend on the following
gpecific agsistance from HHS components:

© ASPE cooperation and expertise in addressing certain
issues outside the Medicare/Medicaid area, particularly
those involving ocutside agencies such as the Departments
of Labor and Treasury.

© PHS cooperation in making available preliminary data
from the National Medical Expenditures Survey (NMES) at
the earliest possible time.

PHS is working with HCFA to plan a series of regional
conferences regarding the financing of health care services for
HIV patients., The specific topics, dates and locations ©f these
conferences are still to be determined, but they will deal with
financing-related recommendations of the Presidential Commission
on the HIV Epidemi¢ and PHS' Charlottesville Conference.
Conferences will cover such topics as promoting private sector
involvement in paying for services, exploring ways to finance
non-traditional services (including housing=related services),
and encouraging states to adopt risk pools.

FPHS will also study the financing of services provided in the
networks of care supported by the AIDS Service Demonstration
Grants. A data collection survey which will gather infermation
on the demographics of the patients being served by the grantees
and on the primary source of payment for each of the broad
categories of care provided for in the networks 1s being
submitted for OMB clearance,
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H(l). SPECIFIC - OF HO
AND MANAGED CAR (HCFA/PHS)

¢ Conduct specific studies of ways to promote better

out=of=hospital and case managed care,

Proposed Response/Status
HCFA is coordinating efforts to respond to the requirement.

Q

HCFA is encouraging states, under the home and community-
based services wajver program to provide more cost-affective
care for persons who would otherwise ke at-risk of
institutionalization, focusing particular attention on
persons with AIDS. Overall, there are 46 States with
currently active waivers, with 7 stateas specifically
identifying AIDS/ARC patients ag a category of patients
being served under their waiver programs. The seven sgtates
are: New Jersey, New Mexico, North Carolina, Ohio, Hawaii,
Illinois, and South Carclina, HCFA will continue to
encourage additional states to avail themselvas of this
optional waiver program as a means of promoting eut-of=-
hospital and case-managed care,

HCFA has been encouraging states and other organizations te
conduct studies of the effectiveness of out-of-hogpital and
cage~managed care through the annual solicitatien for
research and demonstration proposals. In both the FY 1988
and the proposed FY 1989 solicitations, HCFA has solicited
projects that assess the effects of innovative state, local,
and private programs in promoting such care for AIDS
patients. (Although no application was funded in this area
in FY 1988.) 1In the FY 1989 notice, HCFA has included a
solicitation for studies that examine the use of Medicaid
walvers, hospice care, home health and other ambulatory
services in providing cost-effective altarnatives to —

—

inpatient care for AIDS patients, B ;

NCHSR has developed a program announcement to stimulate ‘//M&d ,
investigator-initiated research, One priority area is it
research that involves analysis of the effectiveness and il
efficiency of health-care delivery for HIV-infected persons,

NIH has other program announcements for investigator-

initiated biomedical research.

HSRA is conducting an evaluation of patterns of utilization
and costs in four AIDS Service Demonstration Grant projects.
This evaluation, which ig being performed by Project HOPE,
will concentrate on out-of-hospital care and is scheduled
for completion late next summer. An additional study of
these demonstration grante is preparing descriptions of the
range of services provided in each city, and of the
relationships among service providers in the network. HRSA
also has a contract for evaluating the results of a small
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scale study of ambulatory care costs of AIDS patients in the
San Franclsco area,

This fall, HRSA will begin a two-year evaluation of

Regional AIDS Education and Training Centers, This
evaluation will identify ways to improve the effectiveness
of the Centers in preparing health professionals to care for
HIV=infected people and will bhegin to assess their impact on
this objective.
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H(2). SBECIFIC STUDIES ON HEALTH CARE ~- STATE RISK POOLS (P)
Requirement: Conduct specific studies on ways to encourage

states to establish insurance risk pools for medically
uninsurable persons, ‘

Backgaround

About one percent of the United States populatien iz estimated
to be medically uninsurable due to pre-existing medical
conditions, including AIDS. When privata insurance is
available, the price is often prohibitive or the pre-existing
conditions are excluded from coverage for the first year or
longer. Without insurance, many of thesa people are unable to
pay the high medical bills they often incur, This results in
financilal strain on health previders. It also means financilal
hardship for the individuals and their families and the
depletion of resources until the individual gqualifies for
government-subsidized care. Risk pools are legislatively
established health insurance programs intended to make insurance
available to people considered otherwise uninsurable. The
resulting coverage can reduce the impact on personal finances
and the dependency on Medicalid.

Fifteen states have enacted legislation establishing subsidized
risk pools; of these, 13 are activa. Some 20 states considered
(but none enacted) risk poel legislation in 1987-88., According
to a GAQ report, all existing pools appear to cover AIDS, and
four (Indiana, Iowa, Minnesota and Nebraska) specifically
include AIDS among the diagnoses that are grounds for
presumptive pool eligibility.

Pro ed Reegpons us

© HHS has proposed to OMB that the Administration support
enactment of S. 1634 proposed by Senator Durenberger which
would encourage states to establish riek pools, would
establish very limited Federal requirements (which should be
further modified), and would provide $30 millien in "zeed
money" spread over 3 years. We will follew up with OMB.

o HHS will promote state enactment of risk pocls in saveral
forums, including the consensus conferences required in the
action plan, and through speeches, latters, and other
interactions with the National Governors' Association and
the National Conference of State Legislatures.

© Through the evaluation of existing risk pools and the
development of several model risk pool statutes, HHS will
act as a resource center to help states wishing to consider
enactment of legislation to establish riek pools. We will
communicate this to all states.
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H(3). SPECIFIC STUDIES ON HEALTH CARE__HIV-
INFECTED INFANTS AND CHILDREN (PHS)

Requirement: Conduct speclfic studies on ways to increas¢ the
responsiveness of the public health and health services system
to HIV-infected infants, children, and adolescents.

Propos sponge/St

In February 1988 Secretary Bowen established a special
initiative on pediatric HIV infection to focus and develop HHS~
wide efforts to address this problem.

A Departmental work group was formed under the leadership ¢f the
PHS. That group has completed its report and provided it to the
Assistant Secretary for Health on August 31, It iz now under
review by PHS and other components of the Department., It
includes many recommendations, including ones concerning
resources, provision of health care services, financing of such
gervices, and prevention of HIV infection. HHS agency/PHS
review should be completed by late September.

There also are a number of ongoing activities aimed at pediatries
AIDS, such as HRSA's recent award of 13 grants totalling $4.4
million to states and communities for the funding of projects
demonstrating innovative approaches for intervention in
pediatric AIDS, particularly to reduce perinatal transmission of
AIDS and develop family centered services; sevaeral evaluations
to assess problems in foster care for children with HIV
infection and identify potential solutions: and NIH will be
working with FDA to reviee that agency's guidelines to permit
early testing of promising agents in infantz, c¢hildren and
adolescents-=-gsimultaneous with testing in adults.
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H(4). SPECIFIC STUDIES ON HEALTH CARE == DISABLED (HCFA)
Recuirement: cConduct specific studies to increase the

responsiveness of the health care system to low-income disabled
individuals.

Proposed Response/Statug

The principal questions to be addres=ed concern the Commission's
recommendations to consider decreaszing the waiting period for
Medicare from 24 to 12 months, and to extend the coverage period
of employer's health insurance. These solutions and others are

addressed in the evaluation of the health care system summarized
in item G.
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I. NATIONAL PLAN FOR COMBATTING HIV (PHS)

Regquirement: Provide an update by December 15, 1988, of tha
1986 PHS plan for combatting HIV infection, reflecting, in part,
both the Commis=ien Report and the recent Public Health Service
Charlottesville Planning Conference.

Backaround

The PHS has led the effort to control the human immunedeficiency
virus (HIV) infection since 1981. Many of the salient contribu-
tions by the various Agencies of the PHS have been developed
within the context of an ongoing planning process.

Proposed Response/Statug

The Assistant Secretary for Health (ASH) convened a meating in
June 1986 to develop a ¢omprehensive plan for the entire PHS.
That plan was used to coordinate efforts through 1988, hut new
developments necessitated a major update, In respeonse, the ASH
convened a second PHS AIDS Prevention and Control Conference in
early June 1988 in Charlottesville, Virginia, to develop a new
PHS coordination plan. The report of the meeting contains an
assessment of the last two years' effort, the majer issues
facing PHS, 222 goals, and 554 specific objectives as priority
areas. The report is expected to be published in October 1988.

The Department is developing an implementation plan which will
identify the major goals to be carried out in FY 1989 with
specific objectives and dollars alloted. It will include
implementation of Commission recommendations, as appropriate.
The PHS Charlottesville report/plan discussed above will serve
as the major component of this implementation plan, with
components added by other HHS agencies. The final plan is
expected to be ready simultaneously with the Charlottesville
Report.

Similar implementation plans will be prepared for future years.

Plans are under development te usze both the Charlottesville
Report/HHS implementation plan, and the President's Commission
Report, to establish a tracking and menitoring system for HHS
activities combatting HIV infection.
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J. ESTABLISH AN AIDS EMERGENCY FUND (MB)
Requirement: Seek a special HIV emergency fund in the FY 1990

budget for unanticipated problems and opportunities.

Proposed Response/Status

The FY 1990 budget raequast sent to OMB on Septembar 1 includes
$25 million for an AIDS emergency fund.
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K. IMPLEMENT OPM GUIDELINES (ASPER)

Regquirement: Every Federal agency is to adopt a policy based on
OPM guldelines for AIDS information and education and personnel
management.

Proposed Response/Status

In response to OPM's Guideline of March 24, 1988, ASPER issued
Personnel Manual Instruction 792-4, AIDS in the Workplace, which
provides HHS policy on employment issues concerning AIDS in the
HHS workplace. ASPER is also preparing a memerandum for the
Secretary to send to all HHS employees regarding AIDS in the
workplacae.

In addition, ASPER has developed continuing education programs
for the Employee Counseling Service. A videotape entitled "One
of Qur Own = A story About AIDS in the Workplace" and
accompanying educational materials are available for Employee
Couniseling Servi¢e personnel. A report, AIDS: The ts -
Special Report, was prepared and distributed in 1987,

Finally, Employee Counseling Service personnel are encouragsd to
utilize available programs and informational materiale as they
work t¢ educate HHS employeea about AIDS. Brochures of these
materials are displayed in Employee Counseling Service centers
for distribution. Counseling Service staff members also attend
workshops, conferences and/or szaminars on AIDS education
whenever possible, as part of their in-service training.
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Action Steps (tentative)

September 1988

o Assign HCFA staff.
¢ Designate HHS liaisons.
o Develop draft study design.

October[Novernber

o Bring together a group of consultants to review the study design.
o Finalize plans and timetable for conducting the study,

o Draft a request for contract to solicit outside group for research support.

November[December

o Continue liaison with other Federal agencies.
o  Publish request for contract for research support.

January/February 1989
o Award contract for research support.

January - September 1989

© Conduct and complete study.
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