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Nicotine, pH, end Milttturo Contend of Smokeless Tobacco — Continued
tobacxo contains known cancer-csusiriQ agents; nitrosaminee, potycyclic aromatic hy­
drocarbons. and radioactive polonium {1). These findings underscore the need for 
intensive efforts to prevent children and adolescents from using anytobacco product* 
including smokeless tobacco, and to educate young users about the risks associated 
with smokeless tobacco.
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PrenataU DIecussfon off hQV lasting 
and Maternal HIV Taating —14 States, 1996-1997

In July 1995, the Public Health Service recommended that health-care providers 
counsel all pregnant wonriM>n about human Immunodsficiency virus (HIV) prevention 
and ancoursgo testir^g for HIV infection (1) and. If indicated, initiate zidovudine ther­
apy {2). To evaluate compliance with these recommendatlonG, CDC analyzed popula- 
tion based data on HIV counseling and testing during 1996-1997 from 14 states 
participating in the Pregnancy Risk Assessment Monitoring System (PRAMS). This re­
port presents an analysis of survey data collected from 1996 through 1997; results 
indicate that HIV counseling and testing of pregnant wornen were common but varied 
by Btate, type of prenatal heaKh-esre provider, Medicaid status, and maternal demo 
graphic characteristics.

PRAMS is an ongoing, state-based surveillance system that collects information 
about maternal behaviors, attitudeSr end experiences. Each month, PRAMS surveys s 
random sample of mothers wfio have given birth to live infants during the previous 
2-6 months using stratified, systematic sampling of resident birth certificatea. A ques 
tfonnaire is mailed to each mother, and a follow-up questionnaire ia mailed to rvin- 
respondents- Non respondents then are contacted by telephone. Statistical weights 
are applied to account for sampling probability, nonresponse, and sampling 
frame coverage in each state. The annual state-specific response rate to the entire
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questionnaire for 11 states in 1996 and 13 states in 1997 was approximately 70% 
(range: 69Xl%f-80,0%). Details of the survey design, questionnaire, end other opera­
tional aspects of the survey have bean published (3

Beginning in 1986, mothers who received prenatal care were asked whether a 
doctor, nurse, or other health care provider counseled them about testing for HIV. 
Motherc in eight states, rogardicss of whether they received prenatal care, we re asked 
if they hod been tested for HIV infection during pregnancy or at delivery. Mothers who 
received any prenatal care and raaponded to the provider test discusaion question 
were included in the analysis (n«17,354 [97.4%J in 1996; n-19,693 [98.1%] in 1997). To 
analyse maternal HIV testing, data were Included on all mothers who responded to the 
HIV testing question regardless of having received prenat^ care (n-8420 [99.8%] in 
199B: n==11,1S2 [91.0%] in 1997). To account foi the complex survey design, SJDAAN 
was used to calculate point estimates, risk ratios, end 95% confidence intervals |CI$) 
surrounding the risk ratios. State-specific risk ratios were considered significant if the 
95% Cl did not Include 1. State-specific risk ratios are not presented for sparse data 
(response categories with <20 women).

During 1997, the state-specific proportion of inotlters who recalled discussing HIV 
testing with their prenatal health-care provider ranged from 63.4% (Maine) to 86.7% 
(North Carolina), and the proportion of mothers who reoullad being tested ranged 
from 58-0% (Oklahoma) to 80.7% (Florida) (Figure 1). Among 10 states with data from 
1996 to 1997, increases in testing discussions occurred in New York (22.8%), Okla­
homa (17.8%), and Weat Virginia (15.3%). Seven states demonstrated no increases

FIGURE 1. Paroantaoe of mothers who recalled discussing HIV tasting with their 
health-eare provider and poroentage who reported lielng tested for HIV during 
pregnancy or a« deHvery, by state — 13 states. Pregnancy Risk Assosemant Monttorlng 
Syrtem, 1097
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(range; -2 to Q.9%hn prenatal taating discussions. The largest increase In reporting of 
maternal testing from 1896 to 1997 occurred in New York (18.1%). Smaller increases 
occurred In West Virginia (15^%), Florida (14.3%), Oklahoma (11.5%), and Georgia 
(6.5%).

During 1987 in all states, black mothers were ngnificantly more likely than white 
mothers to report that their provider discussed testing (risk ratio [RR)=1.05-1,29). His­
panic mothers were not significantly more likely to report having had a tasting discue- 
sion in moat states. In seven states, mothers with less then a high school education 
were signiticanuly more likely (FtR=0.96“1.22) to recall a discussion about testing. Simi­
larly, in 11 states, mothers aged <25 years were significantly more likely to recall a 
discussion about testing (RR-1.Q4-1 J6). Public health-care providers were more likely 
than private providers to discuss testing IRR-0.96-1.29) in 10 states. In 11 states, 
rnothers who received Medicaid benefits during pregnancy were significantly more 
likely to report discussions with a health-care provider (RR’:^0,99-1.32).

In most states, black race, type of prenatal health-care provider, education level, 
age, and receipt of Medicaid benefits were associated significantly with maternal HIV 
testing. However, associations between maternal characteristics and testing discus­
sions were stronger than associations between maternal characteristics and actual 
testing.
Reported by: Piegneney Risk Assessment Monitoring System Wbrking Group, Ohr of Reproduc­
tive Heelth, Nirtionel Center for Chronic Disease Prevention and Heatth Promotion: Div of 
NIV/AIDS-Survoitlence and Cpidemlotogy. Nahonal Center for HIV, STD, and TB Prevention, 
CDCw
Editorial Note; This report documents a substantial level of counseling about HIV test­
ing and receipt of testing for women who have given birth since publication of tha 
199B guidelines. In 1997, >70% of women in nine states recalled discussing HIV testing 
with their heulOi-care provider during prenatal care, and at least 50% of women in ail 
states reported being tested for HIV during pregnancy or at deMvery.

Data from PRAMS suggest that physician prar;tiC6S regarding prenatal HIV testing 
discussions and prenatal maternal HIV tasting may be influenced by state-specific 
variations in HIV seroprevalenco rates among childbearing women and physician per­
ceptions of maternal HIV risk factors. Haahh-cara providers serving women in states 
with high HIV seroprevalence rates may be enore aware of HIV prevention and may 
place higher priority on prenatal HIV prevention. For example, on average, fewer 
mothers (89.2%) in low HIV earoprevalenco states (HIV eeroprevalence rate among 
pregnant women <0 05%) recalled a discussion about testing compared with mothers 
(81,4%) in high seroprevalence states (seroprevalence rate >0.4%) (4). Maternal HIV 
testing demonstrated a similar association; fewer mothers (58.0%) in tow seropreva­
lence states were tested compared with mothers (70.9%) in high seroprevalence 
states. Variations in testing discussions by maternal race, age, and Medicaid statuii 
may reflect targeted testing efforts by providers on the basis of known epidemiology 
of HIV among women in their area. In addition, perception of the mother's risk may 
influence whether a provider discusses HIV testing.

Differences in state legislation also may contribute to variations in HIV discussions 
and testing. During 1996, Florida and New York enacted legislation requiring that all 
health-care providers include HJV counseling during prenatal care. High levels of 
provider discussions on HIV testing reported in Washington and North Carolina can be
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anributed to lagigltlitldn mandating this activity before 1996, In July 1997, Arkansas 
lew required that providera test ail pregnant women for HIVi however, that legislation 
probably did not affect results presented in this report. An association among legisla­
tion. discussione. and actual HIV testing cannot be established using PRAMS data (5).

Another survey has shown increased test counseling for women who were young 
and other than white, sought care from a public provider, and had low incomes (6). 
PRAMS data also are consistent with a provider aurvey that found variations in prena­
tal test counseling according to provider type (l.s., public versus private) and type of 
patient insurance (i.e., Medicaid versus other) (7).

The findings In this report are subject to at least four limitailons. First, information 
about previous HIV testing among mothers and the testing date. If any, were not avail­
able. Second, the wording of the survey questions did not allow consideration of a 
cause-effect relationship between provider test counaeling and maternal test accep­
tance. Third, information was not collected on maternal risk for HIV infection, context 
of teat counseling strength of provider encouragement), or reasons a mother 
refused testing. Finally, data were not available to estimate self mported information 
accuracy; however, most respondents completed the questionnaire within 4 months 
of the infants' delivery, minimizing recall bias.

Data from this survey permit health-care professionals and poilcymskers to 
monitor ongoing health-care provider counseling and maternal testirrg. The results 
described in this report emphasize the need for incressing health-care providers'— 
especially private sector providers'—awareness of HIV testing during prenatal care to 
ensure that healtti-care providers counsel all pregnant women.
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Public Health Seivice

Centers for Disease Control 
and Prevention (CDC) 

Atlanta. GA 30333

November 18, 1998

Dear Colleague:

The November 18, 1998 issue of the Journal of the American Medical Association {JAMA) contains an 
article authored by Dr. Bernard M. Branson, who is in our Division of HTV/ATDS Prevention, 
Surveillance and Epidemiology. This important article, entitled “Home Sample Collection Tests for fflV 
Infection,” describes the use of HIV home sample collection (HSC) tests and provides the demographic 

and behavioral characteristics of users.

The study analyzed the results of 174,316 HTV HSC tests during the first year of availability. The 
participants were a volunteer sample of consumers who used either of two HSC tests. Some of the 

important findings include;

• HSC tests were used by individuals who were at risk for HIV and by those who did not seek 
other testing.

• Of the 174,316 HSC tests that were voluntarily submitted, 0.9% were positive for HTV infection 
and 97% of all users called to learn their test results.

• Most users were male, white, and aged 25-34.

• Nearly 60% of all users and 49% of those who tested HTV-positive had never been tested before.

• Most HIV-positive users either had a source of medical care or received referrals.

We are hopeful that this characterization of the use of HSC tests will help State Health Departments and 
AIDS Service Providers assess their potential for more widespread use.

Reprints of this article may be obtained by calling JAMA at (312) 464-4594. Also, the full text of this 
article may be downloaded at http://www.cdc.eov/nchslp/od/new.htm .

Should you have any questions or need additional information, please feel free to call our Office of 
Communications at (404) 639-8063.

Sincerely,

Melissa Shepherd
Associate Director for Communications
Director, Office of Communications
National Center for HIV, STD, and TB Prevention

cc: Dr. Branson
Dr. DeCock 
Dr. Holtgrave
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Toward Optimal l-aboratory Use
Home Sample Collection Tests 

for HIV Infection
Bemarci M. Branson. MD

on public health efforts to prevent and control HIV. ,
Objective,—To describe use of HIV HSC tests.
Design.-fletrospective descriptive analy«'s from data collected by test manu­

facturers during 1996 and 1997.
^cfpanis.^Qlunteer sample of consumers who used either of 2 HSC tests. 

Main Outcome Measures.—Demographic and behavioral o< uaers-
Results.—During the first year of availability, 174316 HIV HSC tests were 

mitted to the manufacturers for analysis; 0.9% of the results were posr^e for HI , 
and 97% of all users called to learn test results. Survey responses frorn 70BZU 
HlV-negative and 865 HIV-positive users revealed that moet were iron, while. ^ 
aged 25 to 34 years; HIV prevalence was highest among nonwhftes. to
44 years, men who have seic with men, and injection drug usere. Beexi^ ac­
counted for a large proportion of HlV-posliive users. Nearly 80% d a"
49% of those who tested Hiv positive had never been tested before. 
counselors found that 23% of HlV-posltive users already had a Murce of foll^P 
care 65% accepted referrals, and 12% had tested themselves to evaluate the ef-

were at risk for HIV and by persons who did not use other resting. Most HlV-positive 
users either had a source ot medical care or recerved

LN 1996. the Food and Drug A(lmini«tra- mostrcceive a prerecorded
t.iona=-DA)ai3proved2prodiK-.Usfo!rhoine ihcir result wui rnunflchng
^;imple collection fHSC) for human im- All users who posiUve or indeterml-
mmiodelidency virus (HIV) te«Ung.The mrte and ^ose
H.SC kits are markelyid directly to con. suitable for T.eiitmg
‘-umers. Users perform u fiiiRei'-stick to a counselor who providp test rosul^
(ihuiln a dried-blond spot specimen on nl- counseling, and referralB or tollow-up
ter paper. The spedmen is identified by mstnictiona. j j „
an inornTnouB code number bind mailed Considerable debate preceded ap- 
directly to a laboratory for HIV antibody proval of HSC HIV testing. Propemento

by eii7.yme immunospsay. Reac^ mointiiinedthaliteavwlahibty wovdd m- 
bv.^&rn,i^e confirmed by West- crease testing,' but opponents raised 
ern bloc or imnumofluorescence assay. concerns about “e'^hve coneoqueMra 
The user rnllfi a toU-free telephone rum- nfier people received by tele-

- F,o.> .1^ C.n.cn^rHCT5'i^ that arebroughlU.morketl^rean nut-
rrwenllon. Centort l.w Diaeasa Cunimi and p.c<«n- atandmp f®®.SUmdinp questions are reboivoij. me 

Atonu.~G-;r ' . FDA requited HSC product manufac-
TMC n^enuon oi ir.ac- nsm«,. tUTcrs to collect data on users and to

“°Sr shai^thisinfo-mationwJtbpublicheulth
“^Ca'Je^ondlng uulOcr Hemara M, officials.
v,9,nn o( HIV/AIDS This ttfUclo doRoribes usen* during the

Heyiiiita: Nauonai Cunlur icr riiv. 5TO. Pr-- compare? them with Clients of publicly
veniion. Otfce ol cwnrmnlcaSorti. ^ATcam iVindcd testinK programs.
; .'.ra tar DisoilS"' ’-ontrai ana Hwoni'.«i. .AUoi na.UA c

METHODS
Data from both HSC tot manufartur«ja 

■were included in thus analysl*. Demo- 
gra|ihic questions asked by the 2 manu- 
fecturei-a were comparable, but themeth- 
odfl used to elicji. information differed.

Home Access Health Corporation 
(HAHC.Hof6mm Estates, lfl)requirt!9i^ 
et* to register their lest fot before Riib- 
mitting a specimen. During this tele­
phone registration, uaers arc asked to 
provide demopni])hic and behavioral in­
formation via Touch-Tone telephcmR. Dur­
ing a second call to olitain test results, us­
ers with negarivernsulfc* receive them ^lnd 
counselirg via prerecoi'ded message un­
less they elect to siieak with a counselor. 
TTsBrn whose specimens are positive, in­
determinate. or unsuiuble for testing are 
doimetted tn a eounsedor who luay eheit ad­
ditional demographic and risk iiifol'ma- 
tion and who alfio enters a summary of the 
iriephone ijiicractlon in a coll log. Home 
Aewafi Health Corporation provided Iiuph 
listed data for J uly 1,9% through Septem- 
be-1937 fur this analysis, mcliiding both 
the demographic survey and the call log- 

Direct Access Diagnostic-B (DAD, 
Hridgewater, NJ) usod a p;iinphlnt in­
cluded widi the HSC ttwt kit to provide 
pretest coun-soling information. The us­
ers' Crat contort with the company look 
place when they called for resulte. Uscra 
were asked for demographic and beshav- 
ioralinformation alter they reeeivedtheir 
lest reswitfi. Direct Access Diagnoetic-B 
surveyed onl.v H TV-p»oBitive users from 
May 1996 through raki Tp-hmary 11»7 and 
began to survey all uaera In February 
liWT. On .Tune 26. 1997. the company an- 
nouncBil Dip withdrawal of ito produrt 
due to lack of demand, but continued to 
provide tesl rcaulU and adminiater the 
survey until August 19, 1997. Informa­
tion cm the tut al number uT LeSto, test re- 
sulUi, «nd samite adeciuacy w'as nvoilnblc 
for May 1996 to Auguai 1997, but demo- 
graphit and behavioral infonnurion 
prises only those \isers 
February 10throUgbAugust29,lf^.Di­
rect Access Diagnoptica provided sum- 
niory informaiion aggregat^l by quarter 
and did not proviile acc(«S to the «11 log.

■ Toward Ortrnyi
fjsotge D. uunooeeg. WP. EUiluc. JaAM.

JAVW, Nov«,iit»a> 18. 19UB Vol l^eo. No. 19
Home Sample Coiicctky. Tosm lor HIV lnlBC(ion- arenson 16»
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the DAD survey rfid not difitinguiHH b\- 
iiexual men from other men who have 
iicx with men. Conadering daui from 
only HAHC uBerB. b«exual men ur- 
counted for 381 of the poBlllvc results.

Home AcccBB Health Corporation 
jiijlted uBora whether they hatl been tested 
previously for HIV and what they ex­
pected the test results to be, 0^ am,11, Ml 
of users reported they were testing for 
the first time (Table ;J).Thc; HIV preva­
lence was sliKhtly higher (0.?%1 among 
fiiut-dnie testers than among users who 
hatl previously tested negative (0.7^;?.). Of 
HT V-positive users, nearly half hart tie ver 
boon tested before. Only 17% of those who 
tested positive for HIV had anticipated 
thiit their results would be positive. 46% 
expected their results to be negative, and 
?i7% were uiicei'tain. Among llAHC u.s- 
ers found to be H TV negative, 2% had ex­
pected 3 positive teat result,

Cyritont analysis ofthe HAHC call log 
revealed thateSS^. of HIV-positive users 
who culled to receive results accepted 
referrals for medical caro and paychoeo- 
cial services, 23% refused referrals be-

TICBOMCBas pBicernfl(^w lomi 
lo fletnograDnn: qiiesHt™ |N - 76373 lor aci; nonibere 
slightly lower lor ntner calBgonesl. HIV iiKteaiaa human 
immijiiodellclency virus; mSm. rnen who hav« wr with 
men; ard IDU, ln(ectlon diua uae.

-tf^rnm Hntnii Aocsaa Hodih CorDtiianoii auivw only 
Direo Access DisyrU'SlIcs alfl nM survey this risk lacior.

Horne Access naaim uiirijuimiuii aumirsu 
aboul their losilno hlsiory. bur Diiwt Access Dagnosllca 
dkJ col. HIV indicaM* human InitniiraxJBliaency viiun,

and 48W persons who submitted sample.^

Sd-™
Rps-cafic uaeaUons. Response rates aver- therapy but had
aged67%among7flSGl HAHCuacrasur- their HIV status ^d changed. Uur ng
vS^durinjrprelesU-uiui6ding.Moraua- the telephone eesfiions.cou^lore noud
«^^^ovido^hdbrmaLiononseiT(70%liuid ofper.Bons^W
agc(CE%)LlumZIPcodo(.‘)l%i. liesponse their i.iartnera. 8/c asked the counsetor 
rates for all oiiostlnna were higher (aver-- to discuss the te-sl result wa h the.r port­
age. 76%) ^ong HlV-poeltive HAHC nor. and 5% disclosed that tlwy already 

ly ,, *. r- raa r fiartner was HIV WiSlLlve.users because coimseiors a.sked for fur­
ther demographic information when giv-

ll«i* I «aJAAJ ’J r<‘ ^knew their partner was HIV positive. 
However, such informarinn wxs not ac­
tively elicited from all oiiUera.

^S^^ph^arbe^vionU character- to c^bfortheir result (the counselor ac
Lstics betSin HAHC and DAD usnra. commodatad only after obtaining per^

Teats were submiUwl from all .50 miasioa i^m the u.aer). One ofthe GiO
BUtes WaabingLon, DC. Puerto Rico, HI V-poaitWe userti exproshcd suic^l 

, .. IT.- irJi'.ation-. the counselor noted i.Viat thitBLaWK, i.'---. ■ ------------------------- ,and the US Virgin lalande. Most users 
were bntprosexuiil; the largoat percent-

aentiitive sample.

RESULTS
Data "were uvuilnblc: for 174 3 lb tests, of 

which 95955 (55%) wore perfoimed by 
DAU sjid 78301 (45%) by HAHC (Table
1). OvenJl. 97% of usora called for thoir were niu,ur«=,cj^uai, r-—
results. A total of 165 l'J4specimr:n8 05%) ttges were men, white, and aged 25 to S4
were suicidble for tcBtitig; 91/7315%.) were yearerrable2).TheH,,l V prevakneewas 
not tested beeauac they were, contami- highest among Africa Americani? and
naied.containedaninsnfficienLanioUTit of Hispanic?. thoaea{^35to44ycar4,meii
blood, or were submitted too long after who have sex with men and mjecLmn 
they were obtained. The HTV prevalence drug ueers. Although only 5% of users
among HSG test uflore waa 0.9%. were Afncan American and 5,« H>^

Demogi-aphicaiidbeliavloi'aldatawere pamc, they accounted for 16% and 12%.
available from 76373 peraons (59%) who respectively, of
responded to at least 1 survey question; sexual men constituted 8% of ‘‘U usere
70 HlV-titijpvtivc, aC5 lllV-po-sitive, Usstocl and 27% of positive results, tb s

jijo.ation; the counselor noted i.Viat this 
person was with a friend, who agreed to 
facilitate mental health support.

Ofthe 71263 HIV-negativeHAHC lit­
ers who called for to.rt rcsulLS. 827n re­
ceived tlie recorded mess^go only, 29% 
called iiiaro than once to heai' their test 
results and counseling, and 12%) ducted to 
S|>eak with » cuanselor.

COMMENT
Comparison nf HSsC test user.s with 

those. t«?)i1.«d at publicly funded HlV sites

1700 JAMA. November 18,1B9A Vol^n, No. 19
Home Sample Collection tests for HIV lolaci,on • Branson
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su(jgc!St.<5 that HSC in uwsd bj'persons whu 
are a: riF.k for H.1 V and thnsc whu do nut 
snok other testing. The 0.9'? IIIV preva- 
lento among HSC Wist users is nearly 3 
times the ertimaled prevalonco; in tlic. gen­
eral population" and similar to that ob- 
sei-ved in 1990 at publicly funded cUnias 
among persons teKl.ed for the first time 
f 1.1 %) and those whose previousiwult was 
negativ e (0.9%) (t lenters for Disease Con­
trol tifid Prevention Client Ueuord Data 
hiLsc, unpublished data, 1997). Althougli 
biiti' (if HSC test users and 44% of those 
tested at publicly funded sites were be­
ing teeteil Ibr the first time, the propor- 
tion of til V-poeiLive HSf; uj.?t users who 
had nouov been ieist.ed before ('19*^.) iscoii- 
siclcrahly higher thun Uiat (29%) at. pub­
licly funded slto.s. The high propoi-tion 
C,i7'l( ) uf users whooallpH for results com­
pares fa vcii’ably with publicly funded clin­
ks, where the return rate in 1&9C avnr- 
age<l tl7%. ranging from 61% at .scKually 
iransmitterl diaciase clinics U> 83% at vol- 
uTiiJirv HIV uuunielingand testing siteb.'

It j.s iniportaiiL to reengnize the hini- 
Lationi; of the data on uaer characterise 
ticB. aa only 09% of users retpunded to 
(iuestion-s about demographies and be­
havior. Kecauae HSt: testing is anony- 
mou.=i, rn:i irikirmation is availablf: about 
noiircspondents. Tliit; inability to ehar- 
ai:Leri/.e persons who may have used 
H15C testing hamper.^ our underatand- 
ing ul Die ultimate role of HSC in HIV 
testing strategies.

Two reviews’-'^ poued question-s about 
fiomr: testing foi‘ whicll data now suggest 
some answers. The following o questions 
relate epceificidly to HSC and also to 
more general issues about consumer in­
fluence in the context of HIV testing.

1. Do nSC c.epand aceem- to torf- 
imyt Proponents argue Uial. HSC Wefts en- 
coumge persons to be tested who might not 
oil] Binv-ise. E viclcnoc fi-oin this enaJy eib b« 
ports this view: nwiti than half of the us­
ers had not been tested previou.sjy. The 
data also show that HIV-infected bi- 
Bexual males. African AmericanB. arid His- 
panicaart uaing HSC tests, iraggesting that 
it IF, an uc.rHpiahln option tor persons who 
may have Iohs -access to teflting orwho may 
he purticukrly concerned about oinfiden- 
liahty’ Although raUtlvely few African 
Americana and HLspanics used HSC tests, 
t he ri.sk for HT V ftocmed b.i he high among 
tliuae who ».lid. AfritiiTi Americans and His- 
panics each accounted for 6% of HSC test 
users (coinpaixkl with 30% and 18% , r*;- 
•spectivciy. at publicly fondod sites), but 
their HIV pi-evalence (5L7% and 2.6%, i-e-
Bpt;ciivcl.v)wa.-saimiJurtolh«t rorpubllely
fuiulcrl test site usv.iw and 2.0%) •’

The overnll effed. of HSC tesLs on ac- 
cos.« to testinc may ts; smaU. Excludmg 
blood donors, an estimated 16.6 million 
H I V reFts are performed snnuall.v in the

.!AMiV, Ncivit-mryir lU. 1998—VOl f.'nn. No. 15

T Initod States.■* Publicly funded clinics ac­
count for appmKimatel.Y 2.G iruDion (15%) 
of these tests and HSC accounts for ai> 
projumately 2(X> 000 (1%). Cost of the test 
(S30-S40) may presenia bai-i-ieitothe use 
ofHSC. Lnasuj-voy of2370HlV-negativc 
persons In 9 states, 7B% of respondents 
said they might use afree HSGtest nhthin 
the next year, but only 40% eaid they 
might uge one if it ctel fidO.*

2. Can conmumfru correctli/ iu^e Uw 
HUC Uo!t. ? Of spccinienfl aubmitted by con- 
sufTieru, 5% werw unsuitable for HIV test­
ing, eomp-dred with 4.fl% of dried-blood 
spot samples obtained by health profes­
sionals.' T^ig suggests that consumers can 
obtain an adoquata sample lor testing. 
However, many peraons are unwilling to 
provide (Inger-etick specimons,'' which 
may limit the aecepUibility of HSC taste.

3. Do HSC tent vJien suffer beeirujtettifq/ 
receive 7toface-to-face cownmiHng't Op[xi- 
nent-K of HSC t.ests feiired that telephone 
coun-seling would lead to emotional dis­
tress for persons who tested HIV posi­
tive and that many might commit suicide 
or fail to obtain &Uow-up medical care and 
psychologicaJ support. The evldc-cnce to 
date, based on small numbers of HTV- 
poaitive users, is mixed. In the first year 
of use. only 1 ealler exprcHscd suicidal ide­
ation. More worrisome. 6%. of callerB who 
test-ad HIV podlive hungup withmit coun­
seling. and no follow-up informulinn is 
available forthem-

The (liitji indicate that man.v HIV- 
positive JISG test users have a source of 
care and that ihoae who do not are vtill- 
ing to accept refemilB. Information is in- 
auffident to detei-mlne whether HSC test 
users actually seek medical care or 
whether telephone counseling is effec­
tive for onwuraginguseru to change their 
ri-sk behaviors.

4. Hoji <5o HSC. testa affaci. pvhlic heedth 
7jrurtit8B.''Concern about the effect, of 
anonyniouB HSC testing on name report­
ing and partner nolificaUon. lad to at­
tempts by sBV'e.ral Blalet^ to block the Kile 
of HHC HIV bests, citing state laws that 
inarulaled t)ie reporting of names of HI V- 
infecterl pferaems. H o wever, under the fed­
eral Hood, Drug, -und Cosmetic Act, FDA 
approval of HSC tests preempted these 
more restrictive state laws.' No rljd,a y ot 
exist 0T> whether the avidliibility of HSC 
teiits liindei s affective and timely surveil­
lance or pjutner notification, but such in­
formation is also menger about other 
anuoyinous and private-sector testing. 
However, given the high proportiOTi of us­
ers wltli aourcce of care or ftt cepting re- 
fcri-nln njvl the fiu:t that health care pro­
fessionals arc iv.quinid to report new ciisee, 
HSC te-rta are. likely to improve these ef 
forts: a higiv pcrcentivgci of HlV-posltive 
pensons are learning of their HIV infec­
tion from HSC an their fiivt tCBi.

5. Wiuit have. we. learned abmt evalu- 
cUiiig r.wi.'atvw’'-iiee The course
negotiated by the FDA during tonsider- 
atiiine of HS(.) tc!.sting offers some inaight 
•about wliether the proens.-? for evaluat­
ing the safetj' and uffertiveneas of HSC ' 
tests will be useful for the introduction of 
other new technologies. Tlie HSC teats 
were approved 10 .ytiars after the first 
product was subinltted, ( luring which the 
FDA grappled with its mandate to en­
sure the safety and effectiveness uf home 
diagnostic products for HIV. For HSC 
tests, it seem g Uj have been posable to col­
lect Bufficient data to evaluate safety and 
effectiveness of thf; device itself as well 
as thfi enneoquenccs of its approved use, 
such as the psychological responses of us- 
eiti. More dotuilod information also e.x- 
ists about the coat and feaBibflily of the 
data collection and poatmarketing stud­
ies that wo)-e imposed on HSC product
sponsors tiBconditionsorapx;rov;d.Theapv
pi oval oi'HSC loRts for HIV may pave the 
way for the. approval of other technolo­
gies, such as 1 -Step rapid HI V tests, which 
can prf>vidc resulte in 10 to 15 mmutes 
wiihoul Uw need for »luboralor.v, and erven 
true home tests,’" whinb consiuniers could 
perforin and interpret at home. These 
could dramatically chaiigu HIV testing, 
and HIV pi-rvcntion Sirategios based on 
Immediate ucces.s to teet results could 
greatly the AIDS epidemic.

Tho BUthnr is gn, (.vfwl u-itataj-zj-ini Kruzcl. MPH.
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URINE HIV 1 SCREENING AND CONFIRMATORY TEST PROCESSING NOW 
AVAILABLE THROUGH MAJOR REFERENCE LABORATORY

MRL Reference Laboratory to Process Calypte Urine Test System, Offering Health Care 
Professionals/lnstitutions Highly Accurate, Non-Invasive,

Low-Risk Alternative to Blood Testing

Cypress, CA ~ August 12, 1998 - MRL Reference Laboratory today announced that it has begun 
processing of the complete Human Immunodeficiency Virus Type 1 (HTV-1) urine test system for 
health care professionals and institutions. The test system, developed by Calypte Biomedical 
Corporation (NASDAQ; CALY), consists of the ffiV-l en^me immunoassay (El A) antibody 
screening test and the HW-1 urine Western Blot confirmatory test, which detect the presence of 

antibodies to HIV-1 in urine samples.

In June, the U S. Food and Drug Administration licensed the urine HTV-1 Western Blot test. The 
screening test had been licensed previously by the FDA. "Through clinical studies Calypte 
sponsored and through our own validation of the test system, we found Calypte’s urine diagnostic 
test system to be a reliable alternative to serum testing," said MRL Director of Research and 
Development Dr. Wayne Hogrefe. "Studies show that in some instances, the urine test identifies 
H IV-infected individuals the serum test misses. Therefore, if people need to be absolutely certain 
of th^ HIV status, such as In transplant cases, it would be best to conduct both tests."

"Since the advent of HIV testing, MRL's clinical laboratory clientele have requested a 
non-invasive methodology for HIV testing," said Charlotte Perry, Global Product Manager for 
MRL. "The healthcare community needs to eliminate the limitations and risks inherent in serum 
sample collection and consequently increase the likelihood of a broader HIV screening effort in 
this country. MRL recognizes the immediate potential of a highly accurate lUV unne antibody 

test to meet these requirements."

MRL's cUentele include other reference laboratories, medical centers, research laboratories, and 
pharmaceutical and biotechnology companies. Tn addition, MRI.- serves as the primary referral lab 
for the nations three largest national reference laboratories handling much of those labs' needs for 
emer^g infectious and autoimmune diseases testing.

Perry stated that MRL expects the largest demand for its processing of the urine tests to come 
from its regional and national laboratory clients - key sources to whom hospitals, physicians, HIV 
and STD clinics, and correctional facilities wU turn for processing of the urine tests. She also 
said that MRL will process the urine tests for clients in Mexico and Latin America.

- more -
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For both health care professionals and patients, urine testing offers important advantages 
compared to existing blood-based HTV tests. Those advantages include ^eater ease-of-use for 
health care workers, strong appeal to consumers and the lower cost of urine collection.

According to the National Institutes of Health Fact Sheet on HIV Infection and AIDS, there is no 
evidence that HIV is spread through urine, thereby significantly reducing risk of infection from 
collecting and handling specimens. Urine testing eliminates accidental needle slicks and other 
exposure-related dangers, thus protecting both iWth care workers and patients.

In addition to the benefits the test offers to the health care system, the urine test system is 
expected to appeal to many Americans who have avoided being tested in the past because they 
dislike having their blood drawn. A survey of approximately 1,000 Americans conducted by 
Market Facts, Inc., showed that one of eveiy two respondents would prefer a urine HIV test over 
a blood test. Of those respondents, SO percent cited a fear of needles as their reason for 
preferring the urine test. There are approximately 60 million HIV tests performed in the United 

States in 1997.

"We're very excited that MKL Reference Laboratory has adopted the urine test system,” said Bill 
Boeger, chairman and CEO, Calypte Biomedical. “This represents another avenue for health care 
professionals and institutions, and, of course, for those interested in getting tested through a 
non-invasive and accurate means, to be able to use the unne test. The more ways we can make 
easy, painless testing avilable, the more people will come forward to be tested. As recent studies 
have concluded, the sooner FllV-positive mdividuals begin antiviral therapy, the greater their 
chances of extending their lives."

While the screening and confirmatory tests can be processed in a standard lab, health care 
institutions and professionals will now be able to use the HIV urine test if they do not have a 
laboratory, or if they do not wish to dedicate the resources necessary to process the tests. MRL's 
processin^tum-around times for the screening and confirmatory tests are one and two to three 

business days, respectively.

To determine the specificity of the urine Western blot, clinical trials were conducted on a low-risk 
population. Blood serum and urine samples were tested and results compared. The results 
showed that the specificity for this population was 100 percent (515 out of 515).

To determine the sensitivity of the urine Western blot, clinical trials were conducted on persons 
known to be HIV-1 antibody positive by blood tests. Serum and urine samples were tested and 
results compared. The results showed that the senativity of the urine Western blot was 99.7 
percent (746 out of 748). The two samples that were urine Western blot negative w^e from 
seropositive individuals who had already been diagnosed with AIDS and were on anti-retroviral 
therapy.

In addition, a study published in the November 1997 issue oiNature Medicine revealed that a 
combination of urine- and blood-based tests detected HTV-1 antibodies with greater sensitivity 
than can be achieved by either test alone.

- more -
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Like most blood tests, the urine HlV-1 screening test and the urine HTV-1 confirmatory test do 
not detect the actual HIV virus, but the antibodies produced by the body after exposure to the

virus.
In the United States, Seradyn, Inc., of Indianapolis will market both the urine HIV-1 screening 
and confirmatory tests. Seradyn sells the screening test under the trade name Sentinel. 
Cambridge Biotech Corporation manufactures the new urine-based confirmatory test under 

license from Calypte.

* * *
Staiements in this press release that are not historical &cts are forward-looking statements, including statements 
regarding market adoption of the HTV-1 urine testing system. Actual results may differ materially from the above 
forward-looking statements due to a number of important feclois, and will be independent upon the oimpany’s 
ability, directly or through third parties, to successfully manufacture and market the HIV-1 urine testing system. 
Factors which may impact the company's success are more folly discussed in the company's most recent quarterly 

report on forms 10-Q and 10-K.

For more information on how to purchase or evaluate the product, please call John Innocenti of Seradyn at 
800-428-4007 (r2957>, or Dick Van Maanen of Calypte at 510-749-5100. For information on sending specimens 

for testing, please call Charlotte Perry of MRL Reference Laboratory at 800-445-0183 (xI39).


