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Comparison of Observed and Self~Reported 
Seat Belt Use Rates - United States 

To mtawro compliance with seat belt use laws, most states have estimated bell 
use by di tact observation of vehicle occupants.. In $Cid It Ion, since 1984, severe I tittles 
hfl"- rtoo<ded seal ~It use d•t• && pert of the Behavioral Risk Factor Surveillance 
System (BRFSS) telephone s urvey ( 7-3). Previou-s studies lndk:ate that u,lepl\One 
autvt"Ys usually report higher bell uto then do observation surveys conducted in 
simitar arell5 at timilar timos (4,5 J, A systematic comparison of sel f-reported belt use 
rates in 16 states• from the 1987 BRFSS with observed belt use ,._tes In 1987 in the 
same states followa. 

The SRFSS telephone surveys used a.imilar designs in each stete. A ttadst!eally 
valld ran<tom sample of au adults in each state was obtainod bv random digit dialing. 
Each survey asked the same questions a nd classified the responses Into the same five 
categortes. Thus, lhe 8AFSS surveys in each s~t• cen be consKtered repltC!ttion'S of 
the ume survey. 

For the observ•tlon turvtvs, some flltts us.cl prObabili ty sampling techniques to 
select klcations and times. These surveys produced statistically valld estimates of the 
actual beh use rates unde, the eonditiont tutvcyod, 1 Other states used kx:ations and 
times selected by judgment. The accuracy of the estimates from these surveys Is 
unknown. 

In the SRFSS &6-l f..,oported surveys, the number of a ffi rmative a nswers was 
de,ived in two ways: as the total number of tespondents whl) reoorte<I "•lways" 
using teat bells and es lht $Um of those wf')o reported "always" and " neartv always" 
using tMm. The average sett-reported "always" use exceeded observed use by about 
8% end ranged from 11% below obseNed use to 24% above. Tho avo.,age "always or 
noarl'V elw,vs" tolf-reported uto♦xceoded obfcrved use by 27%, with a range of 12% 
above observed use to 39% above.. To further examine the relatJonshlp between 
obterved an<t reported seet belt ute, simple linear rogreasions wore used for each 
state (Figures 1 and 2), The relation l6 described moderately well bveither regression: 
epproximatefy 54% of the va,latlon fn prevalence of ob!f.8~ use wH &eeouniod for 
•C.liforni'-, Florid,, M_.w,i,i, ll11nol&,. lndion.a, M•ryl1nd. M1nnesoUI, Mis&ouri, NM M&XiCO, New 
York, North Carolina, Ohio, Tennessee, Utah, and Wasl\lngton. 
'Most turvava took place during daylight hours ond mNM1.red b•lt UM by 1he dri,,.... and right 
front &NI Pllfltn;.r, 
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Sedt ~It Un - Coof/rwed 
by the prevalence of self-repomd use. In the regress.ion line for which " atways'' was 
used as the ~flnitlon, a 1 pe,oentage potnt lne:re.a,e In self-reported use &eeounted 
for a 0.7 pe,oentage point incf'8a&.8 in observed use, Whe n ' 'always" and " nearfy 
always'' were used. a 1 percentage point 1r')Crease In self-reported bett use Kcounted 
for a nearly 1 l)(trt:ent11:go point inc,eeso in observed use. However, the&e figure& are 
veltd only within the range of the self-reported seat belt use data. 
Repo11/!d by: Oltk>s of Ot/lter and P6de,trlan R.tmJflrch, NstJol'IIII Highway Trtt~ Sefefy 
Adtrnnistr•b·an. Div of Nuuition, Ctmtar for H,:ahh Promotion ,md Educlffl()n, CDC. 
Editorial Note: Worldwide experience has demonstrated that 58at belt use laws can 
$ubtcan1ietly reduce deaths end lnJurles on highways.. More then 30 foreign countries, 
31 sta1es, and the District of Columbia now have laws requiring adult drivers and 
passenge,s to use seat belts. 

FIGURE 1. Compati.ton of obstrv6d end stff•repotto<I stet bett ust ("aiw•v•"• -
&elected state-s, 1987 
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FIGURE z. Comf)6ri.son of obse,ved and setf•rtporttd seat bett u.se ("elways'' p!us 
"nearly always"• - selected statos, 1987 .. . _...., __ 
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Oitect ob$etvadon $1Jrvev, of sut beh us.e, If properly ffliQned • nd ton.ducted, 
can produce accurate estimates of use. However, observation surveys are expensive 
to condtJCt end usually observe only shoulder belt use. Fvn1,ermore, ahhC>Ugh o,ev 
can estimate a drive1'1 or occupant's age and sex, they cannot gather other 
Information useful In understanding belt use, such es u lp purpose or auitude$ abovt 
bett u.se Jaws, Tolophon• avrvoys provide the opportunity to oolleict these additional 
data. They may also be less expensive to design and conduct than observation 
surveys. However, telephone surveya can rooord only tho respondents' stated 
behavior, not their actual behavior. 

Some of the dl~rgenoe In the doh'I analy.ted here may be due to tho feet that the 
sett-reported data were collected each month throughout 1987 and thus estimate 
average belt use 1hroughou1 the year. The obsewed d1:1ta were eolloct&d at Cfi'1e1ent 
times in each state, Furthermore, tho self-reported data were drwwn from a sample of 
the entire state while observed data from some states came from only a few shes. The 
modorote fit of the reg,cuion liMs moans that they are useful in describing genera) 
relations between observed and self-reported bett use, but they should nQ1 be u$ed to 
predict ob$orved u&o in a $ingle atato wh.on onty om, self-reported &Urvey is available. 

More studies such as these are needed to establish rel iably the reletlon,hlp 
bocween the r0$UltS from Ob$61'\1atlon surveys :ind BRFSS telephone g41rvoyg. Tho 
results from observation surveys ooold then be used to help interpret the 8RFSS 
,espon~s and transhne them Into approx1mate actual belt use levels. The 8AFSS data 
in turn oould be used to investigate characteristic:& of belt users and nonusers that 
cannot be deteimlned from observation surveys and lo provkte Information on 
temporal trends without the expense of observation survey&. In th8Se ways, the 
usefulness of both tvpes of surveys would be enhanced. 

Flefetet1ces 
1. CDC. Be-1\avioral fiSk•factor surveillance-selected ttalbs, 1984. MMWR 1986;36:253-4. 
2. CDC. Bctloviorol ri$k-foctor surv\tillo1n" in $~~od stotos- HIBS,. MMl/v'R 198$;3$:441-4. 
3. CDC. 8W\/l0tal tlek factor survelllance-selac,ed suttes. 1586. MMWA 1987;36:25?-4. 
4. Hun1e'r WW, Stults JC, Stbwa.rt JR, Rodgfnan EA. OV~o~p11!Sentati0n of teat btilt nonuM!rS in 

troffic cmho,, Ch.;.pq.l HUI, North C.ro•lna: Vniv0tt;,itv of NOfth C.rolin•, Highwey Resoa.rch 
Center', 1988. 

5. W119onoor AC, Streff FM, Moln•r W. Busins\i K,l.. Sohulti RH. FaCllQQ, 1ofatod tonooo-.wof $9,llt 
befta In MlchJ.o,an. W11$Mng1on. DC: US Department of Tr&MPOrtation. 1987: DOT !klbllcatton 
"°· IHS)807•2t 7. 

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

This articlo sumrnariies th• third report to the OOm c,stic Policy Counci l (OPC) on 
the prevalence and rate of spread of human immunodeficiency virus (HIVI infectton 
and acxivire<t Immunodeficiency syndrol'l'\ot (AIOS) In 1he United Stet$$. The fil'$l 
re.port f 1 > extensive Iv reviewed data on the prevalence and incidence of HlV infection. 
The second report was sum merited In Aprll 1888 (2 ). The thlrcl report was delivered 
to the OPC on Juty 22, 1988; its major point:& are summarized below, w ith information 
upde1ed where appropriate. 
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HN sM AJ0S - Contfou~ 
A. Trends in Reporttd Cas.es of AIDS 

• By August 29, 1988, a total of 72,024 AIDS cases had been reportod in the 
United Stat6S, Including over 12,500 ca&M since the Int summary on April 15, 
1988. 

• In 1986, 1ht Public Health Service (PHS) projected that approximatefy 270,000 
cumulative AIDS CHH would be diagnosed by tht end of 1991, lncludlng 
15,800 cases diagnosed in 1986 and 23,000 In 1887. The actual numbert of 
cases for these yNrt, adjutted for reporting detaY1, a,e 17,100 end 26,200 
cases, respecllvefy. 
Using a method simller to that used in 1986 (3), the PMS now prolects a 
cumul&tlve tota l of 366,000 caaes diagn0$0d by the end of 1992, with 263,000 
cumulative deaths (Flgure 1). 

• In 1992 alone, 80,000 case$ are O)(J)eeted to be d iagnosed and 66,000 deaths to 
occur. A touil of 172,000 AIDS patients will require medlcal eare In 1992 at a cost 
expected to range from $5 blllion to $13 billion. 

• In September 1987, the AJOS ca&e definition was revfs.ed to include a broader 
tpect:rum of HIV•ossoci&ted diseases and to allow for pr&sum ptlve diagnoses of 
certain conditions. Comparison.s of ces.es reported from the 12-month pe1iod 
before September 1987 with those reported since then show this change has 
led to en Increase in the prOportlon of reported AIDS ca&85 among blticlct: from 
24% to 36% of en reported ca&fl and an incr .. se in the proportion of report.ct 
ceset among Hispanics from 13% to 16%. Cases in per&Ot'\S thought to have 
been infoctod through he tero&.exual contact etao lncteased from 2,8% of ell 
CHes to 3.6%. 

8. Trends In Pr.v1ltnoe and lncklence of HIV lnf-=tion 
• In Aprll 1988, CDC convened a !YHM'tlng of experts in mathemetlcel mQdellng 

techniques to http ertlmete the number of A~ricens now infected with HIV. 

RGURE 1. Incidence of AIDS,• by quan.er and ye.er of diagnoslt - United StltM, 
pre-1982--1992 
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Bas.ed on 1wo mathemat ical approaches, these experts agreed that the current 
CDC est imate of 1,0 million to 1.5 million ls a r♦asonable working estimate of 
1he number of persons now infected. 

• Reoent data, indudin9 prevaten<:e 1a1e1 in childbeering women In three states 
(21, patients et aix sentinel hospitals, and prisoners in 15 states (see below►, are 
oonaistent with 1hls estimate. 

• The current estimate for the number of infected Americans is the same as the 
estimate mede ln 1986. This does not mean that no new Infections have 
occurred. The 1986 est imate was based on prelimjnary data and was probably 
too hig h. 

• Data on the prevalence rate of HIV Infection (buod on antibody prevalence) are 
now avJ\table from six urban and suburban sentinel hospitals, predominantly 
in the m idwest, In the fir$t 18.809 t.au <:oMucted In persons odmiuod for 
re.sons not associated w it h HIV infection, the overall serop.revalenoe waa0.3%. 
The observed rato i t thrco to fout times that found In m1lluiry rteruh eppUcants 
In the same cities. The higher rate in hospital patients i;& expected because 
pel'$ons with ris.k behavior, are to tome extent exciuded from m ilitary service. 

• Setoptevelenoe in inmates from 15 state correctional systems and the Federal 
Bureau of Prisons rangH ~om O to 15% (medl&n OA%). The ris.k factor most 
often rel)Orted In aeropositlve inmates is a history o f intravenous-drug abuse. 

• Seroprevalence in Job Corps tntrants l\as been 0.4% (01 the fitt:t 65.960 
ptrtOl'\S tested. Infection retes are highest in males, blacks and Hfspanics, a.nd 
appl icants from urban area,. 

• lnfoc-tlon ratet In sentinel populedons that have been followed over time have 
not shown signi ficant incseases. These populat.ion.s includ$ firtMlme blood 
donors 133 months of observation), applicants for milit ary &ervioe (30 months of 
observation>, and edmi$$iOrU to sentlnei hosphats (15 months of observadon). 
These findings are conslst ent with some continued HIV tranamiH ion {which is 
also aeen in serooonve,siol'\S In ropeetedly tested active-duty m i11tary person• 
nel and In repeat blood donors> but argue agoinst 1n ~plo,ivo sproad of HIV in 
the popu1etton. 

C. Stl'tua of HIV and AIOS•ANoolat N SurVitYt 

• lmpl~montstlon of the ComprehensiV& Family of HIV Su,wys 
To conduct sentiMI surveillance lot HIV In 30 m eitopoliten er♦n, funding wes 
awarded to health departments of 23 states, the District of Columbia, and 
Puerto Rico on January 29, 1988, with addltlonal fundt awarded May 1, 1988. 
More then 420 different surveys will be conducted in sexualty transmitted 
diseases clinics, drug ebuae 11eatment <:enttrs, tuborculO$l$ cl!nlC$, women's 
h681th ctlnics, sentinel hospitals, and newborn infant &CJoening programs (in 
w hich a sample of specimens routfntly collected from newborns are anony• 
mously tested to indicate the prevalence of HIV in fection in childbearing 
womon), 
A progrsm to eveluate HIV seroprevalon-ce in collogo students has bogun. Sy 
the end of 1988, a total of 20 colleges wlll participate. and approximately 20,000 
serum samples will have been tested. 
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HIV and AJOS - COlltinutld 

• National Houuhold St,roprtv8ffl'tCe Sv t'Y"Y (NH$$} 
A contract for the NHSS was awarded to the Research Triangle Insti tute. Th• 
NHS$ will be co~uetod In two phase,g. Phase I will be a pilot phase to 
determine the feasibility of conducting hou~old intONiOWS to obtain demo• 
grJphiC Information. HIV risk factors, ands blood test for HIV. If Phase I shows 
that the NHSS is feasible and if fund$ aro available, Pheso II, a Dtobabllity 
sample of hou$ehold.s from throughout the United S tates. would begin late in 
1989 a nd would includo awroximetotv 50,000 re,pondent$. 

• NorloruJI Heelrh Interview Sutvey: AIDS Attitudss snd Knowledge Survey 
An AIDS q uostionnairo w~s developed for the N&tlonal Health lnterv~ew Survey 
to provide estimates of public knowledge and attitudes about AIDS and 
changC1$ in knovAodgo 8nd ttttltude$ ovef time. The first phase of the survey 
was conducted from August 1987 through January 1988 and showed oontinu• 
ou& inao-&$0$ ir. k.nowledg,e o f how HIV ls transmitt~ . A second phase that 
began In early Mav 1988 contains additional QU8&tions to O:Stlist in the evatua• 
tion of the ' 'Undtr$tar.dlng AIDS" malling i4 ). 

{Condnued on ()8Re 559} 
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TABLE Ill. (Cont'd,) Cff" of spedfied notifitbl• dlsaalff, United States, ween ending 
September 10, 1988 and September 12, 1987 (36th Weeld 
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TABLE Ill, (Cont'd.) Ca.set of tf)\tetn.d not:Hiabl• diMIM&, United States, week.a ending 
S.pttmbtr 10, 1988 and September 12, 1987 t3Gth Weeld 
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TABLE IV, O.aths in 121 U.S. citiet.,• w.ok ending 
September 10, 1988 (36th Week) 
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Epidemiologic Notes and Reports 

Imported Dog and Cat Rabies - New Hemp;shire, California 

In 1987, rabies was repor1ed in a dog in New Hempshire and a cat in CalUomio, 
Both anlmels h&d been recently Imported from Mexico. 

New Hampshire. The flr,t coso of dog rabies In New Hampshire since 1967 was 
confirmed Ofl Janu.ary 17, 1988, in a 6-mon1h-old puppy that had bean Imported into 
the Unitod States 31h weeks etHlier. The dog was presented to a voterinarian on 
January 16 because of whimpering, tremots of one leg for 3 days, urinary and feool 
Incontinence for 12 hours, and exC&tsive ta1ivation for 2 hours. Based on Ihe puppy's 
history and symptom,, the veterinarian suspected rabi.s, and the dog was eutt,a, 
nizod, 

The dog was brought into New Hampshire by s 13•vear-old girl who adopted It 
Whllft visiling h9f mtither near Me.,clco Citv, The dog was lmmunlted bgainst 
parvovirus, but not rablet, by a veterinarian in Mexico who 11110 issued a health 
certificate for tho dog the day before dep,er1ure. Tho girl flew wlth the dog from 
Mexico City to N&W York CJty on December 30, On arrival, a U.S. Customs official at 
the airport br(eflY lnsl)4cied the puppy and questioned tile girt about its heelth. Sh• 
pro&ented the health cettifieaIe. aod the dog was permined entry without proof of 
rabies (mmunlt~Hion or the required isolation at th• final destination. The girl and dog 
orrivttd in New Hampshire on 0e(ember 31, 

The girt brought th♦ dOQ to school, various panles, and babys.itting jobs. Seven• 
teen people received rabies postexposure prophylaxis primaritv because of (aeial 
exposure to the dog'$ se11v,. The total cost of doctors' visits, rabies vaccine, encl 
rabies Immune globulin was $12,100. 

Celifomia. A similar c.ase of imported animal rabies from Mexico ooeur,ed in a cat 
In Los AIIQ(Jllet CJ), In September 1987, a stre-v ce-t of unknown rabies immunization 
.ttatus was adopted by e woman vacationing in Acapulco. The cet passed through 
U.S. Customs even tllovgh i t was ski: at the time. The wom•n ptesented the cat to 
three vetcri/\aribns; baaed on its hlstory Md ,ymptoms (including lncoordination, 
narvousne&!I, twitching, taUvaIion), two of the three su9-pected rabies and recom• 
mended t:vthonasia, Four days after arrival, th• c:tlt died and was foond positrl/o for 
rabie,s. Twenty pe.r$00$ svbs.quently received rabies pos:texposure prophylaxis. 

All U.S. Customs officials have been notified of these incidents and heve been 
reminded that proof of rabies Immunization must aooomp.eny ell dogs :,3 months of 
age entering me United States from rebles•endt:mlc countries and that all animals 
mu.tt be in good health upon entry. 
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Rabi~5 - Continued 
Report-1 by: 1W de Marr, DVM', W1Jpole V9t1ri1Nry Clinic, W11fp<>M; IA Pratt FE Shaw Jr, MO, 
Statl EpidemJofoglsr. N.-w Hampd'hire DiV o( Pub/Jc ~,hh SY(.s, CP Ryan, DVM, KE W eeks, 
JE Ro,l#nd$, Los ~s CO(lmy 0.,,t of ~a/th Svcs; KH Actee, MDCM, Acting St11ttt 
Epld6mlolof/J,t, C.lifomia a.pr of Hnh.h Svc.. {)ivof Fi-1d Sve11, EpkJMliCJogy Program OfflCfl; 
Virlll and Rittettll/.al ZO<>l'lfHff Br, Div of Vlt8J OiH98ff, CMter fr)r lnfeclk>u.s Diuaut, CDC. 
EditOrlal Note: Oog and cat rabies i.s hyperendemic in Mex ico and moa.t coun1rles of 
Africa, Asia, and Central end South America (2,3). Oog rebtes Is extremefy rare in the 
New Englsnd states; the mo&t recent utes we<e reported from Maine .tnd Vermont 
In 1978 (4 J, Veterinerlens should suspect rabies whtn i, dog, cat, or other susceptible 
animeJ ls Imported from a rabiM-hvperendemic area and develops an un$Xplalned 
rapidly progressive neurologic di&-ea&o, 

Public Health Service quarentlne regulations 142 CfR 71 ,61 I r~ulre that all dogs 
.-3 montht of age imported from co1.1n1ties not free of rabies have ~ val id rabies 
vaccination certifica1e and be vaccinated at least 30 days before entering the United 
States (6 ). Unimmunized dogs may be petmltted entry if they are v11ccin11ted for 
rabies and oonfined for at leatt 30 days after vaccination. However, a recent case of 
rabies In a n lmpon.ed dog, which oocurred despite appropriate rabie, Immunization 
before e ntry, illustrates that these regulations, ovon when followed correctly, may not 
alweys prevent imported rabies •6J. It is highly re,commtnded that cats from 
rabias•hyperenOtmlc countries be immuni:led before entry. Dogs, cats, and other 
rabies-susceptib le animats ahould not be imported as pats from ,ablet•hyperendemic 
countries, Travelers to such countries should not tek♦ lhelr pets with them or acquire 
pelt abroad unless absolutetv necessary. 
/f(J{Sfe(l(;U 

l, Ctlifornia O&p.arunent of HNhh S,.Vioes. SymJ)(omatiic rebld cat t rrivo1 in Los Ange-ies on 
altllner from MolOOO and Is pa88ed through PQrt-<lf •&ntlY, Calif MOfbld 1988; 13;1. 

2. CDC. Rabies eurvelfla~ 1986. MM'h'R 198?;36(~ppl 3Sl:20S. 
3. World He11Jlh OrganlutlOI'\. World SUl'V'OV Of rabies XXII tfor Vffrt 1964.'86). Gone...a: Workt 

He.Ith O~•nilWOn, Division of Communic,ble Di1oase1, 1987. 
4. COC. Rab.ff euiveiUJnco i n.nu.al summary 1978, Arl• nta: US Department ol liealth t nd 

H1.1m1n Sorvi~s. Pub&lc Ht,111th Service, 1981. 
6. Publk: t«ialth Sorvico.. lM,portatiOflt: doQ8 1nd cat$, Foder al Regl11ec 1986;42:54-6, 
8. CDC. An Imported ce&e of nibios in an ittlmuniled dog, MMWR 1987;-36:&4--6,10t. 

Aasesslng Exposures of He.atth-c.are Personnel 
to Aerosols of Rlbavirin - Californja 

In April 1986, a hospital in the San Fre,~bco Bay area asked the OccupadonaJ 
Health Surveillance end Eveluetlon Program (OHSEP) of the California Department of 
Health S.Moe, to evaluate oooop•Uonal rbks to health-care worke,s of e xpoture 10 
aerosols of ribavirin, an antiviral agent effecti ve age inti mt1ny RNA and ONA viruaN. 
OHSEP su.biequentfy asked the N&1ionel lnsthute for Occupational SafetY end Health 
(NIOSH) for technk:811 estlstance in assessing environmental exposures. 

From December 1986 through Merch 1987, OHSEP invest;gators performed eur• 
veys in the pediattic Intensive-care units UCUs) of tour San Francisco Bay a,-0.11 
hos-pita!:$ to evaluate exposure levtl$ associated with the veriou, methods of 
administering ribav'irln aero$01. Twelve persooal•bfea1t1lng•tone alr samples from 10 
nurses end two respiratory the,apl,ts and 14 air aamplos from th,♦ bedtlde area were 
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MMWR .. , 
collected during the administration of ribavirin aerosols through oxyg.an tents, mist 
masks, or ventilatort. The health•care workers studied spent an ave.t1ge of 60% of 
their wotkshlfts. (range: 20%-80%} at tho bedsides of patients who recelvtd such 
therapy. Shifts lasted 7-12 hours. and severe! health•c•r• worke-rs wore aurglctl 
matk» while delivering direct patient care. 

PetsonaJ.breathing-zonc air samples were collected on 37•mm glass tlber fi lters 
using peraonal sampling pumps heJd in open-faced cassettes att&ched to the /apel.s of 
the exposed health-care workers, Samples were collected over full shifts during 
which workers provided care for patients rfeeiving ae,osolized rlbavirin., Including 
periods when the worlcel'$ were awav from ribavlrin•deliverv ar♦&a. Air sample& were 
collected in the ~side area with similar pumps and casMttes pl&eed at the hettcb of 
th• beds of treated patients, NIOSH anatvz:ed environmental samples for aerosolized 
ribavlrln using high-performance l iquid chromatography (detection 1/mit: 1.0-·lA ,..,.g 
pet s.ampJe). Four of the general bedside-air samples were collected in duplleate for 
independent confi tmatory analYti.$ by a radlolrnmunoassay tochnique. 

Of the 12 workers evafu♦ted, the s.l>t nurses and two reapir&-to,y thetapists 
providing dlroct care to patients who ~ ived rlbavirin through an oxygen tent were 
exposed to the hlghttt air levels over the wortshift (mean ribavirin coneentratlon in 
per$0nal ait samples: 161 ,..,g,ms, range: 69--316 µ.gtm3I. The three nurses attend ing 
patients w ho received ribavirin throvgh a ventllator were e)(J)osed to th-e klwest air 
concentrations (range: < 1 to 6 14g/m'), and one nurse providing care for a patient who 
received ribavirin through a mist mask was e)(J)osed to a mean concentJation of 
62 µg/ms. Bedside area sampleg, collected eontinuous,V in the ribavirin-dellvery 
areas, showed generallv highe, rlbavirin concentrations than the corretc)onding 
petson,1 t.,mple:s, averaging 317 µg/m' du,lng edminls1t•tion through an oxygen 
tent. Samples ana.lvze,d by radioimmunousay oonfirmed the results obtained by 
high+pcirformance llqujd chromatography. In four of the ,ix meetul"ffl'lents per. 
formed, ventilation in th$ ICUs exceeded the minimum room-air exchange me 
recomme.nded by the U.S. Oel)artment of Hoatth and Human Services for hoapltal 
tCUs (6 air ehtinges pe, hour) ( 7 ). No correlation between unit ventilation and the 
, esutts of personal or • rea sampling was noted. 

To evaluate the absorption of ribavlrtn by exposed hospital personnel, samplet of 
serum, red blood cel!s (RBCs), a.nd urine were colle<::tod from e&eh partldpanI ot each 
of th,ee sampling limes: before, immedlately aftet , and 3-7 days tifter the fll'St 
workshiftwlth t ibavirin expoture. Biological samples were anatvzed for ribavlrin by a 
radiolm.mvnoossev l«hnique with 8 detection limit of 0.002 "'°/ml (2 ). 

Eight nurses and two ,espfratory therapi.$1$ submlned a total of 30 serum samples, 
30 ABC $8mpfes, and 30 urine samplet, Ribavirln was not detected in any urine or 
serum samples but was detected ot • concentration of 0.44 11,g/ml In one RSC sample 
collected from a nurse 5 davs after the first shift In wtlich she gavo direct care to a 
patient r.ceiving rlbalririn through an oxygen IenI, Environmental samples collected 
during the work ,Mtt of this nurg,e showed tho highest concentradon, of ribavlrln in 
air (peraontil: 316 p.g/m3, bedside area: 1048 "g/m3> observed In the swdy-. Thi-t nurse 
did nor report any unusuaJ or Increased activity related to patient care thllt might h6ve 
resulted In increased ♦Xposu,e . 

No symptoms were ,eported bv any health-care workers in thl1 study. 
Rt,pert«J by: R Harri$on, MD. J S.llows, MPH, 0 Rempel, MD, t lfudolph, MO, Occup,,t,'on•f 
1"-ahh Svrw1ifl1nct1 and Ev•h),rlon P'rogrvn; KW Kira,, MO, California Ortpr of ffl:alth Svcs; 
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Rlbfvirln - Cnntinutld 

A Ji(), MS, J Guglielmo, Ph#rm 0, Vniv of Calif0rlli4 58ft Francisco: 88 8'1rn,1rd, MO, Nc,rtht:m 
C,1/ifQrnJa OGcupst)of)ltl He111th Cern8f, k,1;1rrJ Evafuatfons and Tttehn-JCltl Assistance Br. DJv of 
$.itWlfli!n", Huard Ev11Juation$, Md RekJ Stvdlu, and MHsuram(l'nl'$ R~tt$rch Suppott Br, 
Div of Phys.Jes! $cf91)C9$ ,1nd EngincttfinJJ, Ntttkm8I tnttiwte forO«AJpa~I Sfft(y • nd Hoa/th, 

=· Editori1I Not.: Ai!»vlrin (1-ll-S-O-ribofuranosvl~1.2,44rie:ol&-3•eart>oxamide IVira• 
ioie•Jlls a synthatic nucleosidc anetoo tha1 eppears to restrict the synthesis of viral 
proteins end Interferes with formation of the cop on viral,me$$enger RNA (3 ). In 
1980, the Food and Drug Admini$1retlon approved It for aetoaol treatment of infanui 
and y()(.lrtg d'llldren whh severe rnpiratorv syneytial virvs Infection(~}. Rlbavirin is 
u:SUally administered 1hrough a specific aerosol gene-rator, whi¢h producos rO$pirable 
pertlele-, (mass median diameter approxlmat♦lv 1.3 11m• ate rate of 12.5 L of ribavirin/ 
air mixture ptr minute. The aerosol/air mixture is dtliver&d through a mist mask or 
o,cygen tent to the patient; the oxeess Is exhausted d irecdv into the room. Ribavirin 
may alao be uud as an lnvestlgational drug administorecf through a ventilator. with 
the excegs aerosol in ex.pired air being filtere,cl to limit release into patient-care•~ 
t7). The administra1lon route le usually determined by ellnieal consk:leratione. 
Ou ration of 1rea1ment is gen&rally 3-6 days for 12-20 hours each day, although longer 
periods may also be employed. 

Ribavirin causes r&&b$,Cltptlon of the fetus in pregnant rabbits and ma1to,matl-ons 
In the offspring of all rodent species tetit&d (8,9). tt J lso causes tubular atrophy in tho 
testes of adult rats (81. Bated on data from &tud.0& in animals, rll)Jvlrln Is contrain• 
dioated for use In pregnant women• 10, 11 ). 

Pharmacok.Jnetic studies lndle.ate that absorbed ribavirin is concentrated in the 
ABC$ of humans ( 12 ). In the only previous study of occupational exp0$.ure, ribovirin 
wa& not detocted In the RBCa, plasma., or urine of nur$et: administering ribavirin 
aerosol; air samples wt.to not co-1tected In that &tudy ( 13), A simple mathema1;ee1 
mo-det, lnootporatlng breathing.zone eir 1c,ve,I, ,.....splratory minute volume, and o 
factorof70% (14 t for the frectlc>n of 1he inhaled dose absorbed. estimates an average 
absotbod dose per workshift (8-12 hovrtJ of 13-6 µglkg body weight for nur&e$ in the 
present studv WOO atttN'lded pa1lents receiving ribavirin through oxvgen tents (JS). 
This estimated absorbed do&e exceed$ 11100 of the shon4erm, daily.odose levels th~t 
were terotogonlc In hamsters and embryolethal in rabbit$ t8). 

Until a &pecifically dosign.ed control system is deveJoped to reduce 8Ct0$01 
emi$$iOns, heal th-care workers who are pregnant o, may become pregnant should b6 
advised of the Potential risks of exposure during direct petient c.orc When patients. are 
re,cc,Mng ribavlrin through oxygen tent or mltt mnk and should be ooumeled about 
risk•reduction strategies, lncfvding alternative job responsibilities.. Also, because 
vi$itors mav spend consklerabletime in close proidmJtyto a patient'& bedside, tomato 
vi&itors who tire pregnant or may become pregnant Sh0\11d be info,med of the 
potentlal ri&l(s of axPosure to Mr0$01ited rlbavlrin. Becau.&& all tire.i samples were 
obtained only In direct proximity to the bedside, these data cannot be extrapolated 
reliably to asses$ pogslble , isks to persons working elsewher♦ in a toom or ward 
where rlbavhfn is being administered 1h,ovgh oxygen tent or mask. 

Ribavirin oxpO$Ure le-vets that do not cause advor&o hHlth effects cannot be 
specified because of the 1-aclt of dot:•response data in human&.. Neverthele11$, 
because of the potential tot exposure to a potent animal 1ertuoge-n, employers should 

•use of trade l'l&Mee. 1$ to, ldentffic111iQn only end does no1 imply endol'$$m$n1 by the US 
Oepanmens of Health and Human Servloe& or ti)$ Publi~ HN!th Servic&. 
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develop proeoduros designed to reduce employee exposure. Use of surg~I masks to 
reduct inhal&d ribavirin doso Is unl ikely to b$ effective { 161 and therefore does not 
warrant reoommenda,tion as a protectlvt m easure. Although patient 4 ca.-., eonsider4 

ations typk:el~ de1ermine the rovto of r ibavirln administration, hospital s.taff should 
be tware that in thls study, expos.urea to pe,sonnel were greatest wh9n ribavh1n wss 
adm inistered by oxvgen tent, leu by mist m ask, and least by ven1ilator, Wortcer 
extic»ures in this a nd othor health-care settings deserve Increased attention as the 
extent end complexity of oooopeti(,naJ hazards In this e nvironment bocome apparent . . .,.,.,.... 

1, Health Resourco$ ~nd Services Adminittr~lon, Mif\iMum iequlrements tor conimuc,don and 
equipment of ho&pital and mtdic1I fi,cllltSea. Rockville. M1rylaOO: US Dl)p,fnment of HU Ith 
and H4.im.en Services, Pvbfic Health Service, 1982, 
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3. Smith RA. Stldground and mectlanisms of ectlon of rlbavirin, (n; Smith RA, Knight V, 
Smith JA.0, eds, Cllnkel eJ)f:)lic.Jtions of rlbevi1in. Oilando, Aol1da: Ac$domie Pfese, 1984. 
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25":3047..SI. 
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pedletf'tC patients during meehanieaJ vontllflion, Ftespira1ory C•re, 1986;31: 1188-,85. 
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FIGURE I. Roporttd measles cases - United States, Weeks 32-35, 1988 
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{~J OEPAilTMENT Of HEALTH&. HUMAN SERVICES 

MEMO TO: 

FROM: 

SEP 20118 

Steven Grossman 
Deputy Ass i stant Secretary for Health 

:::::-~J:::i::::uation 
De~/{i~sistant Secretary 
for Program Systems 

Ottice of the Secretsrv 

WHhln9ton, O.C. ~()~01 

SUBJECT: Response to the President's Requirement for 
Implementing the HIV commission ~eport. 

I have attached, per or. 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 ~everal (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 

cc: Peter Fischinger 
Tim Ray 
Ralph Reed 

I 
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LIST or_REQUIBEMENTS 

President's Requirements for HHS in Augusts, 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 protection 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 special 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 com.batting HIV epidemic 

Other Re_guirements from President 

J. Establish an AIDS emergency fund 

K. Implement OPM guidelines 
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A. REVIEW FY 1989 AND FY 1990 BUDGETS 

Requirement: The President directed the secretary of HHS to 
review FY 1989 spendinq plans to incorporate relevant 
recommendations of the HIV commission. In addition, the 
secretary said, in a latter to Dr, Macdonald, 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% ~eorease from the President's 
budget request. 

The FY 1990 Budget Request for HHS was submitted to 0MB on 
September land includes almost $3 billion for AIDS: $1,94 
pillion for tha Public Health Service activities, $710 million 
for Medicaid and Medicare and $JO~ million for Disability 
Insurance, 

Response/Statu, 

As a follow-up to the Comlnission report, all components of the 
Department have baan asked to review their FY 1989 AIDS spending 
plans to incorporate the recommendations of the AIDS commission. 
Additionally, components have ~een asked to iaentify all FY 1989 
and FY 1990 resources devoted to aach of the Commission 
recommendations to which the Department has no disagreement. 

The AIDS component of the FY 1990 budget request to 0MB has been 
developed taking into account the AIDS Commission 
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 issues related directly to 
various agencies• budgets was very helpful for fiscal planning 
for FY 1989. 

A second element is represented by the devalopmant of the 
Charlottesville Report and the HHS !rnplementation Plan tor AIOS 
which collectively represent the major departmental planning 
exercise relative to the control of the HIV epidemic. Many of 
the goals and objectives of the report and plan are congruent 
with the recommendations of the Commission, and have therefore 



already been considered in the formulation of the FY 1990 
budget. 

, 
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To date, with two exceptions, no HHS agency identified any 
Collll\\ission recott\lnendations 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 tor the 
cost of the required evaluation ot the health care system (see 
summary G), We currently are addressing how to deal with both 
of these items. 



B. CONSENSUS CONFERENCES ON HEALTH PROTECTIONS 

B§guirement: Convene a saries of consensus conferences over a 
12~month period involving state, local, and private 9roups to 
encourage them to adopt the specific public health measures 
discussed in the Commission's Report, such as increased 
counseling and testing, reporting ot HIV infection, partner 
notification, and health care worker satety. One conference 
should address restrictive measures and criminal statutes 
directed to HIV-infected persons who knowingly persist in 
maintaining pehaviors that transmit their intection. Another 
possible topic is the serious problem of nei9hborhood resistance 
to facilities for the care of HIV patients, drug abusers, and 
group homes for HIV~infected infants and children. 

Response/St~tus 

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, 
o.c. Participants will include state Health Commissioners, 
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 conference will provide a forum tor 

· public/private sector colla~oration 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 re~ommendaticna fer 
the conduct and content ot the tuture consensus conferences. 

Numerous 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 NI?ffi and other PHS agencies, 
sponsored the National conference on Prevantion of HIV 
Infection and AIDS in Racial and Ethnic Minorities in August 
1988; over 2,000 participants attended. Follow-up PHS 
regional conferences involving all PHS Agencies and the 
Office of Minority Health are e~pected in fiscal yaar 1989, 

CDC will jointly support, with the Department of Labor, a 
conference to be held in January 1989 on the OSHA workplace 
standards for Dlood-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 
pe the health care facilities 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 Association 
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 Genera l•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 tor 
adolescents and youth at risk ot HIV infection. 

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 worker9, 

- 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 regional training 
sessions targeted to ethnic minorities and another tive 
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 departrnents••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 
af~er the November conference discussed above. 



C, COMMUNITY-BASED EDUCATION PROGRAMS, 

Requirement: Increase tha nuro1'er of coitllTlunity-based ed~cational 
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 or HIV 
infection, Please collaoorate with the Department of Education 
in developing youth-oriented programs. 

Response/status 

HHS has substantial continuing efforts, as well as a number 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 
American youth. The CDC has augmented community-based programs 
through support of 30 national and regional minority organiza­
tions in F~ 1988 which will be continued in FY 1989. Further 
expansion of minority e~ucation will be achieved through direct 
funding ot 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 tor 
Indian community groups and Bureau of Indian Affairs school 
teachers. 

o HRSA has community-based education programs in each of the 
20 AIDS Service Demonstration Grant projects primari ly 
focused on youth and women; HRSA coor~inates with CDC in 
this effort. Most of HRSA's 13 Pediatric AIDS Health care 
Demonstration projects have conununity education components. 
CDC will be investigating effective maans of preventing 
perinatal HIV infection in these and other pediatric 
programs. 

o ADAMHA has developed educational programs for young people 
informing them how intravenous substance abuse results in an 
increased risk ot HIV infection. Fifteen national 
organizations will be funded to implement 0-10 community 
oased programs each through their local affiliates. Four 
special studie9 (general youth, hard-to-reach youth, 
Hispanic youth and Native Americans) are to be conducted in 
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1989 on risk assessment and effective community-based 
intervention. These studies have implications for HIV 
infection control measures through community-based ettorts. 
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, t hese efforts have involved consultation 
with the Department of Education, and utilize the Principles tor 
AIDS Education. 



' • ! • .., 

D. ~ROTECTION OF THE BLOOD SUPPL:i, 

Reguirern9nt: 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, (c) ways to encourage the use ot 
autologous transfusions in appropriate circumstances. 

Background 

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 PUPlic 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 knowledge of 
the epidemiology of the disease has expanded. The application 
of these guidalines has proven to be very ettective 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-associatad 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 l 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 tha Public Health 
Service, the Food and Drug Administration (FDA) and the National 
Institutes of Health (NIH), are working collaboratively 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. ACCEL~RATING DRUG ANO VACCINE DEVELOPMENT 

RegJiirement: Implement actions within the next 60 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 Federal and stata governments, the private 
sector, academia, and national laboratories. 

Background 

The development, evaluation and approval of new vaccines and 
therapies for AIDS occurs in two major phases: (l) research/ 
development, for which the NIH has primary responsibility; and 
(2) approval ot new products, which is 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. 

Response/Status 

NIH has developed a Plan tor AIDS Vaccine Davaloprnent 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 utilize innovative strategies to maximize interaction of 
public and private sector components for resource allocation, 
reagent distribution, technology transfer, and information 
exchange, 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 models for potential AIDS therapies by 
establishing the National Cooperative Drug Discovery Groups 
(NCDDG). These groups are comprised ot scientists from 
government, academia and industry who are working together to 
discover, develop and move new AIOS therapies rapidly through 
the stages of preolinical testing. 

FDA has developed a proposal, as directed by Vice Presidant 
Bush, designed to expedite approvals for therapies that are 
intended to treat life-threatening illnesses such as AIDS. The 
proposal, submitted to 0MB on September 6, contains several key 
elements: 

0 Early eonsultation by FDA with the sponsor to 
2 studies which could provide definitive data 
effectiveness, warranting marketing approval, 
effect, compress Phase 2 and Phasa 3 studies, 
approval time. 

develop Phase 
on safety and 
This will, in 

shortening the 
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Focused FDA research when the sponsor is, itself, unable to 
conduct all necessary research or when FDA can contribute 
special research expertise (e.g., pharnacokinetics). 

Risk-benefit analysis 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 tollowing expedited 
approval ot the product to develop additional information 
about the product ' s risks and benefits after marketing. 

froactive 1nyolyernent or the Commissioner and other Agency 
officials with sponsors will assure that product review is 
proceeding on schedule. 

Safeguards will be included 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 

Reguirernent: Provide within 120 days (December 5, 1988) an 
assessment of private incentives for development and marketing 
of HIV products, including an evaluation ot the need, 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 solutions proposed in the 
February 1986 report of the Tort Policy Working Group. In doing 
this assessment, please consult with the Departments ot Justice 
and Defense. 

Response/Status 

The Department has several ongoing efforts that address 
appropriate incentives for private sector development or drug 
products disoover•d 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 tha granting of commercial 
incentives to private sector companies in exchange tor develop­
ment an~ marketing resources. For example, various forms of 
collaborative agreements, including those under tha Federal 
Technology Transfer Act of 1986, between Federal laboratories, 
(e.g., NIH) and commercial researoh-based companies, hava 
brought about rapid progress towards new AIDS-related products. 
Mechanisms such as exclusive grants of marketing rights and 
waivers of royalty or patent licensing rights permit Federal 
laboratories to provide more successful incentives tor 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, ~xpanded, or improved. This 
Board will also consider the appropriate Federal role in 
encouraging reasonable pricing for HIV-related products, such as 
AZT, developed in part with Federal tunds. This Board will also 
consider recommendations that might improve the quality of the 
technology transter program generally. ~he Board has appointed 
a Working Group to address these issues on a priority basis, 
The Working Group first met on August 3l and intends to draft 
its recommendations in October. Findings will be available to 
meet 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 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 vaccines. Secretary Bowen directed 
on April •27, l988, an examination of this potential problem. 

Accordingly, HHS is investigating the parameters of liability 
issues for HIV-related 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 December 5, l9BB. 
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G. EVALUATE THE HEALTlLCARE FINANCING SYSTEM 

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

Response/Status 

HHS currently is completing its plans for the evaluation which 
will be coordinated by tha Health care Financing Administration. 
It (as suggested by the President's HIV ~ommission) 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 recruitment and 
training, and the special problems of long-term care, the study 
will not extend to these areas because of concerns with scope 
and manageability. The evaluation will concentrate instead on 
financing and insurance issues. 

Particular attention will be paid to the experience of low­
income disabled individuals (e.g., 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 infortnation we have 
collected in responding to the President's directive on 
eatastrophic health eare, plus other studies eoneerning access 
to ~ealth 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 tinancing ot health care services tor HIV 
patients, The specific topics, dates and locations of these 
conferences are still to be determined, but they will deal with 
financing-related recommendations ot 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 aata collection survey which will 
gather infomation on the demographics of the patients being 
served by the grantees and on the primary source of payment for 
each of the broad categories ot care provided tor in the 
networks is being eubmitted for 0MB clearance. 



H(l), SPECIFIC STUDIES ON HEALTH CARE--OUT Q~HOSPITAL 
AND CASE MANAGED CARE 

Reguirement: Conduct specific studies of ways to promote better 
out-of-hospital and case managed care. 

Response/Status 

HCFA is coordinating efforts to respond to the requirement. 
These include --

o HCFA is encouraging states, under the home and coMunity­
based services waiver program to provide more cost-effective 
care for persons who would otherwise be at-risk of 
in~titutiQnalization, focusing particular attention on 
parsons with AIDS. Overall, there are 46 States with 
currently active waivers, with 7 states specifically 
identitying AIOS/ARC patients as a category ot patients 
being served under their waiver programs. The seven states 
are: New ~ersey, New Mexico, North Carolina, Ohio, Hawaii, 
Illinois, and South Carolina. HCFA will continue to 
encourage additional states to avail themselves of this 
optional waiver program as a means or promoting out-of­
hospital and case-managed care. 

o 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 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,) In the FY 1989 notice, HCFA has included a 
solicitation for studies that examine the use ot Medicaid 
waivers, hospice care, home health and other ambulatory 
services in providing cost-effective alternatives to 
inpatient care for AIDS patients. 

o NCHSR has developed a program announcement to stimulate 
investigator-initiated research, One priority area is 
research that involves analysis of tha effectiveness and 
efficiency of health-care delivery for HIV-infected persons. 
NIH has other program announcements tor investigator­
initiated biomedical research. 

o HRSA is conducting an evaluation of patterns of utilization 
and costs in four AIDS service Damonstration Grant projects. 
This evaluation, which is being performed by Project HOPE, 
will concentrate on out-at-hospital care and is scheduled 
for eornpletion late next summer. An additional study of 
these demonstration grants is preparing descriptions of the 
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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 ot a small 
scale study of ambulatory care costs ot A?OS patients in the 
San Francisco area. 

o 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 begin to assess their impact on 
this objective. 



. ; H(2). 6.PECIFIC STUDIES OlLHEALTH CARE -- STATE RISK POOLS 

Requirement; Conduct specific studies on ways to encourage 
states to establish insurance risk pools for medically 
uninsura~le persons, 

Background 

About one percent of the United States population is estimated 
to be medically uninsurable due to pre-existing medical 
conditions, including AIDS, when private insurance is 
available, the price is often prohibitive or the pre-existing 
conditions are excluded trom coverage tor the first year or 
longer. Without insuranoe, many of these people are unable to 
pay the high medical bills thay 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 
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 Medicaid. 

Fifteen states have enacted legislation establishing subsidized 
risk pools1 of these, 13 are active. Some 20 states considered 
(but nona enacted) 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 diagnoses that are 9rounds for 
presumptive pool eligibility. 

Response/Status 
o HHS has proposed, and will repropose, to 0MB that the 

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 state enactment of risk pools in several 
forums, including the consensus conferences required in the 
action plan, and through speeches, letters, and other 
interactions with the National Governors' Association 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 considar 
enactment of legislation to establish risk pools. we will 
communicate this to all states. 



H(3) • §PEOIFIC STUDIES ON HEALTH CARE-•HIV• 
INFECTED INFANTS AND CHILDREN 

Requirement: conduct specific studies on ways to increase the 
responsiveness of the public health and health services system 
to HIV-infected infants, children, and adolescents. 

Response/Status 

In February 1988 Secretary Bowen established a special 
initiative on pediatric HIV infection to tocus and develop HHS­
wide efforts to address t his problem. 

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 cornponants of the Department . It 
includes many recommendations, including ones concerning 
resources, provision of health care services, 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 discussea in the summary of item I, 

There also are a number of ongoing activities aimed at pediatric 
AIDS, such as HRSA's recant award or 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; several evaluations 
to aGsess problems in tester .care tor children with HIV 
infection and identify potential solutions; and NIH will be 
working with FDA to revise that agency's guiaelines to pernit 
early testing of promising agents in infants, children and 
adolescents--eimultaneous with testing in adults. 



H(4). SPECIFIC STUDIES ON HEALTH CARE -- D1¥AC~~~ 

Requirement: Conduct specific studies to increase the 
responsiveness ot the health care system to low-income disabled 
individuals. 

Response/Status 

Responsiveness of the health care system to the needs of low­
incoma, disabled persons will be addressed in the overall eval­
uation of tha health care system summarized in item G. 



I • NATIONAL J)LAN FOR COMBATTING HIV 

Requirement: Provide an update by December 15, 1988, of the 
1986 PHS plan tor com.batting HIV infection, retlecting, in part, 
both the Commission Report and the recent Public Health service 
Charlottesville Planning Conference, 

Background 
The PHS has led the effort to control the human immunodeficiency 
virus (HIV) infection since 1981. Many of the salient contribu­
tions by the various A9encies ot the PHS have been developed 
within the context of an ongoing planning process. 

Response/status 

The Assistant Secretary for Health (ASH) eonvened a meeting in 
June 1gs6 to develop a comprehensive plan for the entire PHS. 
That plan was ~sed to coordinate efforts through 1988, but new 
~avelopments necessitated a major update. In response, the ASH 
eonvened a second PHS AIOS 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 major issues 
facing PHS, 222 goals, and 554 specific objectives as priority 
ara&s. The report is expected to ba 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 ot 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. 

In addition, we plan to use both the Charlottesvilla Report/HHS 
implementation plan, and the President's Commission Report, to 
eata~lish a tracking and monitoring system for HHS activities 
combatting HIV infection. 



J. ESTABLISH AN AIDS EMERGENCY FUND -

Requirement: Seek a special HIV emergency fund in the F¥ 1990 
budget for unanticipated problems and opportunities. 

Besponse/Status 

The FY 1990 budget request sent to 0MB on September 1 includes 
$25 million for an AIDS emer9enoy fund, 



K. IMPLEMENT OPM GUIDELINES 

Requirement: 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 As$istant 
secretary for Personnel (ASPER) issued Personnel Manual 
Instruction 792-4, AIDS in the Workpla~, which provides HHS 
policy on employment issues con~erning AIDS in the HHS 
workplace. ASPER is also preparing a memorandum for the 
secretary 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 Workplaca" 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 canters 
for. distribution, counseling service staff members also attend 
workshops, conferences and/or seminars on AIDS education 
whenever possible, as part of their in-service trainin9. 
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Sepk~ br 1q 
Bowen May Sack AIDS Anti-Blas Law 

HHS Sccicw.ry Bc,wer1 may be ready 10 l'.Wjl his 
resistance co a leue rai ban on bias 3gains: pi:'.oplc 
WHh AID~ anil th o::.e intecreo wi th Hl V. ·n1c cvi, 
(knee: a dfi!~t \ette r to Attorney General R1char,! 
111ornb u1 t'il", ::1 \i.:hicr. Bowen ,:ai:s an AIDS ~)1:lS ban 
"critic;il to en,:'Jrc me SUC(:ess of our ~ttorL<; to 
pnittct Hie public heru ch.' ' TI1e lener wa_s drofted 
for Bowen by HHS As.sistant :-ie-:1etary fo r Health 
Robert Windom, MD; ihc HiiS chief has not yet 
signed it. Absen t u vaccine or cure, the tenn says 
HIV testing and counseling is key to controlling 
the eridemic. Succ~ss in rhar effon •-win be great-· 
ly affected b) lhe extcnl to 'l\11!ch persons itt rlsk 
ror mv lnfecilon understar:rl themselves to be lJI'O· 

teclctl from discrlrn!naclon. . . \Vhere, current !aw 
p rovides ad~qu;:ite pro~ect ions, we need tc, clarify 
and enfoi ce tho~ ptoteccionl. Where currenL law 
is imhk0,uate, w~ mu,;t seet chang~." 

VHA ChlcHa Depart; HG.A Going Private 

C'htifif; i:'.~ :ir lhc hei111 of one major hO$pitaJ industry 
pleye.r and a leve rng~d buyou( bid for another il­
lUGlnHe bw sharply competition continues w alter 
the p:oti!e of the health industry. Sept 14 !lews of 
the :.ucucn Jep.:1.r:.1irc of Vohmtar; Ho ~pit<tl :s of 
/11w~ric?. Chiiiiman and CEO Donah! Arnwine and 
111omn~ Rc~ j, president and CEO ot for-profit &ub­
sid i:,:y Voiun1.:ry Hospiials of America Enterprises, 
was fo!!owed by Sepe 15 announcemems of a lev• 
era<Sed t.;uyout attempt invol ving Hospita! .Corp. of 
America. Arnwine and Reed cleaned out rheir desks 
lmmedJateJy; Mc.Oraw-l-!.Hi' ;.; Healrh B11.stness reports 
that ihe tu rmoil at VHA may seem from growing 
too fo.st. "Worsl'.l than e,.:ptcted'' t1n11nda l results 
ln..:lud.e n $~.7 mll!lon net loss for the quarter et1d­
[r,g J unc JO; a year ago, that ngure was $7 .4 mll· 
lion. On Sept. l5 , management :H HCA, a major 
fr1r·prof:t chain, announce(! plans to tot;e the firm 
pr\rnte . HCA Chairman and CEO Thom~ fri, ( and 
m'-'mber.s of his team have offorcd $47 a share. 

iG Revisiag Medicare Klckb~ck Regs 

Ho5p!tals co\1ld waive Medicare cos t-sha:"ing if they 
did so for all beneficiaries, unda rule: re.isions 
drafted by HHS Inspe.:;tor Gener.:il Richard Kusse­
row, Tiic propo&.1I follows HHS Secretary Bowen 's 
o\,t:rride of Kusserow's earlier p\an to \.:lan cost· 
5haring waivers (M&H 8/2,9/88) . The re "would ap-

') ., 
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pear to be no sutst?. f't :ai fode r~ll harm rewlting 
fro m this pradiee," '><!)IS th~ draf,, a copy of 
\v hich was obtainecJ by Me:d!.: i:11! & Hea lth. U~dcr 
the rules, hospl tals v.,ou:ll tJ~\'e w orrer the w1.rvrr 
regarOless or d!agno~!s or l<'iig,rh or srny. The ~G 
a!so has softened rm c: ,irl1 .'.r pr..::x,~al tc limit dis• 
counts by supply ompi,n'.c:s The- new n.: !e~ wo,Ji d 
allow suppliers co gi'.e piice breaks or addi r1ona· 
items for fre.e as lor,g :.i.1 it is wc::t1cu 01it on the 
irwoice or statemen t. T11e IO rejects il btant:t!t 
··safe harbor" (or p1 -~!erred provider oq;aniui.1 ;om 
(PPOs) but says the rl!lc:s should w vei "many re!a· 
tionships (n PPOs." 

HCFA Slgr,s Naw PRO Contracts 

New tt"l.r;;e-year HCfA c,:mtr acts v-tlth ptci r..: ;,iew 
organizations in seven states gi.,,e the PROs slg:11, 
ficant increases. E.xistir:s ,:,ontrac!-ho!ders in De la• 
ware, Nebraska, Montan,i, Wyoming, Rhciifo h iand, 
Missouri, and Wasl1ington have: gotlen new pact;;,. 
New Jersey's PRO ha:. gotten ~ two-month ,;.x1cn· 
sion of its contract du1lng negotittrk,ns. HCf A b~· 
gan replacing the old twc -;c-ar cycle with sta6-
gered thre.e•year deals tc, cas<;: th'! re:1ewa! pmc~ ~s 
The PROs will get as m,Jcb ~$ :rn pero:nt more pt>r 
year un<lu th!! new c;,mtnicb, \cp<'!rts McGnw, · 
Hill's Ufilizaston Rerie ,v. J!·.ddid:):1<d work •·· re·,1ew 
of ambu!a tory surBery , HJvfOs, home health .;.gen­
cies, and nursing h0m-: ;:; .,. will up the cost of re­
view, HCFA ~ays, Payment for hospitiil pho:;,:,,~opy­
ing costs also ls facto red irt 

Oukakls Aide 6 !asts Bush Hoalth Poilcy 

The Reagan Adm in isrrarion hts p'..lm1ed '\(i:'.i c.on• 
tainment at any ;;rice" with 11 imHionai' ' c•.irs :1~ 
health budgi; ts, says ~he cop health ad 0.riser to 
Democratic candiliate t,1ichaei Uuic:-iv.Js. Repubii cs n 
candidate George Busr. ··t,asr/r di splayed ;,.;1 ir1!erest 
in h~a{th care," says Da\id Biurr..enth;;\ , UD, Y.;r.!,_:ir 
VP at Boston's Brigham & Womer1'& Hcspita: and an 
unpaid advise;- to rhe DubiJ.;.is campaign. At a Sep!. 
1.5 debate sponscr;:<d by tht· Amerirnn f-J<)~pit a! 
Assn, he pointed to Massachusett s' uni\'ersai heall h 
Insurance coverag~ law, expansive Medicaid pro• 
gram, and emphasis 0 11 prenrntlcm. Bush repre~en· 
tative, hospital adminim~tor David Ja,: ti~.~o n. sa i,1 
his man is "truly compas~-ionatc'' and \lr~ll ;' ursue 
"innovat ive" healih po!ic!ei.;. But Blumenth11l \'.ept up 
the ottensive, accusing th~ Adrnin1srra1ion of pur­
suing a "!et Ir burn" AIDS policy. 
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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 
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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. 

* * * * * * * * 
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(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 Wright-Michel, "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. 
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A statement of Administration Policy (SAP) opposing s. 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 part.s: 

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 surgery1 require that State public health officers 
be provided with information sufficient to locate individuals who 
are infected with HIVi 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) 1• 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 
4 

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 prob~ble 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 
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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 time2
•
3

• A reasonable best fit function for the cumulative AIDS cases 

reported to the CDC (pre-1987.5 definition) is 

. A = l 74.6(ty - 1981.2)3 + 340 ± 2%, (1) 

where the 2% error is a relative error in the total cases and where iy is the date in years 

as shown in Fig. la. This fit is accurate for iy greater than 1982.5 ( July 1982). Hence, if 

we measure time, t, from 1981.2, 

(2) 

where Ao _: 340 and A 1 = 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. la, lb, and le). 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 c 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•5•6 • In contrast the cubic growth 

of AIDS implies that the growth rate is decreasing inversely as time. If A = Ao+ A 1tm 

then 

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

(3) 



where m is a constant. '\Vith a power law growth not only is the relative growth rate 

decreasing inversely as time, but also the doubling time, td, or the time for the number of 

people infected to double increases proportionally tot , or td = t(fn2)/m years. For AIDS 

cases observed so far, m = 3, and the next doubling time is given by td ~ t/4 years. We 

have observed the epidemic to start with td less than 1/2 year6 and progress to the current 

value of 1.75 years1 . 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 m 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. '\Ve 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 Anderson6, where homo-
• 

geneous mixing of the susceptible population was assumed and where an early exponential 

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. Vl e explored some aspects of this model in Hyman 

and Stanley3 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 CDC10) is the number of new sexual 

partners per time interval.11-14 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. la and lb. 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 interval13
-

16
. 

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, (J, is larger than the mean, < p >, sometimes 

much larger. For men with more than a few partners per year, the distribution p/3, where 

pis the number of new partners per year, and /3 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 London15 as 

well as the fit 2 < p >3 
/( < p > +p)3

• These two studies are biased away from low-activity 

men; more randomly chosen samples14•16 tend to have the same p-fJ 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 13 ). 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 /3 = 3 and /3 = 4. We have chosen to use 

/3 = 3 in this paper, to be consistent with the sexual frequency data of Kinsey (see below). 

One test of the hypothesis that /3 = 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 u / < p > will ~ontinue 

to increase as the sample size increases. A distribu\~on which decreases as p-4 will have 

a limiting value of u / < p > as the sample size increases. Of course, there is also some 

physical limit to the partner-change rate, so that the p13 distribution will be effectively 

truncated above this limit, and even when f3 = 3, u / <.JJ > will approach a limiting value. 

(May and Anderson have pointed out6 •
7

•
17 that a model in which partners are haphaz-
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ardly chosen from all partner change rates according to their availability ( which we term 

unbiased mixing), the initial growth rate is proportional to < p > (l + a 2 
/ < p > 2 ) . Since 

not only the very high activity, but also the very low activity people, strongly influence a , 

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 Kinsey18 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 ex J-3 . The 

distribution superimposed on the figure 

N/No = (f/ < f >)-3 !"?:.(<!>) ( 4a) 

and 

N/N0 = 1 !<(<!>) (4b) 

provides an excellent fit to the data where (3/2)N0 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 ex: 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 sat'¼ration 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-1 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-1 dependence dominates the 
8 
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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-+ l. 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 2:: r ,.: 

I(r.) = 1~ N(r )dr = (N0 /2)r:;2
• (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 J5 ecrr.(t-t,) where Is are the number 

"seeded" at t = ts, the start of the saturation wave. We now define t 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 is = 0. Here o 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: 

(7) 

Here t. is the time to saturate the r. group. Solving Eq. (10) fort. gives 

(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, fn(N,,Jls) to be constant . Then Eq. (11) says that the time, t , 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 t, or 11t. Then in Eq. (6) we obtain 

I(t) ~ 11t2, where 11 has yet to be determined. In addition some few individuals, Io , were 

probably infected before a member of the highest risk group started the saturation wave, 

so we add an unknown constant 10 to Eq. (5) and obtain 

t ~ 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.19 and by Hessol et al. 20 • 

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

San Francisco data for the first 7 years following infection indicates that the differential 
10 



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 20 • 

This description of a progressive conversion to AIDS is consistent with the steady 

-decrease of the T-4 cell count with time from infection21 - 28 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 always proceeds to AIDS. As evidence we refer to a study of seropositive 

individuals in Frankfurt, Brodt et al. 29 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 

tis the sum of the rate of newly infected at t - T years, dl(t - T)/dt multiplied by their 

differential probability of conversion to AIDS T years later or at time t, which is dC(T)/dr . 

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

Here the probability of conversion to AIDS is 

dC(T) = O 
dr 

negligible for the first 2 years; 
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dC(,) = 0.06 
d, 

dC(r) = 0 d, 

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

2 < r < 18 constant 6% per year thereafter; 

T > 18 until all have gotten AIDS. 

dA(t)/dt = 0.06 li'[dl(t - r)/dt]d,, 2 ~ t ~ l8y 

(11 ) 

(12) . 

Evaluating dl/dt from Eq. (9), dl(t)/dt = 2l1t, and at the time (t - ,) is 2I1 x (t - , ), 

and so 

dA(t)/dt = 0.12!1 !i\t - ,)d, = 0.0611(t - 2)2. (13 ) 

We can integrate this to obtain the cumulative AIDS cases, A(t) , 

A(t) = fo'[dA(r)/d,]d, = 0.0211(t - 2)3 + A 0 • (14) 

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 [0.02Ii] multiplying ( t - 2)3 of the 

model with the constant A 1 of the data of Eq. 1 and so we determine 11 by 

0.02[1 = A1 = 174.6 or [ 1 = 8700. (15) 

With the value of 11 of the model determined, we can evaluate the number infected as a 

function of time in Eq. 9, which becomes 

I(t) = 8700t2 + 10 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, 
12 
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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)2 +Io= 705,000 + Io. (17) 

The constant Io 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 A0 like 100 cases. In 1982.5 the 

mean time since I0 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 Io= 400 ± 400 consistent with both this argument and a later model 

to be published. 

Therefore we estimate that the number infected is 

I = 8700t2 + 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) is then not changed significantly due to the 

addition of I0 • 

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. 

III. 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 million30 made several years ago, but agrees more 

closely with current CDC estimates of 1 to 1.5 million31
• The estimate of Eq. (18) neglects 
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several factors as discussed in Hyman and Stanley3
• Under-reporting amounts to ~ 10% 

of the cases, Hardy31 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 quest.ion whether learning 

was likely to have been significant at that time. The most likely time since infection, t, of 

the present cases of AIDS is 

- - 1i[dl(t - T)/dt]T[dC(T)dT]dt - ~ (t3 -12t + 16) ~ /3 4/3 
t - Ji[dl(t - T)/dt][dC(T)jdT]dT - 3 (t - 2)2 - t + years. (19) 

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

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 AlDS 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 Kinsey18 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 3N0 /2 and so N 0 = 2. 7 x 106 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. lb and le. Then 

or the risk behavior of the homosexual group just being infected is 

r * ~ ( No/2 )1/2 '.:: 15c1. 
0.6511 

(20) 

(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 predicts 

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 

findings10, and others 11•
12

•
13

•
14

. 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 
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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 18 . The growth rate, a,, of the infection 

at that time was 

a,= ((1/ I)dl /dt) = 2/t = 0.43 per year at t = 4.7y, (22) 

(or a doubling time td = (1/o)(t'n2) = 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 

i is the probability of infection per sexual contact, then after f td sexual contacts, if td = 1 

or the infectiousness, per contact, i = 1/ ftd = 1.4 x 10-3
, 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. 33 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 lnfectivity. 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 illness35 • 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 19
•
20

. 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 

today36 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 count37 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 i times the number of sex 

acts per partner, f / p, where f is sexual frequency and pis 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 t ime 2ptd 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 singulat 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 because 

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. lb. 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. le. The data in Fig. 1 b 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 pediat ic 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. ld. The data in Fig ... ·lb 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 roughly 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 

' i 

I 



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

(Data reported in May and Anderson6). 

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 18 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 r = 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, t2, when the total population, N(r), is distributed as an inverse cubic, r-3 • 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 agam 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 

yea.rs since seroconversion, which is assumed to be the time of infection. The plot is from 

Lemp et al.19 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. 19120 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 

Washington, O.C. 20201 

SEP I 3 1988 

MEMORANDUM FOR: Steven Grossman 

FROM: 

Deputy Assistant for Health 
Planning and Evaluation 

Geral~Britten 
Oepu'tyAsisistant Secretary 
for Program Systems 

SUBJECT: President's Directives on HIV Commission 

\ ,. 

Per our conver~ation, attached are the preliminary responses 
of HHS to the President's directives concerning implementation 
of the AIDS Commission report, per Or . 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 

,/ . 
' ' ·" I ' 



URAFT I 
REQUIREMENTS ANP PRINCIPAL RESPONS!BILITY 

President's Requirements for HHS 
A. Review budgets for FY 1989•90 (MB) 

B. Hold consensus conferences on public health protection (PHS} 

c. Increase comrnunity-ba~•d 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 markQting Qf 
HIV products (FHS and P) 

G. Evaluate the national health care financing system (HCFA) 

H, Conduct special studias: 
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 AIOS (HCFA) 

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

Other Requirements 

J. EstaPlish an AIDS emergency fund (PHS and MB) 

K, Implement OPM guidelines (ASPER) 
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A. REVIEW FY 1989 AND FY 1g90 BUDGETS (MB) 

Requirement: The President directed the Secretar~ of HHS to 
review FY 1989 spending plans to incorporate relevant 
recommendations ot the HIV Commission. In addition, the 
Secretary said, in · a letter to Dr. Macdonald, that HHS would 
review the Conunis$iOn recommendations in developing our FY 1990 
budget. 

Background 

FY 1989 Conference action provides $1,29 billion (assumes FDA at 
Senate level) fo~ 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 0MB on 
September 1 and includes almost $3 billion for AIDS; $1.94 
billion for the Public Health Service activities, $710 million 
for Madicaid and Medicare and $305 million for Disability 
Insurance. PHS indicated that its FY 1990 request to the 
Department re f lected both the recommendations of the President's 
AIDS Commission as well as the Charlottesville AIDS Planning 
Conference held in June. 

Proposed Response/Statu, 

As a follow-up to the commission report, all components of the 
Department have been 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 davoted to each of the Commission 
recommendations to which the Department has no disagreement. 

The AIDS component of the FY 1990 budget request to 0MB haa been 
developed taking into aooount the AIDS Commiesion 
recommendations. 

Specifically for the PHS, the FY 1989 spending plans of each ot 
the PHS agencies have been reviawad within the context of the 
recommendations proffered by tha Presidential Commission on the 
Human Immunodeficiency Virus Epidemic. The faet that the 
Commission released an interim report several months earlier 
which addressed many substantive issues rel&ted directly to 
various agencies' budgets was very helpful for fiscal planning 
tor FY 1989. 

A second element is represented by tha development ot the 
Charlottesville R@port and the HHS Implementation Plan tor AIOS 
which collectively represent the major departmental planninq 
exercise relative to the control of the HIV epidemic, Many of 
the goals and objectives or the report and plan are congruent 
with the recommendations of the Commission, and hava therefore 
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already been considered in the formulation of the FY 1990 
b~dg•t• 

A-2 

Accordingly, no PHS agency identified any Commission rQCOl'!'lm~nda­
tions which have not been taken into account already during tha 
budqet formulation process. The only exception to the above 
deals with the implementation ot actions to protect the blood 
supply, The final format of the notification of transfusion 
recipients that may be at risk for HIV infection may have an 
impact on the FY 1989 budget (see summary O later in this 
packaqe). Alternatives range from those with no impact on the 
budget to ones that are expensive. FDA will present its 
recornmendation(s) within several days. 

HCFA has not budgeted specifically for the cost ($400-$500 
thousand) of the required evaluation of the health car9 system 
(see summary G), although the F1 1989 Con!erenca agreement 
includes $42 million for HCFA research and evaluation. 
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B, CONSENSUS CONFERENCES ON HEALTH PROTECTIONS {PHS) 

Requirement: Convene a series of consensus confAronceg over a 
12-month period involvinq state, loc&l, and private groups to 
encourage them to adopt the specific public health meaaure■ 
discussed in the Commission's Report, such as increased 
counseling and testing, reporting of HIV infection, partner 
notification, and health car• worker safety, One conference 
should address restrictiva maasures and criminal statutes 
directed to HIV-infected persons who knowingly persist in 
maintaininq behaviors that transmit their infecti0n. Another 
possible topic is the serious problem of neigh~orhood resistancQ 
to facilities for the care of HIV patients, drug abusers, and 

- group homes for HIV-inteoted infants and children. 

Proposed Response/Status 

HHS has already initiated a &Qrie• of conferences which 
partially fulfill this dirQctive. A u.s. Health summit on HIV 
Infection is scheduled for November 28-29, 1988, in Washington, 
o.c. Participants will include State Health Cornmiaaionars, 
gubernatorially appointed AIDS Coordinators, representatives of 
State Medical societies, and loeal health offi~ers, The purpose 
of the meeting is to strengthen public health measures to reduce 
the spread of AIDS. The conferencQ will provide a forum for 
public/private sector collaboration on efforts to reduce the 
spread of HIV infection and an opportunity to shara info:rmation 
about HIV-policies, proqrams and further needs. Workshop■ will 
be included where participants will dQvelop recommendations for 
the conduct and content of the future consensus confer~nces. 

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

The CDC, together with NIMH and other PHS agan~ies, 
sponsored the National Conference on Prevention of HIV 
Infection and AIDS in Racial and Ethnic Minorities in Aug~st 
19881 over 2,000 participants attended. Follow-up PHS 
regional conferenceA involving all PHS Agencies and the 
Office of Minority Health are expected in fiscal year 1989. 

eoc will jointly support, with the Department of Labor, ~ 
conference to ba held in January 1989 on the OSHA workplace 
standards for blood-borne diseases. 

HRSA is planning a second national eonferonoe on the 
planning and manaqement ot health care services for HIV­
infected patients, tollowing the conference held in 
Charleston, s.c. on August 4-6, l988. One major topic will 
Pe the health care facilities 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 conferanee will address ieeues related to providing 
family oriented care for IV drug abusers. 

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

HRSA is joininq with NIDA &nd NIMH to sponsor a series o! 
conferences on developing appropriate services for 
adolescents and youth at risk of HIV infection. 

B-2 

The HRSA supported Regional Education and Trainin9 Centers 
will be conducting consensus conferences during FY 1989, 
addressing such topics as the safety of health care workers. 

OASH and AOAMHA are developing a Gubernatorial Consena~a 
conference on Federal-State strategies to overcome neighcor­
hood resistance to druq abuse treatment facilities, training 
needs of alcohol, 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 
sessions targeted to ethnic minorities and another five 
sessions on reaching hard-to-rQaeh audiences. state and 
community leaders will be included in these conferences, 
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C. COMMVNXT~-BASED EDUCATION PROGRAMS (PHS) 

~eguirement: Increase the number of community-based Qducational 
program&, especially proqrams dirQct&d to those women and 
members of minority qroups who are at highest risk of HIV 
infection. These programs, especially those dirActed to youth, 
should place greater emphasis on the Principles for AIQS 
Education, for their efforts to prevent the spread of HIV 
infection. Please collaborate with the Department of Education 
in developing youth-oriented programs. 

Proposed ResponseLStatus 

The PHS has substantial continuing efforts as well as a number 
of new initiatives for conununity-~ased educational programs. 

The qeneral educational effort h&s baen under the Aegis ot the 
coc. Within the National Publio Information Camp8ign, at-risk 
and special population groups have been emphasized, i.e., woman, 
children, and minorities. This campaign ie expanding existing 
support to 54 state and 16 local ~dueation agencies and 20 
national organizations that serve American youth. The CDC has 
augmented comrnunity•based programs through support of 30 
nation~l and regional minority organizations 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 F~ 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 school 
teachers. 

o HRSA has community-based education programs in each of tha 
20 AIDS Service Demonstration Grant projects primarily 
focused on youth and women; HRSA coordinates with CDC in 
this effort. Most ot HRSA's 13 Pediatrie AIDS Health Care 
Demonstration projects have community education components. 
CDC will be investigating effeetive means of preventing 
perinatal HIV infection in these and other pediat~io 
programs. 

o AOAMHA has developed educational programs for young people 
informing them how intravenous substance ahuse results in an 
increased risk ot HIV infection. FiftQan national 
organizations will be funded to implement a-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 
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1989 on risk assessment and effectiVQ community-based 
intervention. Th~se studies have implications !or HIV 
infection control measures through community-pased efforts. 
Within NIDA 1 s AIDS outreach demonstrations emphaaia ia 
placed on educating intravenous drug abusing women, pregnant 
drug abusers, female sexual partners ot IV drug abusers, and 
prostitutes about HIV infection. 

Wherever pertinent, these efforts have involved consultation 
with the Department of Education, and utilize the Principles tor 
Aros Education. 
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o. PROTECTION OF THE BLOOD SUPPLY (PHS) 

Bggyirernent: 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 recipianta who are at increase~ risk 
ot HIV infection; (b) stepa to improve HIV laboratory quality 
and HIV screening tests, and, (c) waye to encourage the use of 
autologoua transfusiona in appropriate circumstances. 

Proposed Response/statys 

The Department has several ongoing efforts that address blood 
safety issues raised by th~ Commission. Two agencies of the 
Public Health Service, the Food and Drug Administration {F~A) 
and the National Institutes of Haalth (NIH), are working 
collaboratively on this effort. 

a . Notitioation of trAnstusion recipients. FDA is in the 
process of !ormulatinq a plan for the prompt notification of 
transfusion recipients. First, the Department has sought 
and received an opinion from the General counsel that the 
FDA has the authority to carri out this diractive, To 
obtain comments from the blood community on the optional 
format to carry 0ut this directiv&, FDA hel~ 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 A.m.Ariean Medical Association 
and the American Hospital Association. 

b, Improve HIV laboratory quality and tastinq. FDA im in the 
process of preparing an integrated strategy that will 
include: (l) proficiency testinq, (2) surveillance of blood 
bank facilities, (3) enhanced training of FDA investigators 
who inspect blood banks, and (4) training programs f0r blood 
establishment staff, FDA will report at the Policy council 
meeting when the plan will be completed and actions 
initiated. 

NIH is conducting research in FY 1989 ~imed 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 
virus utilizinq more pure viral antigens, or the use of 
specific viral components including genetically engineered 
peptides, proteins, or qlycoprotains. Further research will 
be conducted on the approaches to detect HIV antigens and to 
assess wide-scale applicability of the Polymerase Chain 
Reaction test, which detects viral nucleic acid. NIH is 
also funding research in FY 1989 to develop tests to detect 
other HIV-related retroviruses that eause human disease. 

e. Encourage autologoue transfusion. NIH is in the process of 
developing a major educational effort, the National Blood 
Raaouroes Education Program, to promote a aafe ~upply of 
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blood and the more effective utilization of blood and bloo~ 
products. Ona of the initial thrusts of this campaign be an 
effort to promote autologous donation as a means of 
increasing the blood supply and assuring eafety. In 
addition to a public service message campaign for radio, 
television and print media, informational brochures and 
publication will be widely disseminated. funding for this 
effort beqan in FY 1988 and will continue into FY 1989. In 
addition to this NIH activity, FDA ie preparing an article 
for its nrng_Bulletin on red blood cell transfusion that 
will, among other topics, present information to health 
professionals on the appropriate use of autologous 
transfusions. 



E. ACCELERATING DRUG AND YAC.CIN~ DEVELOPMENT (PHS) 

Requirement: Implement actions within thQ n~~t 60 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 Federal and state governments, the privat• 
sector, academia, and national laboratories. 

Background 

The development, evaluation and approval of new vaccines and 
therapies for AIDS occurs in two major phag~s: (l) research/ 
development, for which the NIH has primary respon~ibility1 and 
(2) approval of new products, which is FDA's responsibility. 
Both agencies work closely together to ensure that the new 
therapies and vaecines are being rapidly develop~d, and are 
reviewect for approval expeditiously'. 

Froposed Response/Status 

NIH has developed a Plan for AIDS Vaccine Oavelopment 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 utilize innovative etrateqies to maximize interaction of 
public and private sector components for resource allocation, 
reagent distribution, technology transfer, 8nd information 
exchange. The vaccine Plan currently is being reviewed by the 
NIH AIDS Program Advisory Committee. Based on ita 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 potAntial AIDS therapies ~Y 
establishing the National Cooperative Drug Discovery Groups 
(NCDDG). These groups ara comprised of scientiata from 
government, academia and industry who are working together to 
discover, develop and move new AIDS therapies rapidly through 
the stages ot preclinical testing. 

FDA has developed a proposal, as directed by ViQe Preeident 
Bush, designed to expedita approvals for therapiea that are 
intended to treat life-threatening illness•• aueh as AIDS, The 
proposal, submitted to 0MB on September~, contains several key 
elements: 

0 Early consultation by FDA with the sponsor to 
2 studies which could provide definitive data 
effectiveness, warranting marketing approval. 
effect, compress Phase 2 and Phase 3 studies, 
approval time. 

develop Phase 
on safety and 
This will, in 

shortening the 
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o Focused fPA research wh•n th& sponsor is, itself, unable to 
conduct all necessary rss&arch or when FDA can contribute 
special research expertise <••9•, pharmacokinetics). 

o Risk-bepefit anuysip to 8gsess the risks of the disease 
balanced asainst the idantified benefits and risks of the 
product. 

o Treatment IND status for appropriate druqs which will serve 
as a bridge b~tween completion of Phase 2 testing and 
marketing approval. 

o Phase 4 studie~ may be requested !ollowinq expedited 
approval of the product to develop additional information 
about the product's risks and benefits after marketing. 

o Proactive involvement of the commissioner and other A9ency 
ofticials with sponsors will assure that product review is 
proceeding on schedule. 

o Safeguards will be included to assure the safety and 
effectiveness of products approved through the expedited 
process, 



F. lNCENTIVES FOR DEVELOPING AND MARKETING 
OF HIV PRODUCTS (PHS/P) 

Requirement: Provide within 120 days (December 3 1 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 otter increased incQntivea in exchange 
for royalties, licenses, or pricing concessions. This assess­
ment should take into consideration solutions proposed in the 
February 1980 report of the Tort Policy working Group. In doing 
this assessment, please consult with the Department~ of Justioe 
and Detense. 

Proaosed Response/statue 

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

Many existing efforts help promote rapid technol0gy 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 fonns ot 
collaborative agreements, including those under the Federal 
Technology Transfer Act of 1986, bQtwean Federal laboratoriea, 
(e.g., NIH) and commercial research-based co~pAnies, have 
brought about rapid progress towards new AIDS-ral~ted products. 
Mechanisms such as exclusive grants of markating rights and 
waivers of royalty or patent licensing rights permit Federal 
laboratories to providA more successful incentives for rapid 
commercialization. 

Over and above these existing efforts, the Department has asked 
the Technology Management Advisory Board of the Publie Health 
serviee to consider the extent to which theee incentives to 
private industry might be refined, expanded, or improved, This 
Board will also consider the appropriate Fedaral role in 
encouraging reasonable pricing for HIV-related products, such as 
AZT, developed in part with Federal funds, This Soard will alao 
consider recommendations that might improve the quality of the 
technology transfer program qenerally. The Board has appointed 
a Working Group to address thas~ issues on a priority ~=aia. 
The Working Group first met on August 31 and intends to draft 
its recommendations in October. Findings will be available to 
meet the time requirement directed by the President. 

One factor that may be inhibiting r&pid development of some HIV­
related products, particularly vaccines, is thQ manufacturers• 
fears ot liaoility suits. Although it is difficult to know if 
there exists any actual and sQrious risk of liability, the 
Department reoo9nizes that the very perception of significant 
risk could delay important rasAaroh and development efforts, 
particularly in the area of vacoines. Secretary Bowen directeQ 
on April 27, 1988, an examination of this potential problem. 
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Accordin;ly, HHS is investigatinq the parameters of liability 
issues for HIV-related products, in consultation with grQupe 
that have addressed liability issues, such as the Keystone Group 
and the Institute of Medicine. The findings, which will ~lso be 
coordinated with tha Departments of Justice and D8fense, will be 
available by Decembers, 1988, 
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G. EYALUATE THt HiALTH CARE FINANCING SYSTEM (HCFA) 

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

Proposed Response/Status 

HCFA plans to take the following approach: 

o scope and Focus of the Evaluation -- The evaluation (a• 
suggested by the President's HIV Commission) will focus on 
access to care by the American public, both the uninsured 
and the underinsurea. Although theoretically aooeQs could 
involva ~uch matters as facilities, outreach programs, 
specialized disease or health problem initiatives, personnel 
recruitment and training, and the special problems of long­
term care, the study will not extend to these ar$aS because 
of concerns with scope and manageability. The evaluation 
will concentrate instead on financing and insuranee issues. 

Particular attention will be paid to the G~perience of low­
income disabled individuals (e.q., with the SSI Medicaid 
eligibility process) in keeping with the Presid•nt's request 
that ways be studied to increase tha responsibleness ot the 
system to that group (see summary H{4)). 

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

o Action steps (Tentative) 

se~t•mber 
o Assemble HCFA staff. 
o Establish HHS liaison group. 
o Develop draft study design. 

october 
o Bring together a blue-ribbon group of con$ultants to 

further formulate study dQ&ign. 
o Finalize study design. 
o Write and publish request tor contract with outside 

group for research support. 

NovemberLDecernb1r 

o work and communicate with other Federal agencies. 
o Evaluate proposals developed in response to RFC. 
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January 
o Award contract for research assistance. 

January - September 

o Conduct and complete study. 

G-2 

0 '2n (Tentative) - 3-5 FTEs; $400-$500,000 

0 Departmental cooperation 

The success of the evaluation will depend on tha following 
specific assistance from HHS components: 

o ASPE cooperation and exp9rtise in addressing ce~tain 
issues outside the Medicare/Medieaid area, particularly 
those involving outside agencies such as the D•partments 
of Labor anQ Treasury. 

o PHS cooperation in making availabl~ preliminary data 
from the National Medical Expenditures Survey {NMES) at 
the earliest possible time. 

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

PHS will also study the financing of servicam provided in the 
networks of care supported by the AIDS Service Oem0nstratiQn 
Grants. A data eollection survey which will gather information 
on the demographics of the patients being sarved by the grantees 
and on the primary source of payment for each ot the broad 
categories of cara provided tor in the networka is ~•ing 
submitted tor 0MB clearance. 
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H(l). SPE.~IFIC STUDitS ON HEALTH CARE--OUT OF HOSP!TAL 
AND CASI MANAGED CARE (HCFA/PHS) 

Requiruent: conduct speoitio studies of ways to promote better 
out-of-hospital and case managed care. 

Proposed Response/Stat~s 

HCFA is coordinating efforts to respond to the requirement. 

0 

0 

0 

0 

HCFA is encouraging states, under the home and conununity­
based services waiver program to provide more cost-effective 
care for persons who would otherwiQe be at-riek of 
institutionalization, foouainq particular attention on 
persons with AIDS. overall, there are 46 states with 
currently active waivers, with 7 states specitigally 
identifying AIDS/ARC patients as a category of patients 
being served under their waiver proqrams. Tha seven states 
are: New Jersey, New Mexico, North Carolina, Ohio, Hawaii, 
Illinois, and South Carolina. HCPA will continue to 
enoouraqe additional etates to avail themselves of this 
optional waiver program as a means of promoting out-of­
hospital and case-managed ~are, 

HCFA has ~een encouraging states and other organizationa to 
conduct studies of the effectiveness ot out-of-hospital and 
case-managed care through the annual solicitation for 
research and demonstration proposals. In ~oth the FY l98S 
and the proposed FY 1989 solicitations, HCFA has solicited 
projects that assess the ettects of innovative state, local, 
and private programs in promoting such care for AIOS 
patients. (Although no application was funded in thia area 
in FY 1988.) ln the FY 1989 notice, HCFA has includeO a 
solicitation for studies that examine the use of M~dicaid 
waivers, hospice care, home health and other ambulatory 
services in providing oost-etfective alternatives to 
inpatient care for AIDS patients. ~ 
NCHSR has developed a program announcement to stimulate ✓ fl()) ; 
investigator-initiated research, One priority are~ i• 
research that involves analysis of the effectiveness and 
efficiency ot health-care delivery for HIV-infected par•ons, 
NIH has other proqram announcements for investigator-
initiated biomedical research, 

HSRA is conducting an evaluation of patterns of utilization 
and eosts in four AIDS servica Oamonstration Grant projects. 
This evaluation, which is being performed by Project HOPE, 
will concentrate on out-of-hospital eare and is scheduled 
for completion late next summQr. An aoditional study of 
these demonstration grantQ is preparing descriptions of the 
range of services provided in each city, and ot the 
relationships amonq service providers in the network, HRSA 
also has a contract for evaluating the result9 of a small 
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scale study of ambulatory care costs of AIDS patients in the 
San Francisco area. 

o This fall, HRSA will begin a two-year evaluation of 
Regional AIDS Education and Training Centers, Thia 
evaluation will id~ntify ways to improve the effectiveness 
of the Centers in preparing health professionals to carQ for 
HIV-infected people and will begin to assess their impact on 
this objective, 
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H(2). SPECIFIC STUDIES ON HEALTH CARE -- STATE BISK POOL§ (P) 

Requirement! conduet speoifio studies on ways to encourage 
states to establish insurance risk pools for medically 
uninsurable persons, 

Background 
About one p&rcQnt of the United states population ia eetimated 
to be medically uninsurable due to pre-existing medical 
conditions, including AIDS. When privata insurance is 
available, the price is often prohibitive or the p~e-existing 
conditions are excluded from covarage for the first year or 
longer. Without insurance, many ot thQQA people are unable to 

-· pay the high medical bills they of tan inoux-, Thie results in 
financial strain on health providers. It also meana finanoial 
hardship for the individuals and their tamilies and the 
depletion of resources until the individual qualifies for 
government-subsidized car~. Risk pools are legislatiVQly 
established health insurance programs intended to make insurance 
available to people considered otherwise uninsurable. Th$ 
resulting coverage can reduce the impact on personal finances 
and the dependency on Medicaid. 

Fifteen states have enacted legislation establiQhing s~bsidized 
risk pools; of these, 13 arQ active. Some 20 states considered 
(but none enacted) risk pool legislation in 1987•88. According 
to a GAO report, all existing pools appear to cover AIDS, and 
tour (Indiana, Iowa, Minnesota and Nebraska) specifically 
include AIDS among the diagnoses that ara grounds for 
presumptive pool eligibility. 

Proposed Response/Status 

o HHS has proposed to 0MB that the Administration support 
enactment of s. l6J4 proposed by Senator Durenbarger which 
would eneourage states to establish risk pools, would 
establish very limited Federal requirements (which should be 
further modified}, and would provide $30 million in 11 seed 
money~ spread over 3 years. We will follow up with 0MB. 

o HHS will promotQ state enactment of risk pools in several 
forums, including the consensus conferences rAquirad in the 
action plan, and th~ough speeches, lQtters, and other 
interactions with the National Governors• Association and 
the National conference of State Legislatures. 

o Through the evaluation of existing riak 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 risk pools, We will 
communicate this to all states. 



H(3), SPECI[IC STJlOJES ON HEALTH CABi--HIY­
INFECTED INFANTS AND CHILDREN (PHS) 

Requirement: conduct specific studies on ways to increase the 
responsiveness of the public health and health services system 
to HIV-infected infants, children, and adolescents. 

Proposed Response/Statue 

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 leadarahip of the 
PHS. That group has completed its report and provided it to the 
Assistant Secretar¥ for Health on August 31, It is now under 
review by PHS and other components of the Oepartmint, It 
includes many recommendations, including ones concerning 
resources, provision o! health care services, financing of such 
services, and prevention of HIV infection. HHS agency/PHS 
review should be completed ~y late September. 

There also are a number of ongoing activities aime~ at pediatrio 
AIDS, such as HRSA's recent award of 1~ 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; sever•l evaluations 
to assess problems in foster care for children with HIV 
infection and identify potential ~olutions; 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. 
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H(4). SPECIFIC STUDIES ON HEALTH CARE -- DISABLED (HCFA) 

Reguirernent: Conduct specific studies to increase the 
responsiveness of the health care system to low-income disabled 
individuals. 

Proposed Response/Stuu1 

The principal questions to ha addrassed concern the Commission's 
recommendations to consider decreasing the waiting perioa tor 
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 cara ayetern summarized 
in item G. 
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I, NATIONAL Pt.;N FOR COMBATTING HIV (PHS) 

~irernent; Provide an update by December 15, 1988, of the 
1986 PHS plan for combattinq HIV infection, reflecting, in part, 
both the Commission Report and the recent Public Health service 
Charlottesville Planning Conference, 

Backgroung 
The PHS has led the effort to control the human imrnunQdeficiency 
virus (HIV) infection since 1981. Many of the salient c0ntribu­
tions by the various Agencies o! the PHS have been developed 
within the context ot an ongoing planning process. 

P.roposed Response/Status 

The Assistant Secretary tor Haalth (ASH) convened a meeting in 
June 1986 to develop a comprehensive plan for the entire PHS. 
That plan was used to coordinate efforts through l988 , gut new 
developments necessitated a major update, In resp0nse, the ASH 
convened a second ~HS AIDS Prevention and control Conference in 
early June 1988 in Charlottesville, Virginia, to develop a new 
PHS coordination plan. The report of the maatin9 contains an 
asses$ment of the last two years' effort, the major issues 
faoing PHS, 222 goals, and S54 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 qoals to be carried out in FY l989 with 
specific objectives and dollars alloted. It will include 
implementation of Commission recommendations, as appropriate. 
Th& PHS Charlottesville report/plan discussed above will aerve 
as the major component of this implementation plan, with 
components added by other HHS aqencies. 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 to use both the Charlotteaville 
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~IDj,,iMiRGEHCY FUND (MB) 

Requirement: seek a special HIV emergency fund in the FY 1990 
budget tor unanticipated problems and opportunities. 

Froposed Res:ru,nse/Status 

The FY 1990 budget request sent to 0MB on Septembor l includes 
$25 million for an AlOS •m•riency fund. 
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K. IMPLEMENT QPM GUIDELINES (ASPER) 

Reguirement: 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, ASPER issued 
Personnel Manual Instruction 792-4, AIDS in the Workplace, which 
provides HHS policy on A~ployment issuas eoncerning AIDS in the 
HHS workplace. ASPER is also preparing a memorandum for the 
Secretary to send to all HHS employees reqarding AIDS in the 
workplace. 

In addition, ASPER has daveloped continuing education prQgrame 
for the Employee Counseling Service. A videotape entitled 1'0ne 
of our own - A story About AIDS in thA workplace" and 
accompanying educational materials are available for Employee 
Counseling Service personnel. A report, AIDS: The Facts - A 
S.p,ecial Report. was prepared and distributed in l987. 

Finally, Employee Counseling Servica personnel are encouraged tQ 
utilize available programs and informational materials as they 
work to educate HHS employees about AIDS. Brochures of these 
materials are displayed in Employee coun&elin9 Service center• 
for distribution. Counseling Service staff members also attend 
workshops, conferences and/or seminars on AIDS educaticn 
whenever possible, as part of their in-service training. 



Presidentially Directed Evaluation of 
HeaJth Care Financing 

o Action Steps (tentative) 

~Jltember 1988 

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

,9ctober/November 

Revised 
,Ju/gg 

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 soliclt outside group for research support. 

Novemb~rL2,ecember 

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

January/February 1989 

o Award contract for research support. 

lanuary - Se,et~.mber 1989 

o Conduct and complete study, 




