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NEEDLE EXCHANGE PROGRAMS RESEARCH DATA
THAT ADDRESS THE CRITERIA FOR LIFTING THE FEDERAL BAN

CRITERIA 1: Section 505(1) The Secretary of Health and Human Services determines that
exchange projects are effective in preventing the spread of HIV ... (PL 105-78)

Findings from 12 published studics of Needle Exchange provide data on the following endpoints/outcomes:
- HIV and other bloed borne infection rates among IDUs
> Expert reports

CRITERIA 2: Section 506(1) The Secretary of Health and Human Services determines that
exchange projects ... do not encourage the use of illegal drugs (PL 105-78)

Findings from 16 published studies of Needle Exchange provide data on the following cndpoints/outcomes:
> Initiaton of drug injection by non-IDUs
> Frequcncy of injection drag usc
. Linking IDUs t¢ drug treatment
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CRITERIA 1

Section 505(1) The Secretary of Health and Human Services
determines that exchange projects are effective in preventing
the spread of HIV ... (PL 105-78)




Table 1.1: HIV Infection Rates (11 studies: § found significant reductions in HIV scroincldence, 2 found increases in HIV incidence,

3 found stable seroprevalence, and 2 found reductions in seroprevalence)

AL

Heimes ctal.,

"-I‘F"' 28 1L AL
R ]

S T
1,860 randomly selected needles
distributed and retumed 1o the

I

oA
HIV scroprevalence rates
» Pre-NEP: prevalence at 68%

B J%Eemzmdi-;mmm, il

AR
Independent reviews of model
Sfupport conclusions about HIV

Estimare change in
seroincidence rane
among IDUs
following their
cruoliment in New

Testing System

person  ycars

To assess tie ncedle exchunge » NEP in 1% 2 months: prevalence at 64% infections averied by NEP.
F"‘e‘"_l‘""= rates of Prospeetive open cohort *» NEP afier 4 months; prevalence stable at
HIV in R 43% (reflecting a 33% decrease)
necdles/syringes used
by New Have IDU,
Kaplan & O'Keefe. Randomly sclecied syringes HIV gervincidence:
1993: Kaplan, 1994 Mathematical models using + 133 reduciion smong program participants
unique Syringe Tracking and # 0.7 0 1.6 infections prevented per 100

estimates (Maximum
Jikelihood model) of
change HIV incidence
rates among IDUs who
use NEP.

point model applied to empirical
data pathered in  Syringe
Tracking and Testing System

Haven NEP

Kaplan & Heimer, 2.813 twated needles that were HIV seraincidence

1994, 1995 distributed and returncd between |+ Incidence mte of 1.63 per 100 person years
November 1990 and June 1992 among program participants which was found

Provide more accurate | Maximum likelihood change not to differ from zero which means that the

best estimare of new infeetion among needle
exchange participant ig zero

Table 1.1 continues vn naxt 3 puges,
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Table 1.1: HIV Infection Rates (Continucd)
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Waterx, 1994 5,256 IDUs recruined feom strect | HIV scroprevalence mtes Cross-sectional data

prevalence smong
IDUs between 1986 &
1992.

scmiannual crogsssectional
surveys over 6,5 years,
1986-1992

senings and detoxification » Needle exchange was implemented in
To examine change in | clinics 1988
HIV risk behaviors and | Ecologicul study with 13 * HIV prevalence mic doubled berween

1986 and 1987 and rempined stable
between 1987 and 1992 (12%)

Des Yarluis ctal., 1994
Examine trends HIV
risk behavioes & HIV
prevalence among
IDUs between 1984 &
1992,

1,115 IDUs admiued to drug
detoxification program
Ecological sudy with 2
randomly sclected
cross-sections, 1984 and 1992

HIV seroprevalence rates
» Stable HIV prevalence at slightly more
than 50%

Cross-sectional data

*Hurley, Jolley, &
Kaldor, 1997,
349:1797.1800,

Compare changes over
time in HIV
seroprevalence among
IDUs for cities with
and without NEPs.

Ecological srudy of 81 citics
acrose Europe, Asiu, end North
America

Seroprevalence among incrcased by 5.9%
per yr in the 52 cities without NEPs, and
decreascd by 5.8% per yr in citics with
NEPs.

The average prevalence mte was 11%
lower in cities with NEPs.

Citics in Europe, Asia, and the US
with NEPa report seroprevalence
decrcase,

Due 1o the study design. no causal link
between the presance of NEP nnd HTY
prevalence reductions can be made,




Dus Jurlais eral,, 1996

2,630 IDUs from
» Syringe Exchange Evaluation

HIV scrolncidence
» SEE: among continuing NEP users,

Causal link can not he mude between
NEP use ond seroincidence.

Compare HIV (SEE) incidence was 1,58 per 100 person years
incidence smong IDUs | » Vaccine Preparednss at risk (pyar) ) Data docs show that NEP participation
who use NEPs with Initintive (VPI) * VPI: among continuing NEP users, is protective of HTV seroconversion
that among TDUs who | » National AIDS incidence was 1.38 per 100 pyar; smong
do not participate, Demonstration non-NEP uscrs. incidence was $.26 per Doge responsc relationship between
Rescarch (NADR) 100 pyar NEP participation and HIV infections
Mecr-nnalytic technique » NADR: among non-NEP uscrs, averted,
combining HIV incident data incidence was 6.23 per 100 pyar
across 3 studies * Pooled 3-study data indicate that
non-NEP use was associated with a 3.35
preater risk of HIV infection
*Strathdee, et ul., 1,006 IDUs were recruited Predictors of HIV + status were: » Despitc availability of NEPs, high
1997, AIDS, through street outreach. - low education, unstable housing. incidence was reported
11:F59-F65. Prospective cohort study with commercial sex, borrowing » NEP user most frequently report
baseline, semi-unnual data needles, injecting with others, cocaine use
Describe LUV collection. and frequent NEP atiendance. » Comprehengive services such s
prevalenca and counseling & testing, drug treatment
Incidence among - 23 of the 24 HIV appear not to have been &/or
prospective cohort of Seroconverters reporicd NEP ag insufficient to prevent HIV
DUs their most frequent source of

ncedles and only § reported
having difficulty accessing swrile
syringes.

* Smudy is epidemiologic in nature,
was niot intended 1o evaluate NEP
(92% of study participant anended
NEP)

» Can not establish caugal
relationship between NEP usc and
HIV infection.

» Comprehensive services such oy
counscling & testing. drug t appear
not to be available or insufficiens to
prevent {41V infection.




*Bruneau ¢t al,, 1997,

1,599 IDUs were recruiied o

- NEP user were 2.2 times more

NEP users were at higher risk at

Am J of Epidemiol, participate in thiz open likely to be positive at baseline. bascline than non-NEP users
146:994-1002. prospoctive cohort study,
= The cohion analysis showed that Swudy was not designed or intended 10
Assess the associstion | Data analyses included: the cummulative probability of evaluate NEP.
between risk behaviors | - Cross-sectional analyses HIV conversion was found to
and HIV of buscline data to assess be 33% for NEP users versus Epidemiologic study.
seroprevalence and association of NEP use 13% for Nonusers.
incidence among IDUs and serostaus, No causal link between NEP
in Menteal. - Cohort analyses of NEP - Nested case-congol study participation and HIV infection can be
usc at baseline as revealed that consistent NEP made,
predictor of conversion, ugers was asyocisted with
- Nested case-control scroconversion (odds ratio = 10.5).
analysis of NEP uge
during follow-up as
predictor of conversion.
*Singer ctal..1997 3.050 randomly selected necdics | HIV scroprevalence rates:
’ 1 Progpective open cohort with > Bageline NEP: prevalence at 58%
To agsess the effect of | pretest and postest measures » NEP after 2.5 years; prevalence
cnvironmental changas | retumed to NEP

on HIV risk behaviors
and prevalence nmong
(DUs,

relatively stable at <40%




Table 1.3: Expert reports (2 studics: 2 found significant reductions)
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GAO, 1993 Reviewed all publications on the The repon suted the following, based on u thorough
wpic. review of the only study ar the time that reportad

To assess the HIV incidence findings (Kaplan and O'Kecfc, 1993)

effectiveness of NEP :

in reduicing HTV “Based on our expen consultant review, we found

infection rates. the model to be technically sound, its assumptions
: and data velues reasonable and the estimated 33%
reduction in new infections defensible,”

NRC/IOM Reviewed all published and The report stes:

unpublished stdics of NEPs. . “For the participants in & necdle exchenge program,
To cvaluate the ' the fraction of needles in circulation that are
cffectivencss of NEP conmminated is lowered by this increased
programs. availability. This amounts to & reduction in an

impontant risk (actor for HIV wransmission. The
[ Jower the fraction of necdles in circulation thet are
| contaminated, the lower the risk of new HIV
infections.”




CRITERIA 2

Section 506(1) The Secretary of Health and Human Services
determines that exchange projects ... do not encourage the use
of illegal drugs (PL 105-78)




Tablc 2.1: Increases in Mean Age of NEP Users Indicate NEP Did Not Encourage New IDUs (2 studies: 1 found significant
increasc, 1 had some significunt increase)
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5.644 IDUs recruited from 1987: Mean age of DUs wns 385 yeun
street semings and 1992: Mean age of IDUs wazs 41.6 yews
To evalugic a syringe detoxification clinics
exchange in San Ecological cross-scctional The mean age of youngest NEP participants did not
Francisco, study using 11 scmiannual significantly over the 5.5 yeor study
crostsectional surveys over
5.5 years (12/86-6/92)
Guydish etal., 1993 35,460 drug oreatment OUs
admissions: *» Mean age at ndmission increased steadily over time
To cvaluate potential | 24,120 IDUs » Mean age at first injection remained stable over time
negative cffects of the | 11,340 non-IDUs Non-IDUs
Sen Francisco NEP Ecological cross-section » Pre-NEP, 31,6% switched to injection by time of 2nd
swdy, Dat on records 2 treatment admission
years preceding NEP » Post-NEP, 35.4% switched 10 injection by time of 2nd
(1987-1988) and 2 years Treatment admission (not significant)
following NEP.
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Table2.2: Reductions in Injection F requency (9 studles: §
significant)
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* from 1.9 to 0.7 injections per day

R R

Median dmly frequency of injection declined:

had significant reductions, 2 had some significant reductions, 2 not

1 ey 1-1',
i i?d
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Waners ctal,, 1994 5.644 IDUs recruited from street
settings and detoxification clinics
To cvaluate a syringe Ecological cross-sectional study
exchange in San using 11 semiannual cross-sectional
Francisco. surveys over 5.5 yearg (12/86-6/92)
Paoncetal, 1994 1,752 TDUs. randomly sclected
needle cxchange pasticipants
To evalunte NYC Muliiple mndom eross-sections of
lower Eost side NEP. NEP participants with recapture

feantre nsing retrospective data
collection over 8 momth (10/92-
6/93)

Mean menthly frequency of injections declined:

» from 95.2 10 85.6 times per month,

Oljver et al,, 1994

Evaluaic NEP in
Portland. OR.

> 83 panticipunts anending NEP> &
tumes

> 32 participants anending > 4 times

Prospective cohornt study with

pre-post measures

Mzan monthly frequency of injection

» Frequent NEP attenders: Baseline 28.7
reduced to Follow-up 8.9

* Infrequent NEP attenders: Bascling 33.0
reduced w Follow-up 30,7

*Singer ct al., 1997

To assess the effectof
cnvironmental changes
on HIV risk behaviors
and prevalence among
IDUs.

233 NEP participants
Prospective cohort srudy with prategt
and posticst measures

Mecan monthly frequency of injection

* IDU injecting < $ limes/day at baseline:
increnge of 57 injections at postiest

*» IDU injecting >3 imes/dny at baseline:
decrease of 90 injections at postizst

Tuble 2.2 continues on next 2 pages.




Table 2.2: Reductions in Injection Frequency (Continucd)
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Guyd.uh ctal, 1993
To evaluate potential

ncgative effects of the
San Francisco NEP

35, 460 drug treatment
sdmissions of which 24,120 were
DUy

Ecological cross-sectional study.
Data on records 2 years preceding
NEP (1987-1988) and 2 years
following NEP implementaton:

e sipnificant and stable not
sigui ficant:
rion (%) of IDUs in various categocies
of ﬁe'qucncy of injaction in last 30 days
’ o % of IDU injecting 2-3 times &
day (before NEP 41% va aRer NEP 28%)
L) blc % of IDUs injecting once a day or
Tesk (before NEP 17% vs after NEP 17%)
» Incrcase % of IDUs more than 3 umes s
day (beforc NET 40.7% vs ofter $5.4%)

“ TR AT

el

Des Jarlnis et al., 1994

1,115 IDUs admitted to druy
detoxification program

Decrease significant and stable not
significant:

Examine trends HIV Ecological study with 2 randomly | Meas Frequency of injection per month

risk behaviors & HIV selected cross.sectional samples. | » Debrease cocaine injections pee month (55

prevalence among 1984 and 1992 vs 43)

IDUs between 1984 & » Stable heroin injections per month (46 vs

1992. 44) .
» Stablc spcc@a]l injections per month (43

vs41)
Hegan et al., 1993 204 ncedle exchange participants | Decroase mot significant:
Rewrospective cobort study Mean|monthly injection frequency

To assess the potentinl | (pre-post messure) » Suble injections at 155 a month prior W

cffcctivencas of the first use of NEP and 152 a month while

Tacoma NEP

paricipating in NEP




Hagen ctal.. 1994

To update the
cvaluation of Tacoma
NEP.

426 noedle exchange particip

Reuospective cohort study

Decrraxcs not significant (OR=83, p=.05)
Propgriion of [DUs who inject < 37 times per
month and injectors who inject 2 37 times per
mon!

~exchanpe
Post-cxchange
<37 permonth £2.2%
46.9%
237 *cr manth 57.8%
53.1%

Schoenbaum, Hartel,
and Gourevitch, 1996,
AIDS, 10:1229-1734,

To compare
peospectively injection
behaviors of IDUs in
methadone Tx who did
ond did not use local

NEP,

904 TDUs who injected between
1985 and 1993 and attended n
methadone treatment program in
the Bronx were recruied. Bronx
NEP opened in 1989.

Prospective study.

Among active IDUs. there were declines in
the proportion of IDUs who injected 30 or
more|times per month. That proportion
decrejsed for NEP participants from 72,.% in
1989 1o 49% in 1993 compared with
reductions of 70% 1o 45% umong nonusecrs of

NEP.

Study documents more
substamtinl reductions in
injaction frequency and
sharing among methadone
Tx participants who also
used NEP compared to IDUs
in Tx who did not use NEP
while in Tx..

Ongoing injection drug use
while in methedone ueatment
is documented in this study
and others in the litersture,

NEP and TX are compatible
interventions,

*Vlahov ctal..1997

To determine whether
enrollment in NEP was
associated with
short-term reduction in
risk behaviors,

221 1DUs in NEP

Prospective study, baseline and 2
follow-ups (at 2 wecks and nt
months)

Sigmificant reductions werc reportad in the
mean|number of injections per syringe and
mean number of injections per day at
followsup (from 5.9 to 4.9 per day).




To assess the potential
effectivencss of the
Tacoma NEP

methadone traitment

Ecologicel, all drug oreament
odmissions during 17-month

period

R i B

significant effects)

i R A I
Health Dept. methadone referral source for all
paticnts during study period '

» NEP was the largest referrals source (43%) followed
by self-referrals (38%), other outreach (8%4), and other
source (13%)

Heimer & Lopes, 1954

1,512 TDUs using New

Nymber of monthly drug treanment entries

Haven's NEP » Drug weamment entries doubled (14.4 1o 28.8 persons
To report on the Prospective open cohort, per month
increase in drug compared treatment entry
treattent associted during first 7.5 mths (1990) 1o
with opening of NEP 11 mths experience 2.3 yr2
laver.
$Singerctal,, 1997 315 needle exchange After using NEP for more than 6 months, $8% rcport

To assess the effect of

environmental changes
on HIV risk behaviors

and prevalence among

IDUs.

purticipants Prospective open

cohort with pretest and
posnest measures

haying enrolled in detox or drug wreatment

*Vliahov 1 al., 1997
To determine whether
enroliment in NEP was
associated with
short-term reduction in
risk behaviors.

221 1IDUs in NEP

Prospective study, basclinc
and 2 follow-ups (at 2 weeks

and ot 6 months)

Diug treamment participation wipled between baseline
(3% of NEP users in treatment) and 6-month followup
(13% of NEP userg in treatment)
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Tablc 2.4: Expert reports (2 studles: 2 found significunt reductions)
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GAO, 1693 Revncwed all publications on the The report statas:

) topic. *One concern surrounding needle exchange
To asscas the programs is whetherthey lead 1o increased injection
effectiveness of NEP drug use, Seven of the nine projecws looked at this
in reduicing HIV issue, and five had strong evidence for us to report
infection rates. on outcomes. All five found that drug use did not

increase among users; four repontad no incresse in
frequency of injection and one found no increaze in

the provalence of use,”
NRCAOM Reviewed all published and The report states:
unpublished studies of NEPs, “There is no credible evidence 10 date that drug use
To evaluate the increased among participants as a result of programs
effectiveness of NEP that provide legal access to sterile equipment. The
ptograms. available scientific liseruture provides evidence based

on sclf-repons that needle exchange programs do not
increase the frequency of injection among program
participants and do not increase the number of new
initiates to drug uge."
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NEEDLE EXCHANGE PROGRAMS IN AMERICA: REVIEW AND EVALUATION OF
SCIENTIFIC RESEARCH

Introduction

In September 1996, the Committee on Appropriations for the Departments of Labor, Health and
-. Human Services, Education and Related Agencies requested the Secretary of the Department of
Health and Human Services to provide a review of the scientific research on needle exchange
programs. In response to that request, the Department provided a report to Congress in February
1997 with an overview of the status of scientific research on needle exchange programs,
including a compilation of relevant studies and abstracts pertinent to the efficacy of needle

exchange programs in reducing HIV transmission and their effect on utilization of injection
drugs.

The February 1997 report included two extensive summaries (National Academy of
Science/Institute of Medicine 1995, and University of California at Berkeley/San Francisco
1993) evaluating the research literature on the effectivencess of needle exchange programs for the
prevention of HIV transmission among injection drug users and their effect on utilization of
illegal drugs. An earlier report by the General Accounting Office (1993) reviewed the results of
studies addressing the effectiveness of needle exchange programs in the United States and
abroad, with an assessment of the credibility of a forecasting model developed at Yale University
that estimates the impact of a needle exchange program on the rate of new HIV infections. The
conclusion provided in the February 1997 report stated that needle exchange programs can be an
effective component of a comprehensive strategy to prevent HIV and other blood borne
infectious diseases in communities that choose to include them, and that needle exchange
programs can have an impact on bringing difficult to reach populations into systems of care that
offer drug dependency services, mental health, medical and support services.

Since the completion of the February 1997 report to Congress, a number of researchers have
published data in peer-reviewed journals or presented research findings at national conferences.
The National Institutes of Health also publxshed an NIH Consensus'Development Statement,
Interventions to Prevent HIV Risk Behaviors, in March 1997. That document summarized the
proceedings of an NIH Consensus Development Conference, which evaluated the available
scientific information regarding the effectiveness of interventions designed to prevent HIV
transmission, including needle exchange programs.

Consistent with the February 1997 report to the Congress, this report is limited to those studies
conducted in the United States, with the exception of the inclusion of Canadian research data
from Vancouver and Montreal. The National Academy of Sciences/Institute of Medicine
previously reviewed the unpublished data from Montreal, now published in final form. Other
international studies are not reviewed here, as drug use pattems are highly context sensitive in

terms of both social, cultural and economic factors and findings could not be generalized to the
U.S. population.
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This report builds upon the February 1997 report to Congress, expanding on that summary to
include newly available data and the implications for policy.

HIV Transmission Through Injection Drug Use

The consequences of injection drug use have become the driving force in the HIV epidemic in
the United States. Half of all new infections are caused by the sharing of injection equipment
contaminated with HIV, either due to injection drug use or through unprotected sex with an
injection drug user or birth to a mother who herself, or whose partner, was infected with HIV
through drug use. The proportion of AIDS cases and new HIV infections attributable to injection
drug use has been rising steadily. Over 75% of new HIV infections in children result from
injection drug use by a parent.  The impact has been most devastating in communities of color,
which accounted for 65% of newly reported AIDS cases between July 1996 - June 1997.

The primary goal of needle exchange programs is to reduce the transmission of HIV and other
blood borne infections, such as hepatitis B (HBV) and hepatitis C (HCV), associated with drug
injection by providing sterile needles in exchange for potentially contaminated ones.
Researchers from Yale University empirically demonstrated that provision of sterile syringes
results in removing from circulation contaminated syringes that could potentially be re-used,
thereby decreasing the transmission risk associated with sharing contaminated equipment. In
addition to exchanging syringes, needle exchange programs are effective access points for
populations with multiple high risk behaviors for HIV infection to receive other services. Many
needle exchange programs provide an array of other services including referrals to drug treatment
and counseling, HIV testing and counseling, and screening for sexually transmitted diseases and
tuberculosis. There are more than 100 needle exchange programs now operating in 71 cities and
28 states and one territory in the United States.

Summary of Research Findings on Needle Exchange Programs

This section summarizes in brief the primary research findings regarding needle exchange
programs. A more extensive review of the studies included in the February 1997 DHHS Repor(
to the Appropriations Committee can be found at Appendix A; an analysis of those studies
completed since February 1997 is provided at Appendix B. A summary table of needle exchange
research studies examining specific outcomes of interest is provided at Appendix C. A subset of
this table identifying those studies reporting on the two criteria established in the Public Law
105-78 Appropriations legislation is provided at Appendix D.

Empirical Studies in the United States Needle exchange programs have been implemented
in low, moderate and high HIV prevalence sites in an attempt to reduce the spread of HIV and
other blood borne infectious diseases among injection drug users. A discussion of some of the
methodological issues pertinent to studies on needle exchange is provided later in this document.
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In brief, findings from a comprehensive review of the literature indicate that needle exchange
programs: increase the availability of sterile injection equipment and reduce the proportion of
contaminated needles in circulation (Kaplan and Heimer 1992, Kaplan 1994, and Heimer et al.
1993); reduce drug-related risk behaviors such as multi-person re-use of syringes (Hagan et al.
1991 and 1993, Guydish et al. 1993, Oliver et al. 1994, Paone et al. 1994, DesJarlais et al 1994,
. Watters et al. 1994, Singer et al. 1997, and Vlahov et al. 1997); increase drug treatment referrals

" (Heimer 1994) and entry into drug treatment (Hagan et al. 1993, Singer et al. 1997, and Vlahov
ct al. 1997); have successfully referred participants to drug treatment with resulting high drug
treatment retention rates and reduced HIV risks (Brooner and Vlahov 1997); have shown small
improvements in reducing sexual risk behaviors among needle exchange participants (Watters et
al. 1994, DesJarlais et al. 1994, and Paone et al. 1994); have maintained low prevalence of blood
bome HBV and HCV infections (Heimer et al. 1993, DesJarlais et al. 1995, Hagan et al. 1994,
and Paone et al. 1994); have reduced HIV scroprevalence rates in certain cities (Hurley, Jolley
and Kaldor 1997); and have reduced the rate of new blood borne infections like HIV and HBV
among program participants (Hagan et al. 1991 and 1995, and DesJarlais et al. 1996). Additional
information on the study design and findings of the studies listed above can be found in the
summary documents at Appendices C and D. '

Empirical Studies in Canada Two recent observational studies from Vancouver (Strathdee et
al. 1997) and Montreal (Bruneau et al. 1997) reported a higher incidence of HIV among injection
drug users participating in needle exchange than non-exchange participants. In Vancouver, HIV
seroprevalence was estimated 1o be stable at 1%-2% among the injection drug using population
from 1988, when the needle exchange program was established, through 1993. In 1994, a rapid
expansion of the HIV epidemic took place, with a baseline seroprevalence of 23.2% observed in
a prospective cohort study of injection drug users. Preliminary analysis from this cohort study
found an HIV incidence rate of 18.6 per 100 person years. This study reported on a number of
behavioral and social risk factors associated with HIV seropositive status, including & high level
of injectable cocaine use, prostitution and longer histories of injection drug use. The presence of
multiple behavioral risk factors confounded the ability to isolate participation in needle exchange
‘as a predominant or predictive factor for HIV infection. Subsequent 1997 data from this cohort
have showed a decline in HIV incidence to 4.4 per 100 person years.

An observational cohort study of injection drug users was conducted in Montreal. Ina baseline
assessment of HIV seroprevalence, individuals who attended a needle exchange program
reported higher frequencies of risk behaviors associated with drug injection and more frequent
involvement in prostitution activities. In a prospective HIV seroincidence analysis, HIV
incidence among persons attending the needle exchange program was 7.9 per 100 person years,
compared to 3.1 per 100 person years among non-attenders. As in the Vancouver study,
demographic, behavioral and social factors were identified that in aggregate defined the high risk
profile of those persons also attending needle exchange programs. A more complete review and
analysis of these two studies is provided at Appendix B.



Synthesis Reports
Insti f Medici

In 1995, the Natmnal Academy of Sciences/Institute of Medicine published a report, Preventing
. mummmmmmsmummﬂnmm reviewing the cumulative body of

" scientific literature available at that time. A summary of the conclusions of the NAS/IOM panel
on the scientific assessment of needle exchange program effectiveness is provided as follows:

“On the basis of its review of the scientific evidence, the panel concludes:

o needle exchange programs increase the availability of sterile injection equipment. For the
participants in a needle exchange program, the fraction of needles in circulation that are
contaminated is lowered by this increased availability. This amounts to a reduction in an
important risk factor for HIV transmission.

o The lower the fraction of needles in circulation that are contaminated, the lower the risk of
new HIV infections.

o There is no credible evidence to date that drug use is increased among participants as a result
of programs that provide legal access to sterile equipment.

o The available scientific literature provides evidence based on self-reports that needle

exchange programs do not increase the frequency of injection among program participants and
do not increase the number of new initiates to injection drug use.

o The available scientific literature provides evidence that needle exchange programs have
public support, depending on locality, and that public support tends to increase over time.” p.4

The IOM concluded that “ needle exchange programs should be regarded as an effective
component of a comprehensive strategy to prevent infectious disease.” (p.4)

NIH Consensus Development Statement

In March 1997, the National Institutes of Health published the Consensus Development
Statement on Interventions to Prevent HIV Risk Behaviors, summarizing the proceedings of a
Consensus Development Conference. A panel of non-Federal experts evaluated the available
scientific information regarding behavioral interventions to reduce risk for HIV/AIDS.
Presentations of scientific data were made to the panel by distinguished researchers, including
ongoing evaluation studies of needle exchange programs. Specific behaviors and community
contexts that produce elevated risks for HIV infection were reviewed, as well as the spectrum of
available interventions to reduce behavioral risks. After reviewing the data on needle exchange
programs, the panel concluded that these programs have beneficial effects on reducing behaviors
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such as multi-person re-use of syringes. They reported that “studies show a reduction in risk
behaviors as high as 80% in injecting drug users, with estimates of a 30% or greater reduction of
HIV.” (p.11) The panel also concluded that the preponderance of evidence shows either a
decrease in injection drug use among participants or no changes in their current levels of use.

In 1993 the University of California published a review and analysis of the literature on needle
exchange programs to answer a number of research questions, including the effect of needle
exchange programs on HIV infection rates and HIV risk behaviors. Study findings reported
included the following: needle exchange programs served as a bridge to other health services,
particularly drug abuse treatment; needle exchange programs generally reached a group of
injecting drug users with long histories of drug injection and limited exposure to drug abuse
treatment; there was no evidence that needle exchange programs increased the amount of drug
use in participants or changes in overall community levels of drug use; needle exchange
programs did not result in an increase in the number of discarded syringes in public places; the
rates of HIV drug risk behaviors were reduced in needle exchange participants; needle exchange
programs were associated with reductions in hepatitis B among injection drug users; and, the

data were too limited at that time to draw conclusions about needle exchange programs and
reductions in HIV infection rates.

Summary of New Research Findings

Since completion of the Department of Health and Human Services' February 1997 report to the

- Congress on needle exchange programs, several scientific studies have added new data on the
effects of needle exchange programs; corroborating and expanding knowledge about the role
needle exchange programs play in reducing HIV transmission. In addition, these new data
continue to demonstrate that needle exchange programs do not encourage drug use, and in fact
will increase referrals into drug treatment for hard-to-reach populations. A more complete
description of these studies is provided at Appendix B.

In a study by Vlahov et al. (1997), reductions in high risk drug use behaviors and an increase in-
enrollment in drug treatment were observed in a cohort participating in the needle exchange
program. In a study by Brooner et al (in press), a high rate of acceptance of substance abuse
treatment and retention in treatment was demonstrated among injection drug users referred from
needle exchange programs, despite greater severity of drug use and high risk behaviors for HIV
and psychosocial problems in this group. Hurley et al (1997) identified decreased HIV
seroprevalence among 29 cities with needle exchange programs compared to 52 cities without
these programs, with cities selected according to the availability of HIV prevalence data for their
injection drug using population for 2 or more years. Two studies from Canada reported
increased HIV incidence among injection drug users also using needle programs, but the design
of these studies and the behavioral characteristics of the study populations limit the
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generalizability of the findings to the United States populations. Subsequent data from one
Canadian study (Vancouver) has shown a significant decrease in HIV incidence since
publication of the first study.

Methodological Considerations

In reviewing the scientific data on needle exchange, it is relevant to note the wide range of
methodologic approaches utilized and the impact of these study design choices on the
conclusions drawn. As was noted in the 1995 report by the National Academy of
Sciences/Institute of Medicine, some of the studies that examine needle exchange and bleach
distribution programs have various limitations including inadequate sample size, improper
controls and problematic measures including self-reporting instruments. In behavioral research,
these study designs and instruments are the best available tools to describe complex behaviors.
In addition, multiple behavioral risk factors, including drug choices such as cocaine, confound
the ability to isolate cause and effect relationships for HIV transmission among injection drug
users. This whole body of research is burdened by these constraints.

Nevertheless, as the NAS/IOM report states “... the limitations of individual studies do not
necessarily preclude us from being able to reach scientifically valid conclusions based on the
entire body of literature available. The situation resembles the exploration of the relationship
between cigarette smoking and lung cancer; virtually every individual study was vulnerable to
some particular objection, yet collectively those studies justified a compelling conclusion. It
was essential for the panel first to distinguish between studies of high quality and those of lesser
quality, and then to weigh the credibility of the findings, according to their completeness and
soundness. Using this approach, the panel based its conclusions on the pattern of evidence
provided by a set of high-quality studies, rather than relying on the preponderance of evidence
across less scientifically sound studies.” p. 3-4

Maximizing the Public Health Benefits of Needle Exchange Programs

In assessing the public health benefits gained from needle exchange programs, certain
characteristics have consistently emerged from the research data that confirms the unique role -
that needle exchange programs can play as part of the public health response to an epidemic
driven by injection drug use. To ensure that federal dollars are maximized in this effort, a careful
consideration of those factors most predictive of public health benefit must be heeded. To this
end, it is critical that no reduction in drug treatment capability occur, as substance abuse
treatment remains the long term strategy for reducing injection drug use and the associated rsk
of HIV transmission. Needle exchange programs are appropriately supported as an HIV
prevention activity in those communities that choose to develop them. Other important factors
include local support of health department leaders and affected communities for needle exchange
as a necessary component of a broader, comprehensive HIV prevention plan. Those programs
which consistently provide referral to medical and drug treatment afford the greatest opportunity
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to reduce HIV infection and decrease injection drug use. Concerns among communities have
highlighted the need for appropriate disposal of hazardous wastes. Where collection and disposal
of used syringes has been implemented, and syringes are provided on a replacement basis only,
community support has been achieved. Those programs that operate in accordance with state and
local laws, or which are granted waivers from applicable laws, have shown the greatest success
in linking together the range of medical and drug treatment services needed by their clients.

*_ Finally, there is an important role for ongoing evaluation of needle exchange programs to
maximize their effectiveness in reaching high risk populations and providing the means for
injection drug users to eliminate or reduce both their risks for HIV and injection drug use.

Public Health Implications

The scientific data now available have established the utility of needle exchange programs in
reducing new HIV infections with no evidence of increasing injection drug use. The data
supports the unique role needle exchange programs can play in creating an access point into
social services, drug treatment and medical care for the population most responsible for new HIV
seroconversions. This role as a conduit into care is amplified in that needle exchange programs
offer, at multiple points in time, repeated opportunities for prevention intervention as well as an
ongoing opportunity to develop trusting relationships between professional staff and the injection
drug-using population. This is often the most significant social connection in an active drug
user’s life and creats a foundation with which future interventions may depend. In addition to
the immediate replacement of a contaminated needle with a clean one, we see the efficacy of a
needle exchange program as dependent on its relationship to a constellation of services that are
directed at identifying high risk populations and creating formal conduits into care.

The public health need to target high risk populations most responsible for driving HIV
seroconversion rates is evident. Our understanding of how HIV moves through communities
must be structured into responses to epidemiologic surveillance data that describe modes of
transmission. This includes allowing States and localities to coordinate their resources and target
them to those population groups that cannot stop participating in high risk behaviors. However,
federal funding is only appropriate for those programs that provide the critical I’hkages with drug
treatment and health care services and incorporate the spectrum of prevention services that have
proven effective HIV prevention tools.

We remain committed to exploring through research those factors that affect the demonstrated
utility of needle exchange programs in curtailing transmission of HIV in communities and the
relative effects on drug use and entry into drug treatment.

Attachments _

Appendix A: 1997 Report to Congress

Appendix B:  Analysis of Recent Data

Appendix C:  Summary Tables of Research Studies
Appendix D:  Summary of Data by Statutory Criterion



