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Q&A
Meeting of and Report from the 

President’s Advisory Council on HIV/AIDS 
December, 1997

The PACHA accuses the Administration of having stalled on the AIDS crisis. Is this true?
No. President Clinton and his Administration remain fully engaged in the effort to end this epidemic. We have 
supported substantial increases in AIDS funding for care, prevention, and research, even at a time when overall 
discretionary funding has been tight.

Our accomplishments are remarkable. Investments in AIDS research have resulted in powerful new treatments that 
have helped reduce the numbers of AIDS deaths for the first time since the start of the epidemic. The Ryan White 
program, now funded at over a billion dollars, has allowed for a broad array of primary care and supportive services 
that is unparalleled. We have established a major initiative to find a vaccine against HIV within ten years.

The PACHA is expressing understandable frustration with a devastating epidemic. Presidential advisory councils 
are not intended to serve as “mbber stamps;” on the contrary, they are intended to provide independent, objective 
advice to the Administration. No doubt they are using this public document as a means to continue their advocacy 
with this Administration.

What do you say to the PACHA members who are threatening to resign if the Administration does not 
approve needle exchange programs?
We certainly understand the frustration of some of members of the President’s Advisory Council on HIV/AIDS 
(PACHA). While their participation in the PACHA process is the most effective way for them to work with the 
Administration, they certainly have the right to choose to remove themselves. Unfortunately, that means that they 
will not have a voice at the table.

This Administration is very concerned about the continued spread of this epidemic, and is seriously reviewing the 
impact of needle exchange programs on curtailing HIV transmission among injection drug abusers. We worked 
diligently with the Congress to maintain the authority of the Secretary of Health and Human Services to remove the 
current restriction on the use of federal funds by local communities that choose to implement needle exchange 
programs. We did this because we believe that this is an issue best left to the public health experts and not to the 
politicians.

Is the President going to allow funding for needle exchange programs?
The decision to lift the Congressionally imposed restriction on the use of federal funds for needle exchange 
programs has been vested by Congress with the Secretary of Health and Human Services. She has not yet made that 
determination because she is studying the benefit of those programs in reducing HIV transmission and their impact 
on the use of illegal dmgs. This is not the simple and obvious decision as has been characterized by AIDS activists. 
On the contrary, this nation has an epidemic of illegal drug use and we do not want to support something to address 
AIDS that will undermine our efforts on the dmg epidemic. The President will continue to support the Secretary’s 
process, and respects her ability to make a decision on needle exchange that is grounded in science and public 
health.

The PACHA is debating HIV names reporting? What is that and what is the Administration’s position?
Many AIDS advocates, epidemiologists, and government officials now believe that our efforts to fight the AIDS 
epidemic would be improved with better information on the incidence of HIV infection. We currently rely 
primarily on the numbers of AIDS diagnoses or deaths as a measure of where this epidemic is currently and where it 
seems to be moving. However, because more and more people are living longer and longer with HIV and not 
progressing to AIDS, this data is increasingly out of pace with the front edge of the epidemic. This reduces our 
ability to initiate the kind of proactive prevention efforts necessary to stem the tide of new infections.
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TALKING POINTS ON REPORT FROM 
PRESIDENT’S ADVISORY COUNCIL ON HIV/AIDS

The Clinton Administration continues its aggressive campaign against the AIDS epidemic
• Obtained substantial increases in AIDS funding (discretionary programs at HHS up 60% since 

start of term)
• Established the HIV Vaccine Initiative, with goal of finding vaccine against HIV within 10 years
• Supported reauthorization and funding of Ryan White CARE Act - funding tripled since start of 

Administration
• Supported research that resulted in the new treatments that are saving so many lives - AIDS 

research at NIH increased 50% since start of Administration
• Created and Supported the President’s Advisory Council on HIV/AIDS
• Protected Medicaid, which serves 50% of people with AIDS and 90% of children with AIDS

Role of the President’s Advisory Council is to provide advice from the community
• We understand frastration of Council members - this is a terrible epidemic that gives rise to strong 

emotions
• If some members choose to resign, we support their decision - however, it is our hope that they 

will stay at the table and work with us to make a difference
• President and the Secretary will continue to work with the Council to review their reports and to 

respond quickly and decisively

The appropriateness of needle exchange programs should be determined by public health experts and 
scientists, not politicians

• Administration worked aggressively to preserve the Secretary’s authority to make determination 
on removing Congressionally imposed restriction on federal funding of local needle exchange 
programs

• Authority should remain with the Secretary because she is the chief public health officer of this 
country, and this is an issue for public health experts to resolve

• Congress agreed, sustaining the Secretary’s authority
• Secretary is evaluating available scientific reviews of needle exchange programs to determine 

appropriate course of action



However, we are also very mindful of the very real concerns around confidentiality. The fear of disclosure of a 
positive HIV test result may inhibit many from getting tested, which is the first step in accessing medical care and 
avoiding further transmission. The Administration wilt continue to work with government and community experts 
to determine the best way to balance the need for more timely information on new infections with the imperative to 
promote HIV testing and access to care for those infected.

Message Sent To;
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DEPARTMENT OF HEALTH &. HUMAN SERVICES

®001

Office of the Secretary

Washington. D.C. 20201

April 10

MEMORANDUM TO THE SECRETARY 

SUBJECT: Review of Scientific Data on Needle Exchange Programs

At your request, we have reviewed the scientific studies on the effectiveness of 
syringe and needle exchange programs. Attached is our review. It includes:

o Appendix A: The Department’s February 1997 Report to Congress

o Appendix B: Recent data analysis completed since February 1997

o Appendix C: Summary' document reviewing the scientific literature by outcome
measures of interest

o Appendix D: Data summary specifically addressing the criteria established by Congress 
as conditions for federal funding for needle exchange programs

After reviewing all of the research, wc have unanimously agreed that there is conclusive 
scientific evidence that needle exchange programs, as part of a comprehensive HIV prevention 
strategy, are an effective public health intervention that reduces the transmission of HIV and does 
not encourage the use of illegal drugs. In addition, vriien properly structured, needle exchange 
programs can provide a unique opportunity for communities to reach out to the active drug 
injecting population and provide for the referral and retention of individuals in local drug 
treatment and counseling programs and other important health services.

Therefore, based on the scientific data, we strongly recommend that you certify that needle 
exchange programs are effective in reducing the transmission of HIV and do not encourage the 
use of illegal drugs, and that the Congressional test regarding the use of Federal HIV prevention 
funds for needle exchange programs has been met.
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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 effectiveness 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 Fcbruaiy 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 published 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 HTV 
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 patterns 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 euid 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 v^dth 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 newITrepoited AIDS cases between July 1996 - June 19977

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 Report 
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 HTV 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 iid 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 
et 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 
borne HBV and HCV infections (Heimer et al. 1993, DesJarlais et al. 1995, Hagan et al. 1994, 
and Paone et al. 1994); have reduced HTV seroprevalence 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 to be stable at l%-2% among the injection drug using population 
from 1988, when the needle exchange program established, through 1993. In 1994, a rapid 
expansion of the HTV epidemic took place, with a baseline seroprevalence of 23.2% observed in 
a prospective cohort smdy 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 HTV seropositive status, including a 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 HTV 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. In a 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, HTV 
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.
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Synthesis Reports

Institute of Medicine

In 1995, the National Academy of Sciences/Institute of Medicine published a report. Preventing 
HTV Transmission: The Role of Sterile Needles and Bleach, 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 injectipn 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 lOM concluded that “ needle exchange programs should be regarded as an effective 
component of a comprehensive strategy to prevent infectious disease.” (p.4)

NIH CnnsBnsiis Develonment 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.l 1) 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.

Ilniversitv nf California at Berkeley and San Francisco Study for the CPC

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 commumty 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 HTV prevalence data for their 
injection drug using population for 2 or more years. Two studies from Canada rep>orted 
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 
Scicnces/lnstitute 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 HTV 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 fust 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 risk 
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, c^g 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 linkages 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
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THE SECRETARY OF HEALTH AND HUMAN SERVICES 
WASHlNOtQN.O.C. 30201

FEB 18 1997

The Honorable Arlen SpecAer 
Chalman
Subcommittee on Labor/ Health 
and Human Services, and Education 
committee on Appropriations 
United States Senate 
Washington/ D.C.

Dear Senator Specter:
In accordance with the req[uest of the Committee included in 
Senate Report 104-368, I am transmitting the enclosed report 
reviewing completed and ongoing research on the efficacy of 
needle exchange programs in reducing HIV transmission and their 
impact on illegal drug use.
A number of communities have established outreach programs for 
out-of-treatment drug users to get them into treatment and to get 
them to reduce high risk sexual and drug using behaviors. Needle 
exchange programs have also been developed in many communities to 
reach injecting drug users who are not in treatment and to reduce 
the transmission of hepatitis and HlV through the reduction of 
drug use behaviors and unsafe injection practices.

The intravenous use of illegal drugs is wrong and is clearly a 
major public health problem as well as a lav enforcement concern. 
Among the many secondary health consequences of injection drug 
use are the transmission of hepatitis, HIV and other bloodbome 
diseases. The Department supports a range of activities to cope 
with these public health issues, from basic research supported by 
the National Institute on Drug Abuse to substance abuse 
prevention and treatment programs at the community level.
HIV disease is also an urgent public health problem in our Nation 
as the leading cause of death among adults age 25-44, and the 
seventh leading cause of death for all Americans. Injecting 
drugs with nonsterile equipment is one of three key risk factors 
for HIV infection, along with unprotected sexual intercourse and 
untreated eexually transmitted diseases. Unsafe drug injection 
is the second most frequently reported risk behavior for HIV 
infection, accounting for a growing proportion of new HIV 
infections among users, their sexual partners and their children. 
To realize our goal of effective Hiv prevention, it is vital that 
we identify and evaluate sound public health strategies to 
address the twin epidemics of HIV and substance abuse.
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Page 2 - The Honorable Arlen Specter
The Departaent has played an inportamt role in supporting 
evaluations of needle exchange programs as they impact HIV 
transmission and patterns of drug use. As requested, this report 
provides the committee with the findings of published studies 
conducted in our country, and a description of current research 
and interim findings where these are available.

sincerely.

Donna £. Shalala



04/29/98 WED 13:23 FAX @013

THE SECRETARY OF HEALTH AND HUMAN SERVICES 
IWA»M)NCTON, D.C. }«7ai

FEB I 8 1997

Tba Honorable Tom Baxfcln 
Hanking Minority Keaber 
subeonmlttae on Labor, Health 
mnA Euman Sarvloea, and Education 
Conmlttaa on Lpproprlatlona 
United Btataa Senate 
Vaehlngton, D.C.
Dear Senator Harklnt
In accordance with the request of the committee included in 
Senate Report 104-368, I am transmitting the enclosed report 
reviewing completed and ongoing research on the efficacy of 
needle exchange programs in reducing HIV transnlesion and their 
impact on Illegal drug use.
A number of communities have established outreach programs for 
out-of-treatment drug users to get them into treatment and to get 
them to reOace high risk sexual and drug using behaviors. Heedle 
exchange programs have also been developed in many communities to 
reach injecting drug users who are not in treatment and to reduce 
the transmission of hepatitis and HIV through the reduction of 
drug use behaviors and unsafe injection practices.

The intravenous use of illegal drugs is wrong and is clearly a 
major public health problem as well as a law enforcement concern. 
Among the many secondary health consequences of injection drug 
use are the transmission of hepatitis, Hiv and other bloodbome 
diseases. The Department supports a range of activities to cope 
with these public health Issues, from basic research supported by 
the Hational institute on Drug Abuse to substance ab\ise 
prevention and treatment programs at the community level.

HIV disease is also an urgent public health problem in our Motion 
as the leading cause of death among adults age 25-44, and the 
seventh leading cause of death for all Americans. Injecting 
drugs with nonsterile equipment is one of three key risk factors 
for HTV infection, along with unprotected sexual intercourse and 
untreated sexually transmitted diseases. Unsafe drug injection 
is the second most frequently reported risk behavior for HIV 
infection, accounting for a growing proportion of now HIv 
infections among users, their sexual partners and their children. 
To realize our goal of effective HIV prevention, it is vital that 
ve identify and evaluate sound public health strategies to 
address the twin epidemics of HIV and substance abuse.
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T&ga 2 - The Honorable Tom Rarfcln
The Department has placed an import2ait role in supporting 
evaluations of needle exchange programs as they impact HIV 
transmission and patterns of drug use. As requested# this report 
provides the committee vith the findings of published studies 
oonduoted in our country, and a description of current research 
and interim findings vhere these are available*

sincerely.

Donna E. Bhalala
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REPORT TO THE COMMITTEE ON APPROPRIATIONS 
FOR THE DEPARTMENTS OF LABOR, HEALTH AND HUMAN SERVICES, 

EDUCATION AND RELATED AGENCIES

NEEDLE EXCHANGE PROGRAMS IN AMERICA:
REVIEW OF PUBLISHED STUDIES AND ONGOING RESEARCH

DONNA E. SHALALA
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REPORT TO THE COMMITTEE ON APPROPRIATIONS FOR 
THE DEPARTMENTS OF LABOR, HEALTH AND HUMAN SERVICES 

EDUCATION AND RELATED AGENCIES

NEEDLE EXCHANGE PROGRAMS IN AMERICA: 
REVIEW OF PUBLISHED STUDIES AND ONGOING RESEARCH

Introduction

On Sqrtcmber 12,1996, the Coimmttee on Appropriations for the Dqiartments of Labor, 
Health and Human Services, Education and Related Agencies made the following request of 
the Dqnitment of Health and Human Services:

•The Committee understands the Dqpartment is continuing to support leseaicb, 
reviewing the effect of clean needle exchange programs on reducing HTV 
transmission, and on whether such programs encourage illegal drug use. The 
Committee requests that the Secretary provide a lepon by Fcbroaiy 15, .1997 on the 
status of current resea xh projects, an haniz lion of previously supported research, 
and the findings to date regarding the efficacy of needle exchange programs for 
reducing HTV transmission, and not encouraging illegal drug use." Sraate Rq>ort

In response to the Committee's request, this r^)ort provides an overview of the current status 
of knowledge regarding needle exchange programs (NEPs) with a compilation of relevant 
reviews and abstracts pertinent to the issues of efficacy of NEPs in reducing HTV 
transmission and their efiect on utilization of illegal drugs. In reviewing the body of 
literature gathered, it is important to note the wide range of methodologic spproaches utilized 
and the impact of these study design choices on the conclusions drawn. For example, studies 
varied significantly in terms of study populations, survey instruments, and assumptions made 
in the design of niathematical models used to preset seroincidence and sertiprevalence.
Given the significantly different design elements, making comparisons or drawing 
conclusions across studies requires an understanding of these

In the Dqianment’s assessment, providing the findings and conclusions from ^recific studies 
without benefit of the context of their qiecific methodologies would not fariiifato a sound 
understanding of this issue, as the nature of the findings is not consistmt. For reasons, 
the original reviews and source documents with their discussions of methodological issues are 
being provided to the Committee for consideration along with the findings and conclusions. 
The d^ presented are limited to published studies conducted in the United States, consistent 
with the approach taken by the National Academy of Sciences, as the legal and cultural
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etivnoniDents of other coinitries differ sufficiently enough to raise questions about whether 
the conclusions are applicable to the United States.

H»e rqwit is presented in four parts. Part One provides a review of completed studies and 
published abstracts addressing the efficacy of needle exchange programs for reducing HIV 
transmission and their effect on illegal drag use. Several major reviews^ including a rqxjrt 
by the National Research Council/Institute of Medicine (NRC/IOM) analyzes those studies 
published prior to 1995; subsequent studies are identified individually. Pan Two describes 
the ^ms of federally supported evaluation studies of needle exchange programs, with 
prdiminaxy findings noted where these are available. Pan Three provides the results of a 
national survey of State and local relation of syringes and needles. Part Four is a set of 
Appendices which include the reviews of needle exchange programs described in Pan One, 
two studies published since the NRC/IOM review, and relevant abstracts presented at the XI 
International AIDS Conference in Vancouver, BC in July, 1996.

I. Review of Published Studies

Three reviews of the Irteiature on needle exchange programs have been conunissioned by the 
federal govemment: (1) Needle Exchange Programs: Research Sufpests Promise an Amig 
EffXffntiOP Strategy, united states General Accounting Office, March 1993; (2) The 
Health Impact of Needle Exchange Programs in the United Sratp.'- and Ahmad. pj^iaiet by 
the faculty and research staffs of the San .-'lancisco and Berkeley campuses of the University 
of California for the Centers for Disease Control and Prevention, U.S. Public Health 
Service, in Sqrtember 1993; and (3) Preventine HIV Tnuismission; The Role of Sterile 
Ncsdlgs.and-H«ch, National Research Council and Institute of Medicine, September 1995.

Report of the U.S. General Accounting Office

The U.S General Accounting Office (GAO) was requested by the Chairman of the House 
Select Committee on Narcotics Abuse and Control to: (1) review the results of studies 
addressing the effectiveness of needle exchange programs in the United States and abroad,
(2) assess the credibility of a forecasting model developed at Yale University that 
the im^ct of a needle exchange program on the rate of new HTV infections, and (3) 
determine whether federal funds can be used in support of studies and demonstrations of 
needle exchange programs.

The GAO conducted a literature review and site visits to two needle exchange programs. 
While the GAO noted that there were 32 known needle exchange programs in operation in 27 
different U.S. cities or counties, their staff visited only those programs located in Tacoma, 
Washington and New Haven, Connecticut. Needle exchange programs studied by GAO were 
located in Australia (1), Canada (1), Netherlands (2), Sweden (1), United Kingdom (3), and 
the United States (1).
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Hie foil r^it with data from nine needle exchange programs and GAO findings are 
provided at Appendix A. The Results in Brief are abstracted below:

*Measuring changes in needle sharing behaviors is an indicator ofien used to assess the 
impact of needle exchange programs on HIV transmission. We identified nine needle 
exchange projects that had published results. Only three of these iqwned findings 
that were based on strong evidmee. Two of these three united a reduction in 
needle sharing while a third reported an increase.

One ^ceni surrounding needle exchange programs is whether they lead to inrre^srd 
injection drug use. Seven of the nine projects looked at this issue, and five had 
strong evidence for us to rq»n on outcomes. All five found that drug use did not 
increase among users; four reported no increase in frequency of injection and one 
found no increase in the prevalence of use. None of the studies that the
question of whether or not the needle exchange progams contributed to injection drug 
use by those not previously injecting drugs had findings that met our criteria of strong 
evidence. Our review of the projects also found that seven reported success in 
reaching out to injection drug users and referring them to drug treatment and other 
health services.

We also found the forecasting model develc^ at Yale University to be credible.
Hus model estimated a 33 percent reduction in new HTV infections among New 
Haven, Coiuiecticut, needle exchange program particqiants over 1 yef.r. Based on our 
eiqieit consultant review, we found the model to be technically sound, its assumptions 
and data values reasonable and the estimated 33 percent reduction in new HTV 
infections defensible. This reduction stems from the program’s ability to lessen the 
opportunity for needles to become infected, to be shared, and to infect an 
drug user. To gather data in assessing program impact for use in the New Haven 
model, the researcher developed a new system for tracking and testing for HTV in 
returned needles.

While these findings suggest that needle exchange programs may hold some promise 
as an AIDS prevention strategy, HHS is currently restricted from using certain funds 
to directly suppon the funding of needle exchange programs. Under the Alcohol,
Drug Abuse, and Mental Health Administration (ADAMHA) Reorganization Act of 
1992, block grant funds authorized by title XIX of the PBS Aa may not be used to 
cany out any needle exchange program unless the Surgeon General determines that 
they are effective in reducing the qiread of HTV and the use of illegal drugs.
However, HHS does have the authority to conduct demonstration and research 
projects that could involve the provision of needles." Needle Exchange Pingramg- 
PffRKiTrli Suggests Promise as an AIDS Prevention Strategy, GAO/HRD-93-60, pages 
3"^*
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Report of the University of California

Under a contract ^ the Centers for Disease Control and Prevention (CDC), faculty of the 
Umverahy of Califoniia, at Beikeley and San Francisco, undertook a review and analysis of 
the literature on needle exchange programs to answer a set of 14 research questions, 
including the effect of needle exchange programs on HTV infection rates and prevention of 
HIV infection and effect on diug using behavior. At the time this study, 37 active 
progi^s were known to exist in the U.S.; the 33 programs which were up and ninning for 
sufficimit time to be included in this review operated a total of 102 sites. Over 1900 data 
sources were analyzed and ranked according to the quality of study design and evidence 
reported; study results report only on those judged to be of acceptable quality, or better. A 
complete summary of findings and data sources utilized is provided in the final jepon at 
Appradix B.

The Executive Summary of the report is provided below;

*How and Why did Needle Exchange Programs Develop?
Needle exchange programs have continued to increase in number in the US and by 
September 1, 1993 at least 37 active programs existed. Ihe evolution of needle 
exchange programs in the US has been characterized by gro ving efforts to 
accomodate the concerns of local communities, increasing likelihood of being legal, 
growing institutionalization, and increasing federal funding of research, although a 
ban on federal funding for program services remains in effect.

Bow do Needle Exdiange Programs Operate?
About onC'half of US needle exchange programs are legal, but iimding is often 
unstable and most programs rely on volunteer services to operate, AH but dx US 
needle exchange programs require one-for-one exchanges and rules governing the 
exchange of syringes are generally well enforced. In addition to having distributed 
over 5.4 million syringes, US ne^e exchange programs provide a variety of services 
ranging from condom and bleach distribution to drug treatment referrals.

Do Needle Exchange Programs Act as Bridges to PubUc Health Services?
Some needle exchange programs have made significant numbers of referrals to drug 
abuse treatment and other public health services, but referrals are limited by the 
paucity of drug treatment slots. Integrating needle exchange programs into the 
existing public health system is a likely future direction for these programs.

Bow Mudi Does h Cost to Operate Needle Exchange Programs?
The median aimual budget of US and Canadian needle exchange programs visited is 
relatively low at S169.000, with govemment-run programs tending to be more 
expensive. Some needle exchange programs are more expensive because they also
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provide substantial DOn*excbange services such as drug treatment referrals. Tbe 
annual cost of funding an average needle exchange program would support about 60 
methadone maintenance slots for one year.

Who Are the IDUs Who Use Needle Exdrange Progrmns?
Although needle exdumge program clients vary from location to location, the 
programs generally reach a group of injecting drug users with long histories of drug 
injection who remain at significant risk for human immunodeficiency virus (HTV) 
infection. Needle exchange program clients in the US have had less e)q>osure to drug 
abuse treatment than IDUs not using the program.

What Proportion of All Ipjecting Drug Users in a Community Uses the Needle 
Exchange Program?
Studies of adequately funded needle exchange programs suggest that the programs do 
have the potential to serve significant proportions of the local injecting drug user 
population. While some needle exchange programs appear to have reached large 
proportions of local drug injectors at least once, others are reaching only a small 
fraction of them. Consequently, other methods of increasing sterile needle availability 
roust be mq>lored.

What Are the Community Responses to Needle Exchange Programs?
Unlike in many foreign countries, including Canada, prc^sals to establ'sh needle 
exchange programs in the US have often encountered strong position riom a variety 
of different communities. Consultation with affected coirununities can address many 
of the concerns raised.

Do Needle Exchange Programs Result in Changes in Community Levels of Drug 
Use?
Although quantitative data are difficult to obtain, those available provide no evidence 
that needle exchange programs increase the amount of drug use by needle exchange 
program clients or change overall community levels of non-injection and injection 
drug use. This conclusion is supported by interviews with needle exchange program 
clients and by injecting drug users not using the programs, who did not bdieve that 
increased needle availability would increase dmg use.

Do Needle Exchange Programs Affect the Number of Discarded Syringes? 
Needle exchange programs in the US have not been shown to increase the total 
number of discarded syringes and can be expected to result in fewer discarded 
syringes.

Do Needle Exchange Programs Affect Rates of HIV Drug and/or Sex Risk 
Behaviors?
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Tlie majority of studies of needle exchange prograin clients demonstrate 
decreased rates of HTV drug risk behavior but not decreased rates of HTV sex risk 
behavior.

What is the Role of Studies of Syringes in ligection Drug Use Researdi?
The limitations of using the testing of syringes as a measure of injecting drug users' 
behavior or behavior change can be minimized by following syringe characteristics 
over time, or by comparing characteristics of syringes returned by needle exchange 
program clients with those obtained from non-clients of the program.

Do Needle Escdiauge Programs Affect Rates of Diseases Related to ligection Drug 
Use Other than HTV?
Studies of the effea of needle exchange programs on injection-related infectious 
diseases other than HTV provide limited evidence that needle exchange programs are 
associated with reductions in subcutaneous abscesses and hq>atitis B among injecting 
drug users.

Do Needle Exchange Programs Affect EIV Infection Rates?
Studies of the effect of needle exchange programs on HTV infection rates do not 
and, in part due to the need for large sample sizes and the multiple impediments to 
randomization, probably cannot provide clear evidence that needle exchange programs 
decrease HIV infection rates. However, needle exchange programs do not appear to 
be associated with increased rates of HIV infection.

Are Needle Exchange Programs Cost-effective in Preventing HTV Infection? 
Multiple mathematical models of needle exchange programs impact support the 
findings of the New Haven model. These models suggest that needle exchange 
programs can prevent significant numbers of infections among clients of the 
programs, their drug and sex partners, and their offering. In almost all cases, the 
cost per HIV infection averted is far t^low the $119,000 lifetime cost of treating an 

HTV-infected person." The Public Health Impact of Needle Exchange Programs in 
the United States and Abroad. Volume 1, pp.iii-v.

Report of the National Academy of Sciences

In 1992, Congress included a provision in the Alcohol, Drug Abuse, and Mental Health 
Administration (ADAMHA) Reorganization Act directing the Secretary of DHHS to request 
the National Academy of Sciences (NAS) to conduct a study of the impact of needle 
exchange and bleach distribution programs on drug use bdiavior and the spread of infection 
with the human immunodeficiency virus (HIV). The National Research Council and the 
Institute of Medicine (NRC/IOM) of the NAS convened an eiqiert pand in 1993, conducted a 
thorough review of the scientific literature on these issues, and published the rqjort 
Preventing HTV Transmission: The Role nf Sterile Needles and Bleach, in Sqiterober, 1995.
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^jpToximately 75 needle exchange programs had been jnitiaied in SS US cities at the time of 
this fqxnt. Data was also newly available assessing the effects of a 1992 Connecticut law 
decriniinalizing the possession of sytinges without a pieso^on.

The scope of the NRC/lOM study extended well beyond the infonnation requested for this 
xepoit. A review of the scientific data on the effects of needle exchange programs on 
reduction in HTV transmission rates and impact on drug utilization is presented in Cluster 
Seven of the report. The text of the full iq>on is provided at >^)pendix C. The study 
reviewed and C3q)anded on the previous studies of the GAO and University of California as 
well as analyzing subsequently published studies through 1994. The NRC/lOM study panel 
included a discussion of experimoual smdy design and data quality issues in weighing the 
contribution of published studies. The conclusions and recommradations of the repon were 
based in part on an assessment of the patterns of evidence, and not solely on the quality of 
evidence in individual studies.

Provided here is a summary of the conclusions of the NRC/IOM panel on the scientific 
assessment of needle exchange program effectiveness:

Scientific Assessment of Program ETTectlveness

‘ 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 panicq)ants 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 inoeased among 
particq)ants as a resuh of programs that provide legal access to sterile 
equipment.

o The available scientific literature provides evidence based on self-rq>orts that 
needle exchange programs do not increase the frequency of injection among 
program participants and do not increase the numter of new initiates to 
injection use.

o The available scientific literature provides evidence that needle exchange
programs have public support, defending on locality, and that public siq^port 

to increase over time.*' Preventing HTV Transmission: The Role of 
Sterile Needles and Bleach. Executive Summary, page 4.
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Other Recent Studies

Other studies and abstracts published since the NRC/IOM xepon which address the effects of 
needle exchange programs on HIV transmission and drug'using behavior are provided at 
Appendix D. These include: (1) a study published by £>es Jarlais et al in October
19% sesearching the question if NEPs have an individual-level protective effect against HIV 
transmission, (2) an evaluation commissioned by the Massachusetts Dqiaitment of Public 
Health on tte effects of a pilot needle exchange piogram, presenting Year One and Year 
Two data, and (3) abstracts accepted at the XI Internationa] Confmeoce on AIDS held in 
Vancouver, BC July 1996. Although many abstracts included findings relevant to NEPs. 
only those designed to specifically study the research questions raised by the Appropriations 
Committee are included in this report.

(1) Dcs Jarlais DC, et al. HTV incidence among ii^ecting drug users in New York
Chy syringe-exchange programmes. 1996; 348: 987-991.

This study employed meta-analydc techniques to compare HIV 
inc'deoce among injecting drug users participating in syringe-exchange 
programs in New York City with that among non-participants. Data ffom 
three cohorts (total n=1630) was pooled to assess HTV incidence rates.

* Findings HTV incidence among continuing exchange users in the Syringe 
Exchange Evaluation was 1.58 per 100 person-years at risk (95% Cl 0.54, 4.65) 
and among continuing exchange users in the Vaccine Preparedness Initiative it was 
1.38 per 100 person-years at risk (0.23, 4.57). Incidence among non-users of the 
exchange in the Vaccine Preparedness Initiative was 5.26 per 100 person-years at risk 
(2.41, 11.49), and in the National AIDS Demonstration Research cities (non- 
exchange users) 6.23 per 100 person-years at risk (4.4, 8.6). In a pooled-data 
multivariate prpportional-baza^ analysis, not using the exchanges was associated 

with a hazard ratio of 3.35 (95% Cl 1.29, 8.65) for incident HIV infection compared 
with using the exchanges.
Interpretation We observed an individual-levd protective effect against HTV 
infection associated with participation in a syringe-exchange programme. Sterile 
injection equipment should be legally provided to reduce the risk of HIV infection in 
persons who inject drugs." p. 987.

(2) He Medical Foundation, Pinal Report: First Year of the Pilot Needle
Exchange Pro^m in Massachusetts. October 15^5; and Second Year 
T^pHafp? Program Characteristics of Majtyiphiisefts NeeHlt> Exchange 
Prnyrains. 1994-95. August 1996.
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These two rqmits were prepared by The Medical Foundation under 
contract to the Massachusetts Dqiartment of Public Health, to evaluate 
the effects of a pilot needle exch^ge progiain (AHOP^) authorized by State law in 

1993. Two needle exchange programs served 1,315 and 1,999 unduplicated clients in 
1994 and 1995, respectively. The Executive Summary of the 1995 report and the 
Second Year t^xiate of 1996 summarize study results to the following questions:

o What were the demogi^hic characteristics of people who enrolled in 
the program and did the program reach those at risk for HIV infection 
in Metro Boston and Cambridge

o What were the repotted injection behaviors and rides of program clients 
o How many client'contacts did the program have and what supplies were 

distributed
o Did the program act effectively as a “bridge to treatment" for needle 

exchange clients
o Did crime increase in areas with needle exchange sites compared to 

areas without needle exchange sites
o I>id needle slide injuries to public service workers increase as a result of the 

program

"Conclusion Uoon completion of its first full year of operation, AHOPE has been 
successful in oirolling 1,J15 clients, exchanging 37,575 syringes, and linking 16.6% 
of the eligible clients to drug treatment. Many of the major concerns regarding the 
establishment of the program - namely the danger of increased crime, the initiation of 
young people into drag use and injection, the attraction of addicts from wide 
geographic areas into Boston, and the possibility of needle stick injuries to public 
woricers - did not come to pass. AHOPE appears to have significantly contributed to 
the reduction of HTV risk among a diverse population at high risk for HIV infection 
and transmission with little negative community impact." Final Report; First Year.of 
the Pilot Exchange Program in Massachusetts. October 1995, p.7.

"Conclusion The program is eTqjanding into areas of the state where there is much 
need for prevention services while maintaining continuity of care in areas where the 
program is already established. There is no evidence that the program is attracting 
young or new injectors, there have been no other negative community impacts. The 
programs have had sig^icantly positive impacts, both in preventing HIV through the 

provision of sterile syringes and prevention supplies and education and in the form of 
enhanced drag treatment linkage for the older, impoverished long-term addicts who 
utilize the program." Second Year Update: Program Characteristics of Massachusetts 
Keedle Exchange Programs. 1994-1995. August 1996, p.3.

(3) Abstracts from the XI Internatioxial Conference on AIDS, Vancouver, BC, July 
1996. The following two abstracts reported on US needle exchange programs in 
Baltimore, MD and New York City.
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Vlabov, D et al. Eyaluatioo of the Baltimore Needle Exdiance 
Program: Preliminary Results. [Abstract Mo.D.36ll The following key variables 
were addressed in the abstract: frequency of drug injection, frequency of needle 
exchanges, needle sharing patterns, use of shooting galleries, number of injections on 
the street, and disposal of used needles on the street.

"Conclusion This NEP has recruited a large number of IDUs and preliminary data 
suggest that the NEP attracts high risk IDUs, and that a reduction in HIV riric 
drug use is observed."

Schoenbaum, EE et a1. Needle Exchange Use Among a Cohort of Drug Users. 
[Abstract Tu.C.2523] The abstract rqwrts on a prospective study of injection 
behaviors among IDUs enrolled in a methadone maintenance program who did and 
did not utilize a local needle exchange program in the Bronx, New York City between 
1985*1993. The following key variables were addressed in the abstract: the percent of 
clients injecting over time, percent of clients using the needle exchange program, 
needle sharing behavior, and HIV seroposhivity status.

"Conclusion Methadone treated IDUs with access to a needle exchange decreased 
injection and needle sharing. This pattern of harm reduction, which began years 
befoie the needle exchange program opened, occurred in those who did and did not 
utilize the needle exchange. Needle exchange, as a strategy to decrease injection* 
related harm, should not be viewed as discordant with methadone treatment."

n. Current Federally Supported Research on Needle Exchange Programs

The Dqrartment has taken an active interest in evaluating the public health impact of needle 
exchange programs since 1992, in light of the opportunity to reduce bloodbome transmissible 

among IDUs and to serve as a gateway to substance abuse treatment. These 
research activities have been centered at the National Institute on Drug Abuse (NIDA). A 
deset^OD of NIDA’s needle exchange research portfolio which includes IS funded studies is 
described in Appendix E. All federally sponsored research is limited by statute to 
evaluations of existing NEPs and does not support the purchase or distribution of needles.

Of the 15 studies funded by NIDA, only two have been completed. A summary of findings 
to date follows here. Of 4 studies r^xting data on frequency of injection, three rqxwt no 
evidence of increased injection frequency, and one shows a decreased rate of injections.
AU four of the 15 studies Tailing data on multi-person reuse, or sharing, of syringes show 
a decrease in the reuse of syringes- Data on the prevalence or incidence of hepatitis and 
HIV is available for 2 of the 15 projects. In one study between 51 % - 55 % of syringes 
returned were seropositive; of note, mult^le syringes may have been returned by a single
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individual affecting inteipietation of these results. In the other study, a 33 percent relative 
reduction in HIV incidence in needle exchange program users was predicted based on a 
mathematical model. This model was reviewed and assessed to be methodologically sound in 
the GAO rq>on found at >^^dix A.

TTT. National Survey on the Relation of Syringes and Needles

A recent national survey of laws and regulations governing the sale and possession of needles 
and syringes in the United States and its territories is included at Appendix F, to provide the 
Committee with additional background on the variety of state and lo^ drug paiapheinalia 

laws, syringe prescription statutes, and pharmacy regulations in effect. A number of states 
and local ordinances have created excqrtions to laws and regulations for operators of syringe 
exchange programs and their participants. An overview of the legislative history and the 
qiedfics of exemptions are included along with the results of the national survey.

Sununaiy

This review provides the Committee with an overview of the current status of knowledge 
xegaiding the impact needle exchange programs Toiay have on the seromcidence of HIV and 
their impact on drug usir»behavior of needle exchange particqiants. Overall these studies 
hjiicate that needle exclumge programs can have an impact on bringing difficult to reach 
peculations into systems of care that offer drug dependency services, mental health, medical 
and support services. These studies also indicate Uiat needle exchange programs can be an 
effective component of a comprehensive strategy to prevent HTV and other blood borne 
infecdoos diseases in communities that choose to include them.

IV. Appendices

AppendfatA. Needle Exchange Programs: Research Suggests Promise as an
AIDS Prevention Strategy. U.S. General Accounting Office. 1993

Appendix B. “P^e Public Health Impact of Needle Exchange Programs in the United States.
and Abroad Volume 1. San Francisco, CA: University of California. 1993

Appendix C. preventing HTV Transmission! The Role of Sterile Needles and Bleach. 
National Research Council and Institute of Medicine. 1995.

i^jpendixD. Des Jariais DC, Maimor M, Paone D et al. mv Incidence Among
Injecting Drug Users in New York City Syringe-Exchange Programmes. 
Lancet. 1996;348:987-991.
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First year icpon (October 1995) and Second Year Update (August 1996) of the 
Pilot Needle Exchange Program in Massachusetts. Tbc Medical Foundation, 

for the Massachusetts Department of Public Health.

Abstracts from the XI International Conference on AIDS, Vancouver, BC July 
1996:

1) Vlahov D. et al. Evaluation of the Baltimore Needle Exchange Program: 
Preliminary Kesults. Abstract Mo.D.361

2) Schoenbaum, E. et al. Needle Exchange Use Among a Cohort of Drug 
Users. Abstract Tu.C.2523

/^rpendix R NlDA’s Needle Hygiene and Needle Exchange Evaluation Research Program 
Portfolio, 1992 - Present.

j^jpendixF. Gostin LO, Lazzarini JD, Jones TS, Flaherty K. Prevention of HIV/AIDS 
and Other Blood-Borne Diseases Among Injection Drug Users. JAMA. 
1997;277:53-62.
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HIV incidence among injecting drug users In New York City 

syringe-exchange programmes

Don C Des Jartais, Michael Marmot. Denise r.ione. Stephen Titus. Qiuhu Shi. Theresa Peril's. Benny Jose. 
Samuel P Friedman

Summary
Bachcimmd There have 6«en no BluOies slKM«in£ ihai 
particiDatien in programmes which provide les-'* ^cess lo 
druf^htection eauipmeni leads to lrtdividusUe»*< proieciion 
against incident KIV infection. We have conu'Jied HIV 
irtcidence among irtiecting drug users panh'ipjrdng in 
syrince«Kenange programmes in New York Ciu wnn that 
among ftorvpanicipams.

Methods We used meta-anaiytic techniques to e«*nit><ne HIV 
incidcnct dau from irqecting drug users in thn>e studies: 
the Syrii^ Cschangc Evaluation (n-2B0), in whh-h multiple 
(nterviews and Mliva samples ware colteirted from 
participants at cichange sites: the vaccine Pri*paredness 
tnitiatiye eohort fnel33 continuing exchangers And IBS 
norvexchangers. in which participants ware inter\rewcc and 
tested (or HIV every 3 months: and v«iyMgtvser<Mvevaience 
cities in tne National aioS Demonstration Raseairii (naoR) 
programme (nsl029), in which atreeKCcniited evlividuals 
were imerviewed and tested for NIV every 6 numins. In 
practice, participants in the NADfi study had not used 
syringe exchsnges.

Mndiiigs HIV inddance amoi% continuing excnan^tMisars in 
the Syringe Exchange Evaluation was 1-S8 per kv person- 
years at risk (95X Cl 0<$4. a-gS) and among (*oniimilng 
exehangeusers in the Vsedne Preparedness mmaitve It 
was 1-38 per lOO personyesrs at risK (O i-v a ST). 
Inpdenoc among non«sers of the cxehanga'in in*' Vaedne 
Preparedness initiative was 3-26 per 100 berst'" «vars at 
risk (2-ai. 11-49). and in the NAOR dlies. 6 r.< iv‘i 100

Lancet 1996: 34S: 987^1
•MS IMBH Medical CeMer (OfOf 0 C Pet iadait *>«. b r.«-«c 
Q Shi Mf). New Verk tMvershy Medieel Center t^rol M u.umo> »ko. 
S Taut and National 0«»alep«nawt and Research kistliutes. 
IM ID C Oas iana«. T Pvtit «s. e Joic n«. S R Fncom-vi
New Yaih. New York, USA
ri isi—*di te; Prof Don C Oat Jaria>t. Beih tsmei Sksw.ii
Ohiar. Chemical Dcocnoancr Institute. Isi Aoahuc arto it'-ii< 
Sueel. Nt- r«m. NY 10003. USa

person-years at risk (4-4. 8-6). in a pooiea-oata. 
numivariaie proportional-hazards analysis, not using tne 
exenanges was associated with a hazard ratio of 3-36 
(9S% Cl 1-29. 8-65) for inddent HIV infection compared 
hrltn using the exchanges.

hitcrprctatlon We observed an individual-level protective 
effect against HIV infecuon associated with participation in 
a syringe«xchange programme. Sterile iryectUm equipment 
Should be legally provided to reduce the risk of Hiv infection 
in persons who iriiect illicit drugs.

Introdtiction
Tlie provision of sterile injection equipment (syringe 
exchanges or pharmacy sales) has been the main method 
for (educing HTV infection among injecting drug users 
QDUs) in most indusoialited eouniries.' After nearly a 
decade of ttsearch on legal injection equipment for 
preventing KIV infection, then b no evidence that such 
pfogiammes are aiseeiaied with mseased ilUdi drug 
mtection. whereas that participation it aiaodaied with 
lower ntet of dnig>injection HlV^isk behaviour.’-’ To 
date, however, then has been no dhtet evidence that 
participation is associated with a lower risk of inddent 
HIV iitfcction for the individual tDU-'

New York City had npid izansmitsion of HIV among 
drug injcetocs . between 1978 and 1984, with 
scroprcvalcnce naching about S0%.‘ A small-scale piloi 
syringe-exchange programme was started by the Cir> 
Depamneni of Health in 1988, aSdiough chis programme 
was discontinued by a new mayor in 1990.* Communit)' 
activists then opened s number of -underground" 
exchanges. In 1992, the New York State Health 
Department permitted legal openiien of five community' 
exchanges. These exchanges expanded rapidly, providing 
services to aboui 36 000 IDUs by September, 1998, and 
exchanging 1-7$ million syringes in 1994- 

We report on incidem HIV infections among ID Us in 
community-based syringe-exchange programmes in New 
York City from 1992 to 199$. Wc have reported on 
icduciions in HIV risk behaviour among participants
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fMoD.361] EVALUATION OF ‘niE BALTIMORE NEEDLE EXCHANGE PROGRAM;

preld^ary results
Vtahov D lunge. Benjanun, Bdlcnson P*. Brookmeyer RS, Cohn S, Annenian H. The Johns 

Hopkins School of PubUc Health; *Baltimore Chy Health Department.

Oigectxvc: To evaluate the first year of the Needle Exchange Program (NEP) for iiyection drug 

users ClUUs).
Methods-AD participants between B/12J94 and 8/11/95 who imderweirt enrollment int^ews on
tododemographic and drug use practices. A systematic sample was im^ew^ at initial, two 
week and ax month follow-up visits about ne^le acquisition, use and disposal practices during 
the 2 weeks before each imerview. Data were analyzed using p^ T-tests. In a comn^ty 
cohort (the AUVE Study) demographics and HTV scroconv^on rates were compared between
pariidpants who used vs. did not use the NEP.

Results; During the first year, 2965 IDUs enrolled in the NEP ofwhom 87% were
Afiican-Amcrican, 72% were male. 56% had < 12 years of education. 92% were unemployed and 
90% injected 1 1/day, the median age was 38 years old. Within the ALIVE cohort, NEP users 
were more likely to inject | l/day, otherwise IDUs not enrolled in NEP were sutistically similar 
Of the 2965, 55% returned at least once to exchange, and 7% were high voli me exchangers (> 
50/visit); among high volume exchangers injection fi-cquency and needles exchanged were sinular. 
In the interviewed subset, there was a significant decrease (p < .05) of injections on the street, 
frequency of injection, needle sharing, use of gaUerics, and discarding needles on the street in tec 
2 weeks prior and subsequent to enrollment. These changes were sustdned at the six month visit. 
Oonclusinn: This NEP has rccruiied a large number of IDUs and preliminary data suggest that the 
NEP attracts high risk IDUs, and that a reduction in HTV risk drug use is observed.

Benjamin Jungc, Johns Hopkins SHPH, 627 N. Washington Street, Baltimore. MD 21205, USA 

Phone; 410-614-3632 Fax; 410-614-9910
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THE MEDICAL FOUNDATION

Final Report
First Year of the Pilot Needle Exchange Frogram

in Massachusetts

October 1995

The Medical Foundation 
95 Berkeley Street 
Boston MA 02116
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NIDA's Needle Hygiene and Needle Exchang 

Evaluation Research Program Portfolio ^
1992-Present

Needle HrciENE and Needle Exchange Evaluation Research Program Sites
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KumVLAlexMnda^ HuD^Seanlc; WA: FMerfct: AWcc MD, New Haven, CT; Don DHtitUSs, Neyv York, NY;
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RIekyfluthttttful MA, San Francisco, CA.
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Research Portfolio on Intervention to Reduce HIVTrantmlitien Ampne Drue Users
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Health Law and Ethics
Prevention of HIV/AIDS
and Other Blood-Borne Diseases
Among Injection Drug Users
A National Survey on the Regulation of Syringes and Needies
UBwrenca O. Gostin. JO: Zit» Lizz»w. JD. MPH; T. Stephen Jones. MD. MPH; Kathleen Raheny. JO
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OoveiTUng the sale andposse^^nw^^^r^ J^^bSdSwne tofections such is hepatitis B and C, B
httie United States and ilSs!SocSSi8.i«Jnadsiw^’te
piijrc health proposals to mawetheaN^^lty ^^^ Illegal dmg use and the dnig industry that fceli It:
syringes, as a human So^e^t^«iultitndeofatoesaeaiBStperson^f
missiooFeventic«me^^tofpefl»re^^ ^.Ih«g™eindueeafanaydisnt«g«tion.ehfldiie^^
jecldtugs. Every slate, the PC). w»d ^ .^dal decay, Drog use exacts sa etto
Virgin Islands C^teve S^tosociety of*SSSbfllion-inlostprt>ductivtty,i
lationslh8lrestnct^sale.tob«aftojwF»M^ ^^^g,^ainKLBtoleBpn^«ty,saddiugti*ito
ringes. Dmg paraphemalia towsprohibjn^ i,^oa dnia use fa the second most frequently lepoi
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IntrodooellWtdfugs Wo1hebo^«ds*^7t^MjOC.and ©f sll AIDS cases occurred smong IE
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NEEDLE EXCHANGE PROGRAMS: ANALYSIS OF SCIENTIFIC DATA 

COMPLETED SINCE FEBRUARY 1997

On February 18,1997, the Secretary provided a report to the Committee on Appropriations 
reviewing all published studies on needle exchange programs in the United States and the status 
of federally-supported research. Since completion of that report, a number of researchers have 
published data in peer-reviewed journals or presented research findings at national conferences. 
The National Institutes of Health published a Consensus Development Statement, InterVgntlQns 
tn Prevent HTV Behaviors, in March 1997. Additional data have been submitted in abstract 
form to the 12th World AIDS Conference to be held in Geneva in the summer of 1998, but peer- 
review has not been completed at this time.

This report will review this recent body of data relevant to the issues of efficacy of needle 
exchange programs in reducing HTV transmission and their effect on utilization of illegal drugs. 
Consistent with the February 1997 report to Congress, this analysis will be limited to those 
studies undertaken in the United States, with the exception of inclusion of the Canadian res^h 
data from Vancouver and Montreal. The National Academy of Sciences/Institute of Medicine 
previously reviewed the data from Montreal, and it is included here in published form.
Scientific data relevant to needle exchange programs reviewed during the NIH Consensus 
Development Conference which was published in March 1997 overlaps with the Department of 
Health and Human Services’ February 1997 report to the Appropriations Committee. The 
conclusions drawn from the NIH Consensus Development Conference are reviewed.

NIH Consensus Statement: Interventions to Prevent HIV Risk Behaviors 
Volume 15, Number 2 February 11-13,1997

The purpose of the consensus conference was to examine what is known about behavioral 
interventions that are effective with different populations in different settings for *e two primary 
modes of HIV transmission: unsafe sexual behavior and nonsterile injection practices.

The consensus statement concluded that the scientific evidence shows that needle exchange 
program participants have a decrease in needle sharing, a decrease in drug use among 
participants, an increase likelihood of entering drug treatment programs, and in the vast majority 
of studies reviewed, there was no increase in used needles discarded in public places. The 
consensus conference summary conclusion was that needle exchange programs are an effective 
public health intervention for decreasing seroconversions in injection drug users and do not 
increase drug use.

Paone D, Dcs Jarlais D, Clark J et aL Update: Syringe-Exchange Programs - United States, 
1996. Morbidity and Mortality Weekly Review 1997; Vol 46, No. 24: 565-568.

This report summarizes a survey of needle exchange programs in the United States regarding 
their activities during 1995 and 1996. A questionnaire was mailed to 101 syringe exchange
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programs who were members of the North American Syringe Exchange Network, followed by a 
structured telephone interview. Eighty seven needle exchange programs participated in the 
survey (86% response rate), operating in 71 cities in 28 States and one territory. Fifty one 
syringe exchange programs began operating before 1995, with an additional 22 starting in 1995

and 14 in 1996.

In 1996, 84 needle exchange programs reported exchanging approximately 14 million synnges. 
Approximately 9.4 million syringes (69%) were exchanged in the 10 most active needle 
exchange programs. Fifty needle exchange programs (57%) reported exchanging 55,000 fewer 
syringes apiece, with 23 programs exchanging fewer than 10,000 syringes each. Data on the 

number of syringes exchanged was not available from 3 programs.

Ninety seven percent of needle exchange program respondents (84 programs) provided client 
referral to substance abuse treatment programs. Instruction to reduce sexual transmission of HIV 
and other STDs was provided by 97% of needle exchange programs. Health services offered on­
site included HIV counseling and testing (40%), primary health care (17%), tuberculosis skin 
testing (26%) and STD screening (20%). All programs provided injection drug users information 
about safer injection techniques and/or use of bleach to disinfect injection equipment.

Fifty three percent (46) of needle exchange programs operated legally, in Aat they operated in a 
State without a law requiring a prescription to purchase a hypodermic syringe or had an 
exemption to the State prescription law allowing the needle exchange program to function. 
Twenty three percent (20) of needle exchange programs were defined as illegal-but-tolerated, as 
they operated in a State with a prescription law but had received a formal vote of support or 
approval from a local elected body. Twenty four percent (21) of needle exchange programs were 
defined as illegal underground programs. The legal needle exchange programs were more likely 
than illegal ones to offer on-sitc HIV counseling and testing (63% of legal vs. 20% of illegal 
needle exchange programs) and TB skin testing (41% of legal programs vs. 7% of Ulegal 
programs). The three needle exchange programs that did not refer clients to substance abuse 

treatment programs were illegal underground programs.

Vlabov D, Junge B, Brookmeyer R et al. Reductions in High-Risk Drug Use Behaviors 
Among Participants in the Baltimore Needle Exchange Program. Journal of Acquired 
Immune Deficiency Syndromes and Human Retrovirology 1997; 16:400-406.

Using systematic sampling, a subset of needle exchange program enrollees was recruited to 
participate in an evaluation study of injection practices among needle exchange program clients. 
The study hypothesis was that participation in a needle exchange propam should reduce the 
frequency of high risk injection practices, contributing to a reduced risk for acquiring blood 
borne infections. All participants (2965) of the Baltimore needle exchange program were given a 
brief interview by needle exchange program staff at their first visit, covering demographic 
information and drug injection behavior for the previous 6 months. A subset of 422 (14.2%)



04/29/98 WED 13:33 FAX 0041

recruited into the evaluation study 'were statistically similar to the larger cohort with respect to 
most demographic and drug use variables; however, the evaluation group were more hkely to be 
female (33.2% vs 26.9%), had a higher proportion of daily speedball (herom imxed with cocame) 
injectors (72.1% vs 64.3%), and had initiated injection drug use at a younger age (20.1 years vs.
20 8 years old). A follow-up interview at 2 weeks was completed by 335 (79.4%), and at 6 
months by 221 (66%). Demographic and drug use characteristics of those returning at 2 weeks 
were similar to the original evaluation group, with the exception that drop-outs were 10% more 
likely to have used a needle after someone else. Comparison of the 221 clients studied at 6 
months with the 114 who did not return were statistically similar with respect to demographic 

and drug use variables.

Drug use patterns and related behaviors before and after enrollment were compared for the 335 
participants who completed the baseline and 2-week follow-up interviews. After joining the 
needle exchange program, the proportion of evaluation participants who injected at 1^ daily 
declined (97% vs 88%, p=<.001). Declines were observed in the use of syringe previously used 
by another person (20% vs 11.7%, p<.001), lending one’s used syringe to a friend (27.7% vs 
20.1%, p=.003), sharing cookers (60.5% vs 42.5%, p<.001), and sharing cotton (45.8% vs 

33.5%, p<.001).

Injection fiequency and syringe use variables were also examined. The mean injections per day 
decreased from 5.9 in the two weeks before enrollment to 4.9 in the two weeks after enrollment 
in the needle exchange program (mean change= -1.09,95% confidence interval^ -1.5, -0.68).
The mean number of injections per syringe was 12.4 in the 2 weeks before and 8.5 in the 2 weeks 
after entry into the needle exchange program (mean change= -3.98, 95% Cl -5.85, -2.11), and 
the median injections per syringe decreased from 6 to 4.3.

Regarding related practices, declines were reported in the proportion of evaluation participants 
who discarded needles in a street, alley, sewer or gutter (28.2% vs 15.6%, p<.001) and m the 
garbage or a dumpster (42.2% vs. 29.1%, p<.001) at baseline and at 2 weel«. Injection settings 
also changed significantly, with declines in injections performed in fiiends’ places (53.2% v$ 
41.7%, p<.001); streets, parks and restrooms (24% vs 16.2%, p<.001), empty houses and 
abandoned buildings (38.1% vs 21.6%, p<.00l); and shooting galleries (22.9% vs 12.4%,
p<.001).

Regarding experience with drug treatment, at baseline 5.9% of the injection drug user enrolled in 
the needle exchange program reported that they were in treatment. Two weeks after enrollment, 
9.6% needle exchange participants reported having been in treatment, increasing to 15.9% 

reporting being in treatment at 6 months.

Data for participants completing the 6-month interview showed a sustained reduction in the 
proportion engaging in high risk injection practices at the 6-month visit. With the exception of 
syringe backloading (p=.238), all other behavioral changes from baseline to 6 months were 
statistically significant with p<.001. The number of daily injections decreased from 5.6 to 4.1
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from baseline to 6 months (p<-001). Thenumberofsyringesusedper<^y increased from 1.1 to 
1 6 (tX 001) Accordingly, the mean number of injections per syringe declined substantially 
from 12.4 at baseline to 8.5 at 2 weeks, and 3.6 at the 6-month follow-up visit (median numbers
6.0,4.3, and 2, respectively).

Baseline HIV seropositivity in the evaluation group was 29.9% at enrollment, and slightly higher 
among the subgroup of 335 returning at 2 weeks (32.5%). It is important to note that the 
difference was not statistically significant, and does not reflect any change in infection stato 
given the smaller size of the returning group and the short two week time interval. This reflects 
the change in drop outs and is not indicative of an alteration in the baseline seroprevalence. HIV 
seropositive persons were more likely than HIV seronegative persons to be older, unemployed, to 

share cookers and cotton, and to inject at a shooting gallery.

Study design issues of note include the reliance on self-report and the absence of an external 
comparison group. To study the concern that self-reported data may reflect distortion based on 
concern for socially acceptable responses, the authors undertook a supplemental analysis of those 
injection drug users who reported no decrease in injection frequency. Among this subgroup of 
injection drug users who admitted continuing a socially undesirable risk behavior, the levels of 
decline for other drug-use related variables measured were similar to the overall eval^tion 
group. This result increases the confidence that behavioral change, not socially conditioned 

responses, were responsible for the observed findings.

Hurley SF, Jolley DJ, and Kaldor JM. Effectiveness of Needle Exchange Programmes for 
Prevention of HIV Infection. Lancet 1997; 349:1797-1800.

An ecological study design was used to compare changes HIV seroprevalence oyer time among 
injecting drug users in 29 cities with needle exchange programs and 52 cities without needle 
exchange programs. The purpose of the design was to overcome methodological limitations of 
observational studies reliant on self-reported behavior. Cities were included in the analysis if 
HIV seroprevalence had been measured in injecting drug users in 2 or more calendar years, and 
basic information on needle exchange program implementation was available. Forty four of the 
study cities were in North America (54%), 32% in Europe, and 12.4% were in Asia and the 
South Pacific. The data from this study are included in this series due to the proportion of data 
coming from North America and the perspectives offered by the alternative study design. Of the 
North American cities, 17 had needle exchange programs and 27 did not.

Data from 214 published studies, and unpublished data from the CDC on HIV seroprevalence 
among injection drug users entering treatment between 1988-1993, were used in this study. The 
term HTV seroprevalence survey was defined as a measurement of HTV seroprevalence among 
injection drug users in a single city at a single point in time. The rate of change of HIV 
seroprevalence over time was estimated by regression analysis. Average slopes, or the rate ot
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change in HIV seroprevalence, were calculated for cities with established needle exchange 
programs during the period spanned by the surveys and those without needle exchange programs.

In the study cities, 1046 surveys of HTV seroprevalence involving 332,892 drug users had been 
done between 1980 and 1993, with 75% conducted in drug treatment centers. Some serum 
specimens had been collected and stored, and analyzed when HIV tests became available. The 
regression model showed that seroprevalence increased on average by 5.9% per year iii the 52 
cities without needle exchange programs, and decreased by 5.8% per year in the 29 cities with 

needle exchange programs (p=.004).

Study design issues limiting the analysis include different protocols used to collect 
seroprevalence data among diverse populations; however, it is unlikely that a systematic error 
would exist across cities with and without needle exchange programs. Selection of the cities 
studied may also reflect a bias in that decisions were made to conduct HIV seroprevalence 
surveys. HIV seroprevalence may also have remained low in some of the cities with needle 
exchange programs irrespective of their operation, and implementation of other HTV prevention 
strategies potentially confounds the study findings. Nevertheless, a plausible explanation for the 
differences in HIV prevalence across cities is that needle exchange programs lead to a reduction 

in HIV incidence in injection drug users.

Brooner R, Kidorf M, King cf al. Drug Abuse Treatment Success Among Needle 
Exchange Participants. Absiraci Pr^ented at APHA, Oct 1997. Accepted for publication 
Pub Health Rep: Special Supplement (Summer 1998)

New admissions to a Baliimow outpatient opioid substitution program were classified by their 
referral source (needle exchan^'c program n==82, standard referral n=243) and followed for 3 
months to assess early treatment rv>pi'nsc. Data on demographic characteristics, substance use 
and other psychiatric disorders \^erc collected for each participant as well as prior history of 
treatment. Current psychiatric and substance use diagnoses were made using the Structured 
Clinical Interview for DSM-llNR (SCID). Dimensional data on severity of drug use and 
psychosocial impairment was obtained using the Addiction Severity Index-Fifth Edition (ASI). 
Outcome measures included retention in treatment rates, self-reported drug use and injection 
frequency, self-reported illegal activities for profit, and weekly urine tests for drugs. All patients 
admitted to this community-based drug treatment program received routine opioid agonist 
treatment and weekly individual and group counseling.

Patients in the needle exchange group were referred by the Baltimore City Needle Exchange 
Program. Out of a total of 160 out-of-treatment opioid abusers who were offered referral and 
guaranteed admission to the treatment program, 82 (51%) presented to the treatment program for 
admission. There were no significant demographic differences between the 82 referrals who 
entered treatment and the 78 refenals who did not seek admission.
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There were significant differences in demographic characteristics, self-reported drug use patterns 
and psychosocial problems between the needle exchange program-referred group and standard 
referral group. Compared to baseline information for individuals in the standard referral group 
(SRS), the needle exchange program-referred group were older (40.6 yrs.vs. 37.6 yrs, p=.001), 
more likely to be African American (85.4% vs. 49.8%, p<.001), had a greater proportion of men 
(69.5% vs 43.6%, p<.001) and higher rates of unemployment (93.9% vs 71.2%, p<.001). 
Significantly more referrals from needle exchange had cocaine dependence (74.1% vs 41.1%, 
p<.001) and reported remarkably higher rates of heroin and cocaine use than SRS referrals (for 
heroin 28.8 days vs. 17.2 days, p<.001). The needle group also reported significantly more days 
of injecting drugs (26 vs. 14 days, p<001) and sharing of injection equipment (5.1 vs 1.8 days, 
p=.01). Needle exchange program referrals also reported higher severity scores for drug use, 
alcohol use and legal difficulties compared to SRS referrals (all p-values< .001). Needle 
exchange program referrals also reported spending more days in the past month engaged in 
illegal activity than SRS referrals (12.1 vs 3.2 days, p<.001) and earning more illegal income 

during this period ($637 vs $181, p= .001).

Retention rates at the completion of 13 weeks of treatment were 88% for the standard referral 
group and 76% for the needle exchange program group (p=.004); these rates compare favorably 
to published data on retention rates among new admissions to opioid substitution programs in the 
greater Baltimore area. Self-reported data comparing pre-treatment baseline data with data 
collected after 30 days of treatment showed significant short-term reductions in opioid and 
cocaine use, number of days engaged in illegal activity, and number of days injecting all drugs 
(all p values <.01). Patients in the needle exchange program group also had significmt 
reductions in the amount of illegal income and number of days sharing injection equipment. 
There was a significantly higher proportion of opioid and cocaine-positive urine specimens 
among the needle exchange program referral group, but there were comparable reductions in 
opioid positive urine specimens between months 1 and 3 for the needle exchange program group 
(9%) and the SRS group (11%).

This data documented that significant acceptance of referral, and retention in drug treatment with 
an opioid agonist component, can be achieved among injection drug users referred from needle 
exchange programs, in the face of greater severity of drug use, high risk behaviors for HTV, and 
psychosocial problems common among this population. Limitations of the study design include 
use of self-report, self selection among those accepting referral to treatment, lack of self-reported 
data for 2 and 3 month follow-up intervals, and limited sample size.

CANADIAN STUDIES 

Vancouver, British Columbia

One published study, one study in press, and one abstract presented at the 5th Conference on 
Retroviruses and Opportunistic Infections in February 1998 reporting on the Vancouver Injection
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Drug Use Study are reviewed here. The study by Strathdee et al. reports on HIV incidence 
among a cohort of injection drug users and risk factors associated with HIV infection. The 
characteristics of the users of the Vancouver needle exchange program were further defined in a 
follow-up report by Archibald ei al. The abstract by Raboud et al. describes a computer 
simulation model which could predict the outbreak of HIV in the Vancouver Injection Dnig Use 
Study that was observed after years of stable incidence rates, coincident with a switch from 
heroin to injection cocaine among the injection drug using population.

Strathdee SA, Patrick DM, Currie SL et al. Needle Exchange Is Not Enough: Lessons 
From the Vancouver Injecting Drug Use Study. AIDS 1997;11:F59-F65.

Between May 1996 and February 1997, a cohort of 1006 injection drug users were continuously 
recruited for a study of HTV and hepatitis C (HCV) incidence and prevalence, and associated risk 
behaviors. Study participants provided blood samples for HIV and HCV antibody testing, and 
underwent an interviewer-administered questionnaire at baseline and semi-annually. The 
questionnaire collected data on risk behaviors, demogrsqiliic information, non-injection and 
injection drug use practices, substance abuse treatment history, self-reported frequency of HTV 
tests, sexual behavior and condom use, incarceration, housing, and a variety of mental health and 
social issues. Information on needle exchange program attendance was also collected as: a) ever 
attended needle exchange program, and b) frequent use of needle exchange program (i.e. more 
than once a week) or less frequent use of needle exchange programs (i.e. less than once a week). 
Referrals were provided for medical care, HIV/AIDS care, available drug and alcohol treatment, 
and counseling at each study visit.

Prevalence study Prior baseline estimates of HIV prevalence in 1988 among the Vancouver 
injection drug using population was 1-2%, which remained stable until 1994. For the injection 
drug using study cohort, baseline HTV prevalence was 23.2%; HCV prevalence was 88%. HIV 
positive injection drug users were more likely to be women (p= .02), significantly more likely to 
have less than a high school education, unstable housing, and to reside in a downtown Vancouver 
neighborhood which is the poorest district in Canada. HIV positive injection drug users were 
also significantly more likely to be established injection drug users (> 2 years), more likely to 
report engaging in commercial sex work, and more likely to inject with others. The most 
frequently injected drug among the cohort was cocaine, with HTV positive injection drug users 
reporting cocaine use more commonly than HIV seronegative injection drug users (p<.001).
The proportion of HIV-positive and HIV-negative injection drug users who reported lending and 
borrowing used needles in the previous 6 months were nearly identical; almost one-half (45%) 
reported sharing other injection paraphernalia. HIV-positive injection drug users were more 
likely to have ever attended needle exchange programs (96% vs 91%, p=.01), and to attend 
needle exchange programs on a more regular basis, i.e. more than once a week (81% vs 71%, 
p-,002), compared vrith HIV-negative injection drug use.
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Multiple logistic regression was used to identify independent predictors
^ro^L. Behavioial variables independently associated with positive HIV serosUtus were
commercial sex work, borrowing used needles, injecting with others, bemg an established 
injection drug user, and attending a needle exchange program more to once per week, 
siciodemogmphic variables bdepcndently associated with positive HIV serostatus were

unstable housing and low education.

Incidenefi. At the time of the first follow-up, 83% of the initially enrolled cohort returned.
Of the 257 individuals who were seronegative at baseline, 24 HIV seroconversions had occurred 
yielding an estimated HIV incidence of 18.6 per 100 person years. The sm^l numbe^f new 
Lroconversions precluded formal statistical analysis, but similanties with the larger HTV 
positive cohort included the proportion who were established injection dnig users, most 
commonly injected cocaine, resided in unstable housing (primarily single room occupancy 
hotels), and the proportion who were women. Needle exchange programs were the most frequent 
source of syringes for all but one new HTV seroconverter.

Study design and context consideiations include the possibility of self-sel^tion bias among 
those returning for follow-up, if individuals suspecting an HTV exposure disproportionately 
returned. While cocaine injection was not an independent risk factor for HIV, cocame was more 
commonly the drug of choice for HIV-positive injection drug users and is commonly associated 
with more frequent injections. The estimated 6000 -10,000 injection drug users in Vancouver, 
conservatively estimated to have 2.5 injections per day, exceeded the capacity of the ne^le 
exchange program to provide sterile injection equipment. The finding that frequent ne^le 
exchange program attendance was independently associated with HIV prevalence should not be 
interpreted as a causal, as the majority of subjects attended needle exchange progr^s at 1^ 

The absence of significant change in HIV prevalence between 1988, when the needle
once.exchange program was established, and 1994 is relevant.

NOTF,- The HTV incidence rate in the injection drug use cohort was 18.6 per 100 person years 
between December 1996 to June 1997. Since June 1997, the incidence rate has been stable at 4.4 

per 100 person years. Personal Communication from S. Strathdee.

Archibald CP, Ofuer M, Strathdee S et al. Factors Associated with Frequent Needle 
Exchange Program Attendance in Injection Drug Users in Vancouver, Canada. In Press.

JAIDS.

A case control study to identify factors associated with frequent needle exchange prog^ 
attendance was conducted among a community of injection drug users m Vmcouver. C^es 
(n=89) were defined as those injection drug users with a newly positive HIV test result after 
January 1994 and who had a negative HIV test result within the prior 18 months. Contro s 
(n=192) were HTV seronegative injection drug users who had two HIV-neganve te« results 
during the same period. Participants were rec/recruited through street outreach, HIV testing
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Sites local health care providers and inner city service agencies. A questionnaire was used by 
train^ inteiviewers to collect participant responses on the following issues, foci^ed on the 
interval between the two HIV tests: demographic information, drug injection and sexual 
behavior, needle exchange program attendance, history of incarceration, mental health, and social 
factors such as housing and source of income. Information on needle ^change program 
attendance included if the injection drug user had attended the fixed site needle exchange 
programs, mobile van, and the average frequency of their visits to either during the mter-test 
interval. Logistic regression analysis was used to examine the effects of a range of variables on 

needle exchange program attendance.

Of 274 participants providing information on frequency of needle exchange program attendance, 
31% (84) attended the needle exchange programs daily, 27% (75) once every 2 to 6 days, 15 ^
(42) once per week, 9% (25) one to three times per month, and 8% (23) did not use the needle 
exchange programs in the inter-test interval. Frequent attendees of the needle exchange 
programs were more likely to cite the needle exchange program as their main source of needles; 
about one fourth of participants reported difficulty obtaining new needles.

Cocaine was the drug of choice among study participants, with 90% of injection drug users 
reporting cocaine injection during the inter-test interval; 70% injected heroin during this time.
For men and women, frequent needle exchange program attendance was associated with injecting 
any drug >4 times/day (p<.001), injecting cocaine >4 times/day (p<.004), and borrowing used 
needles (p=.003 for women). For women, four additional variables were associated with 
frequent needle exchange program attendance; having a nonlegal source of income (p=.03), 
living in unstable housing (p<.001), using shooting galleries (p-.003), and not having a regular 
heterosexual sex partner (p=.02).

After adjusting for HIV serostatus, residence in Vancouver, and use of a mobile needle exchange 
program van in multi variate analysis, frequent cocaine injection was the only variable 
significantly related to needle exchange program attendance for men (adjusted odds ratio (AOR) 
3.9; 95% confidence interval (Cl) 1.8 - 8.3). Variables independently associated with needle 
exchange program attendance among women were: frequency of any drug injection (AOR-5.5 
Cl 1.7-17), shooting gallery attendance (AOR=1.5, Cl 2.2-66), and having a nonlegal source of 

income (A0R^3.4; CI 1.0-12).

Study design and context issues include reliance on self reported data with a recall period of up 
to 18 months, artificially establishing an HIV prevalence of 32% among the study population due 
to the case control design, potential under representation of male injection drug users who have 
sex with men, and limitation to those injection drug users with at least two HIV tests in the pnor 
18 months. The prevalence of cocaine use is a probable factor in the increased demand for 
needles, consistent with the observation that men who were frequent needle exchange program 
attendees were four times more likely to be frequent injectors of cocaine. The study design 
does not detennine the effect of needle exchange program attendance on behavior, but it does 
document that the Vancouver needle exchange program appears to attract high risk persons. The
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finding that needle exchange piograms rttiaet high risk injection drug usen could explain a 
paradoxic association between needle exchange program anendance and HTV providence and 
incidence, as sharing patterns and injection ftequency among this population contnbute to HIV 

risk independently of needle exchange program utilization.

Raboud JM, Thorne AE, Strathdee SA et al. Explosive HIV Epidemics in Injection Drug 
Users - What are the Causes and Controls? Abstract presented at 5th Conference on 
Retroviruses and Opportunistic Infections, Chicago, IL February 1998.

The purpose of this study was to determine the role of various factors in explosive outbreaks of 
HIV among injection drug users in cities such as Vancouver, where incidence rapidly mcreased 
to 18.6/100 person years following a long stable period with annual rates of Computer
simulations were run to study the effects of the following factors on the rates of HIV 
seroprevalence and seroincidence among injection drug users: number of needle-sharing partners, 
rate of change of partners, pattern of social networks in the injection drug user commumty, and 
high rates of infectivity in the first 3 months after seroconversion (acute phase of infection). 
Infectivity in the acute phase was set at 50-100 fold relative to the chronic ph^, based on acute 
phase viral load data collected at the BC Center for Excellence in HIV/AIDS in Vancouver.
The outbreak of HIV was simulated by approximately doubling the contact rates among injection 
drug users, as likely occurred when injection drug users switched from heroin to cocaine 
injection use in 1994. This effect was observed in the model only when a high rate of infectivity 
was postulated for the acute viral infection stage; reducing infectivity (as would occur with 
aggressive screening and antiretroviral therapy) limited the epidemic significantly. The presence 
of a “core group”of high risk individuals and the number of concurrent needle-shanng partners
were also very influential.

Montreal, Quebec

Bruneau J, Lamothe F, Franco E et al. High Rates of HIV Infection Among Injection Drug 
Users Participating in Needle Exchange Programs in Montreal: Results of a Cohort Study. 
American Journal of Epidemiology 1997; 146 No.l2:994-1002

A cohort of 1599 active injection drug users were recruited for an observational study of the 
association between use of needle exchange programs and baseline Hiy seroprevalence and 
cumulative HTV seroincidence. Participants were recruited on an ongoing basis between 
September 1988 - January 1995 from a hospital detoxification unit, community-based social 
service agencies and city outreach workers. Injection drug users were eligible if they had 
injected drugs within the last 6 months. Participants completed a baseline questionnaire-based 
interview that included Sociodemographic characteristics, knowledge and attitudes concemmg 
HIV infection drug use, and sexual behavior, and had an HIV test performed. A similar 
questionnaire ’and repeat HIV test was included at a first follow-up visit at 3 months and at 6
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month follow-up visits thereafter. Data were analy2ed using three risk assessment scenarios: 
seroprevalence analysis, seroincidence analysis, and a nested case control study. Adjusted odds 
ratios were calculated to address the potential confounding effects of drug utilization and sexual

practices.

Seroprevalence analysis Baseline HIV seroprevalence among the full cohort of 1599 was 10.7% 
(171 HIV+). The majority of subjects were male (79.7%); mean age at entry was 32.2 years, 
although women were slightly younger with mean age of 28.9 yrs. Half of the women reported 
involvement in prostitution. Most participants reported consumption of multiple drugs lasting an 
average of 9.1 years, with cocaine the drug of choice for 64.2% of subjects; 82% reported having 
injected drugs in the previous month. Differences between needle exchange program attenders 
and non-attenders were analyzed, with needle exchange program attenders defined as subjects 
who reported having obtained equipment from a needle exchange program at least once in the 6 
months prior to study enrollment. Needle exchange program attenders were significantly more 
likely to be HTV seropositive, younger, of lower income, and to have been in treatment for 
addiction less fiequently. Needle exchange program attenders also reported higher fi'equencies 
of risk behaviors related to drug injection and more frequent involvement in prostitution 
activities. The odds ratio for HTV seropositive status associated with participation in needle 
exchange programs was 3.0 (95% confidence interval 2.2-4.5). Further adjustment for potential 
confounders reduced the magnitude of the association but consistent risk elevation was observed 

for needle exchange program attenders.

Seroincidence analysis The study cohort used for the seroincidence analysis included 974 HIV­
negative subjects with a mean follow-up period of 21.7 months (median 15.4 months). Subjects 
differed firom those initially seronegative persons (377) who were lost to follow-up on the 
following parameters; proportion of male subjects (81% vs. 74% lost to follow-up), cocaine as 
drug of choice (64% vs 57%), sharing in last 6 months (78% vs 68%), having two or more 
sharing partners in the last month (23% vs 17%), getting syringes and needles at the drug dealer 
(57% vs 33%), ftanco phones (80% vs 72%) and declaring a lower income (11.5% vs 21%). 
Subjects lost to follow-up more often reported sharing with an HIV-positive partner (11% vs 
7%). There were 89 incident cases of HTV seroconversion during follow-up for an overall 
incidence was 5.1/100 person years. Among needle exchange program attenders, incidence was 
7.9/100 person years (95% Cl 6.0-10.2), and 3.1/100 person years among non-needle exchange 
program attenders (95% Cl 2.1-4.4). The cumulative probability of HIV seroconversion for 
persons using a needle exchange program in the 6 months prior to study enrollment remained 
significant after adjustment for potential confounders.

Nested case-control analysis The case-control analysis was done using 88 new seroconversion 
cases (1 was dropped due to matching difficulties) and 320 matched controls. Substantial HIV 
risk elevations among needle exchange program users were observed for both those persons 
obtaining their intravenous equipment exclusively fi-om the needle exchange program and those 
also obtaining equipment firom other sources (i.e. friends, pharmacies, drug dealers, shooting 
galleries). The consistency of reported needle exchange program attendance was also evaluated
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for an effect on HTV seroconversion; consistent attenders were defined as those who reported 
some needle exchange program attendance at all visits, and intennittent attenders were those 
reporting needle exchange program attendance at some but not all visits. Compared with non- 
attenders and intennittent attenders, consistent needle exchange program attenders were more 
likely to identify cocaine as their drug of choice (84.6%), had injected more often in the last 
month (76% with 30 injections or more), and had more sharing partners in the last month. There 
was a clear tendency for risks of seroconversion to increase with frequency of needle exchange 
program use over time; this remained significant only among consistent needle exchange 
program users and for males only after adjustment for potential confounders.

Study considerations include the observational study design which is not structured to adless a 
possible causal relationship between needle exchange program attendance and HIV infection. 
Possible limitations include reliance on self-reported data, subject recruitment relying heavily on 
informal word-of-mouth advertisement which may have over sampled high-risk individuals, and 
different baseline HIV prevalence among groups of injection drug users. Limitations on the 
number of needles exchanged per visit may have underestimated the need for clean equipment 
among this population with substantial cocaine use. The ready availability of clean equipment 
through neighborhood pharmacies may also have resulted in needle exchange programs attracting 
existing core groups of marginalized, high risk individuals.

Note: Commentary on the Bruncau study by Lurie, and Bnmeau’s response are included in this 

same journal issue.

Discussion

The empirical data reviewed b> the GAO report (1993), CDC/UCSF (1993), NAS/IOM (1995), 
NIH Consensus Conference (1997) and the department’s review of 1997 and 1998, indicate that 
needle exchange programs arc an cfTcctive component of a comprehensive HIV prevention 
strategy that wUi limit the spread of HIV and other blood borne diseases. The data presented in 
the aforementioned articles increase the Department’s confidence that needle exchange programs 
can be an effective component of a comprehensive HIV prevention strategy. Studies reviewed in 
the February 1997 report to Congress indicate that needle exchange programs significantly 
reduce HIV seroincidence, and reduce Hepatitis B and Hepatitis C. In addition, these studies 
demonstrate that needle exchange participants reduce needle sharing and thereby reduce the 
circulating time of used syringes in a given community.

The data reviewed in this analysis indicates that where formal links are created between a needle 
exchange program and drug treatment, with dedicated slots available, injection drug users 
referred by a needle exchange program are more likely to enter drug treatment and be retained. In 
addition short term reduction in high risk behavior were more likely in the needle exchange 
program referred group. These data demonstrate the enhanced ability to decrease new HIV 
seroconversions when needle exchange programs are implemented in concert with drug and



04/29/98 WED 13:37 FAX @051

medical services and are a solid component of a comprehensive HIV prevention plan. It is critical 
to keep in mind, that injection drug users are not only themselves at risk for HIV, but they are a 
bridge to other populations, their sexual partners and their children. Data showing an increased 
incidence of HIV in needle exchange users demonstrates the ability to target the highest risk 
populations, even when compounded by the use of cocaine. When that same cohort is followed 
over time incidence moves down for needle exchange program participants (Strathdee, HIV 
incidence 18.6 per 100 person years declining to 4.4 per 100 person years).

Targeting the injection drug using population may well become a priority for those States and 
municipalities where injection drug use is driving their epidemics. Needle exchange programs 
are often the only prevention intervention available to impacted States and cities that are 
successful at creating an interface with this most difficult to reach population. The 
preponderance of evidence clearly shows HIV transmission is preventable in injecting drug user 
populations when exchange programs are linked to drug treatment and medical care. These 
“linked” needle exchange programs demonstrate higher rates of referral, entry and retention. ,
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NEED .E IXCHANGE PROGRAIV S;
AN UPDATED REVIEW OF RESEARCH ON THE EFFECTS OF NEPs

Findings from 27 published studies of Needle Exchange provide data on the following endpoints/outcom^:

^ Cbaracteristia ofUS Needle Exchange Programs
RiskofHIVandother blood borne infections in IDUs 

Risk behaviors associated with HIV in IDUs 

Protective behaviors against HIV among IDUs 

Discarding of dirty needles on the streets 

» Initiation of drug injection by non4DUs
Linking IDUs to drug treatment

labk. 
Table l.l 
Table 1.2 
Table 1.3 
Table 1.4 
Table 2.1

Contents
Oiiifome Fast
Description of US NEP Activities 2
NEP Legal Status and Referrals to Diug Treatment 2
mV Infection Rates (prevalence and incidence) 3>6
HBV and HCV Infection Rates (prevalence and incidence) 7
Reductions in liyection Frequency 

Table 2;2 ReductionsUi Multiperson Reuse of Works 
Table 2.3: Increases in Needle Disinfection 
Table 2.4: Entry into Drug Treatment 
Table 2.5: Unsafe Disposal of Injection Equipment 
Table 2.6: New Initiates to Drug Injection 

References

8-10 
11-12

13
14
15

. 16 
17-19 NIDA/DEPR/CRB 

Prepared 2^7/97 
*Updatcd on 2/9/98 and

*lncludes studies* published since Secretary's report 02A8/97
••Revised 2/25/98 to

••Include updated summaries of Strathdee ct aL, 1997 and Bruoeau et aL, 1997
Reviewed and revised 4/6/98
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Table 1.1; US Needle Exchange Programs Cbaracteristics

ii^
*Paone, Dcs Jailais. et 
al„ 1997, MMWR, 
46:565-56«.

Idenlify activities of US 
NEPs for 1995/96

National survey of all 101 NEP 
progianu that were meinben 
NASEN in 1996

*

• 84 NEPs exchanged 14 Million fringes
- 97% refer to Tx
< 97%.provide info on sexual litk
- 81% provide STD pievenlion ed
• 40% testing & counseling 
> 26% TB testing
- 20% STD screening 

17% primary health care

- Current estimate of 
120 NEP

• 53% c^Krete legally

-NEPs provide 
anciUaiy services

Table hi: EfTeots of NEP Legal Status on Referrals to Drug Treatment.

Paone cl al., 1996

To describe cahracteristics 
of US NEPs.

Review of 60 NEP programs in 
U.S. (46 ctlies in 21 stales)

Provided formal referrals to 
drug treatment 
» 79% of legal programs ( 

26 of 33)
• 48%onilegalprogneu 

(13 of 27)

Fully legal was with providing formal
referrals to drug treatment services, always having a 
pifRrigni syringc supply, having funding for biohazardous 
wure d’T**^*. and having longer hours of operation.
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Table U: HIV Infection Rales (11 studies: 3 found si^ificant reductions in BHiV scroincidence, 1 found no seroincidcnce associated 
with NEP participation, 1 found increases in HIV incidence, 3 found reductions in seroprevalence, and 2 found stable 
seroprevalence, and 2 found increases in seroprevalence)^

Keimer et al., 1992

To assess the prevalence 
rales of HIV in 
ncedics/syringes used by 
Nmv Havftn.rDU*

1,860 randomly selected needles 
disuibuled and returned to the 
needle exchange
Prospective open cohort

HIV seroprevalence rates
► PrC'NEP; prevalence ^ 68%
► NEP in 1** 2 months: prevalence al 64%
► NEP aAer 4 months; prevalence stable at 43% 

(reflecting a 33% decrease)

Independent reviews of model n
support conclusions about HIV I
infections averted by NEP. 1

Kaplan k O'Keefe,
1993; Kaplan, 1994

Estimate change in 
seroinddence rate 
among IDUs following 
their enrollment in
New Haven NFP

Raitdomly selected syringes 
Mathematical models using 
unique Syringe Tiaddng and 
Testing Sysum

HIV seroincidcnce:
» iJ5< reduc/lon among program paitidpants 
► 0.7 to 1.6 Infections prevented per 100 person 

years

Kaplan Sl Heimer,
1994, 1993

Provide more accurate 
estinuics (Maximum 
likelihood model) of 
change HIV inddeocc 
rates among IDUs who 
use NEP.

2,813 tested needles that were 
distributed and returned between 
November 1990 and June 1992 
Maximum likelihood change 
point model applied to empiricaJ 
data gathered in Syringe
Tracking and Testing System

HIV seroincidcnce
» Incidence rate of 1.63 p« 100 person yean 

among program participants which was found 
not to (Uffer from zero which means that the 
best cstlmale of new infection among needle 
exchange participant is zero

1997) examined both Incidence and Prevalence of H[V. making total number of finding equal to 12.

I
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Table 1.3: HIV Inrcction Rates (Continued)

Watters, 1994

To examine change in 
HIV risk behaviors and 
prevalence among DUs 
between 1986 & 1992.

5,9S6 IDUs recruited from st^ 
settings and detoxification clinics 
Ecological study with 13 
semiannual cross-sectioiial 
surveys over 6.5 years, 1986>1992

mV seroprevalence rates
» Needle exchange was implemented in

1988
» HTV prevalence rate doubled between

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

Cross-sectional dau I

Des Jarlais el al.. 1994 
Examine uendsHIV 
risk behaviors ft HIV 
prevalence among IDUs 
between 1984 ft 1992.

1,115 mUs admitted to drug 
detoxification program
Ecological stu^ with 2 randomly 
selected cross-sections, 1984 and 
1992

mV seroprevalence rates 
» Stable HTV prevalence at slightly more 

Uum50%

Cross-sectional data

Des Jarlais el al., 1996

Compare HIV incidence 
among IDUs who use 
NEPs with that among 
IDUs who do not 
partidpale

2,630 IDUs from 
» Syringe Exchange Evaluation 

(SEE)
•- Vaccine Preparednss Initiative

(VPI)
» National AIDS Demonsuaiion 
Research (NADR)

Meta-analytic technique 
combining HIV incident data 
across 3 studies

mV seroincldence
» SEE; among continuing NEP users, i

incidence was 1.58 per 100 person yean 
at risk (pyar)

► VPI: among continuing NEP users, 
incidence was 1.38 pci 100 pyar. among 
non-NEP users, incuknoe was 5.26 pa
100 pyar

► NADR: among non-NEP users, incidenoc 
was 6.23 per 100 pyar

» Pooled 3-smdy data indicate that non- 
NEP use was associated with a 3.35 
nnitf.r rielc of HIV infection

rsiisal link can not be made between
NEP use sod teroincidence.

Data does show that NEP participation 
is protective of HTV seroconversion

Dose response relationship between
NEP participation and HIV infections 
averti^
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1 *Hiirlcy, Jolley, A
Kaldor. 1997, 
349:1797-1800.

Compare changes over 
tiiaeinHIV 
scfoprevalenoe among 
Q>Us for dlies with and 
without NEPs.

Ecological study of 81 cities 
across Europe, Asia, and North 
America

Seropicvalenoe among iocieased by S.9% 
per yr in the S2 cities without NEPs, and 
decreased by 5,8% per yr in cities with
NEPs.

incilieswithNB*s.

Cities in Europe, Asis,8nd the US with 1 

NEPs rqxKt seroprevalenoe decrease.

Due CO the study design, no causal 
between the pretence of NEP and EE V 
prevalence reductions can be made.

*Strathdee, ct al., 1997, 1,006 n>Us were lecsui ted Piedlctots of HIV + status were: *■ Deq^le availability of NEPs, high
AE)S, 11:F59-F65. through street outreadi.

Prospective cohort study with
- low education, unstable bousing, 
commercial sex, borrowing

inddenoe was reported 
» NEP user most ftequenllyiqMrt

Describe HIV baseline^ needles, iiuectlng with others, iiiB

picvaleDoe and
Incidence among 
prospective cohort of 
[DUs

collectioiL and ftequeru NEP attendance,

-23 of the 24 HIV
Seroconverteis repotted NEP as 
their nu»t Sequent source of 
needles and only 5 reported 
having difficulty aco^ng sterile 
syringes.

» Compiefaeiuive services such as 
oounscling ft testing, drug treatment 
appear not to have been ft/or

» Study is qildemiologic In nature, war 
not to evaluate NEP (92%
of study participant attended NEP)

» Can not establish causal relationship 
between NEP use and HIV infectioa 

* Comprehensive servioca tefa as 
GounieliQg ft testing drug tx appear 

to be svuUblo Of to
prevent HIV infectioa
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I ♦Bnincaurtal., 1997, 
Am J ofEpideaiiol, 
146:994-1002.

Assess the BssocuUion 
between risk bdisvion 

H and HIVseropfevalenoa 
and incidence among 
IDUs in MoiUieal.

•Lurie &Dnxker.
1997, The Lancet, 
349:605-608.

Estimate the number of 
HIV infections that 
could have been aveited 
(and associated cost) 
between 1987 and 1995 
in the US had MBPS 
been implemented.

1,599 (DUt were recruited to 
paitidp^ in this open 
protective ooboit stiidjr.

Data analyres indudcd:
- Cross-scctionil analyses

KaMliiM 4|||^a
association of NEP UH 
andseroctaus.

- Cohort analyses ofNEP 
use at baseline as 
predictor of oonversion,

- Nested case^onlrol 
analysis of NEP use 
during fbllow-up as 
predictor of oonvenion.

ImplemeiU a mathematical oudel 
using enqiirical data from 
available qiidemloldgical data 
bom the US and Australia.

•Singer el al.,1997

To assess the effect of 
environmental changes 
on HIV risk behaviors 
and prevalence among 
IDUs.

3.050 landomly selected needles i
Prospective open cohort with 
pret^ and positest measures 
returned to NEP

' NEP user were 2.2 times more 
likely to be porilive at baseline.

' The cohort analysis showed that 
the cummulative probability of 
HIV conversion was found to 
be 33% for NEP users versus 
13% forNonusers.

> Nested case-control study 
revealed that oonsisteiU NEP 
users was associated with 
serooonversion(odds ratio ■ 10.5).

- Estimates that between 4,304 and 
9,666 HlVinfection oouid have 
bren averted between 1987 and 
1995.

- Tbe cost to Ifbe health care
system for treating these 
preventable infections range 
between 244 to 538 million.

NEP users were at higher risk at 
baseline than oon-NEP users.

Study was not designed or intended to 
evaluate NfiP.

Epidcmleloidc study-

No cuisa) link between NEP 
partidpalion and HIV Infoctioo can be
made.

pjiimatae are based on mathemaUcal 
modeling which make stiingetu 
atmmpilnni (it U appropriate to use 

rirtniigiB bom Australia to 
frttmgta US m^erienoc).

HIV seroprevalence rates:
» Baseline NEP; prevalence at 58%
» NEP after 2.5 years: prevalence lelaiively 

staUeat<40%
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s Table 1.4: Hepatitis B (HBV) and Hepatitis C (HCV) Infection Rates (2 studies: 2 found signiricant reductions)

i^!S3
Hagan etal., 1991

To report on HBV 
incidence and 
detcrtni nation of risk 
behaviors for observed 
new HBV infections.

All Incident HBV cases among 
IDUi, 198S-90
CDC HBV case fq»m: senlinel 
surveillance pre-post needle 
exchange

Hagan ct al., 1995

To examine (he 
association between 
^fringe exchange use 
and hepatitis B and C in 
[DUs.

Cases:
» 28HBVIDUS 
► ZOHCVIDUf 
Controls:
» 38NO-HBVIDUS 
» 26Ho-HCVlDUs

Case control Study

HiSg
Outbreak of HBV among IDU in 1985 (40 inddent 
cases) dropped rapidly a few months foUowing the 
opening oftbe NEPlo9 incidenlcases in 1990

Non-NEP use associated with a 5.5 greater risk of 
HBV

Non-NEP use associated with a 7.3 greater risk of 
HCV

Low HIV prevalence site. 
NEP began in 
Amsterdam to reduce risk 
afb^titis.

Low HTV prevalence
area.
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Table 2.1: Reductions in Injection Frequency (9 studies: 4 had significant reductions, 3 had mixed findings, and 2 were not 

significant)

mmMmmM
Guydish et al., 1993

To evaluate potential 
negative effects of the 
San Francisco NEP

Hagan et al., 1993

To assess the potential 
effectiveness of (lie 
Tacoma NEP

Wanersetal.. 1994

To evaluate a syringe 
exchange in San 
Francisco

Paoneetal., 1994

To evaluate NYC lower 
East side NEP.

Oliver et al., 1994

Evaluate NEP in 
Ponland, OR.

35.460 dnig (reatment admissians of 
which 24,120 were IDUs 
Ecological cross-sectional study. Data 
on records 2 years preceding NEP 
(19S7-1988) and 2 years fallowing 
NEP ImplenunlaliofL

204 needle exchange participants 
Respective cohort study (pre-poA 
measure)

5,644 IDUs recruited from street 
settings and detoxification clinics 
Ecological cross-sectional study using 
11 semiannual cross-sectional suiyqfs 
over 5 5 years 02/86-6/921

1,752 IDUs, randomly selected needle 
exchange participants 
Multiple random cross-sections of 
NEP paitidpants with recapture 
feature using retroqiective data 
^nifrtifttwivgjjnonth f10/92- 6/93J

» 83 participanu ancuding NEPi 4 
times

• 32 participanu anending > 4 times 
proqiectJve cohort study with pre-post 
n>easure5------- ------------------------

Decrease aigaificant and stable uil dgnlficaat: 
Proportion (%) of IDUs in various categories of 
frequency of iiuection io last 30 days 

Decrease % of IDU injecting 2-3 limes a day 
(before NEP 41% VX after NEP 28%)
Stable % of (DUs iiuecting once a day or less 
(before NEP 17% vs after NEP 17%)
Increase % of IDUs mote than 3 times a day 
(before NEP 40.7% vs after 55.4%)

Decrease not slgnlfkant:
Mean monthly injection frequency 
► Stable itgeetjons al 155 a mooOi prior to first use

of NEP and 152 a month while partidpaiing in
NEP

Median daily frequency of iigection declined: 
* from 1.9 to 0.7 injections per day

Mean monthly frequency of injections declined: 
from 95.2 to 85.6 Umes per month.

Mean monthly frequenry of iqjection
• Frequent NEP aftenden: Baseline 28.7 reduced to

Follow-up 8.9
► Infrequent NEP artcnders: Baseline 33.0 reduced

toFoUow-up30_T.--------------------------------—
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DesJarlaiseial., 1994

Examine trends HIV 
risk behavion A HIV 
prevalence among Q)Ui 
between 1984 A 1992.

Hagan etaU 1994

To update the 
evaluation of Tacoma 
NEP.

Schoenbaum. Hartel, 
and Gourevitch, 1996, 
AIDS, 10:1729-1734.

To compare 
prospectively injection 
behavion of IDUs in 
methadone Tx who did 
and did not use local 
NEP.

1,115 IDUs admitted to dreg 
detoxification program 
Ecological sto^ with 2 laodomly 
selected cross-sectional samples, 1984 
and 1992

426 needle exchange poiticipanu 

Retrospective cohort study .

904 IDUs who irfjected between 1985 
and 1993 and attended a methadone 
treatment program in the Bronx wen 
rec roiled. Bronx NEP opened in 
1989.

Prospectivp study.

Dcdcaie significant and stable not slgntficanl: 
Mean Frequency of iryectioa pa month 
» Decrease cocaine irtiectioas pa nuoih (55 vs 43) 
» Stable heroin injectiias pa rnomh (46 vs 44)
• Stable q>eedballiq)ectiou pa month (43 vs 41)

Decreases not signiflcsnl (OR*.83, p>.05) 
Propoition of IDUs who iry^ < 37 times pa month 
and ir\jectors who iiyect a 37 times pa mootb 

Pre.eKetianya
<37 per month 42.2% 46.9%
a37 pa month 57.8% 53.1%

Among active IDUs, there were declines in Ibe 
proportion of IDUs who iiiiocted 30 or more times 
pa month. That proportion decreased for NEP 
partidpana from 72.% in 1989 to 49% in 1993 
compared with reductions of 70% to 45% among 
nonusen of NEP.

Study documeots 
piti^Qntipi reductions in 
iqjection frequency and 
sharing among 
methadone Tx 
putidpants who also 
used NEP oompared to 
IDUs in Tx who did not 
useNEPwhUeinTx.

Ongoing iiuection drug 
me while In methadone
liMtin^frt Ji

in this Study and Others 
intbelitentuie.

NEP and TX are 
compatible
inteivciUtons. ______
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r•Singwctal.. 1997 
To asseu the effect of 
cnviroamealal divides 
on HIV risk bebavion 
and prevalence aauoig 
mus.

233 NEPpaitidpanls Mean manthly fitqueiuy of uyection -
» n)UuvcctlD8< 5 timei/dBy at baseline: increase

•iwt neasoRS of57 iqjecUm at posdest
> IDU lq|ectipgsSiunes/clay at baseline: decrease . -of 90 iiyectioas at posttcit
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Table 2.2: Reductions in MuUiperson Reuse of Works (8 studies: 7 had significant reductions, 1 bad mixed findings)

1 Guydish et al., 1993

To evaluate potential 
negative cifocts of the
San Francisco NEP

33.460 drug (leatinent admissions 
of which 24,120 were IDUs 
Ecological cross-section study. 
Data on records 2 years 
preceding NEP (1987-1988) 
and 2 years followine NEP

Percent of IDUs who rqurt dialing in 30 days 
before admission to methadone detoxification clinic 
(n-5.532)
* Decreased steadily over time (36.3% in 1987; 

30.1% in 1988; 29.2% in 1989; 24.8% in 1990)
• NEP implemented in 6/88

Hagan el al.. 1993
To assess the 
potentia]
effectiveness of the 
Tacoma NEP

204 needle exchange participants 
Retrospective cohort shidy (pre-post 
measure)

Mean monthly frequency of rented or borrowed 
syringe
► Pre-NEP 56/month, while in NEP 30/motUh 

(|K.05)
Mean monthly frequency of lending used syringe 
• Pre-NEP 100/month, while in NEP 62/ino 

(iX.05)

Wattenetal., 1994
To evaluate a ^oge 
exchange in San 
Francisco.

3.644 [DUs lecfuiled from street 
settings and deloxificatioa clinics 
Ecological cross-sectional study 
using 11 senuannual cross-sectioiul 
surveys over 5. S years (12/86-6/92)

Proportioa of IDUS who reported sharing, last 30 
days
» Frequent NEP usen (i.e., used > 25 limes in last 

year) were 0.71 limes leu likely to report 
sharing than those who used NEP leu often or 
not al all

Paonect al., 1994

To evaluate NYC lower 
East side NEP.

1,752 IDUs, rarukiinly selected 
needle exchange participants
Multiple random cross-sections of 
needle exchange participanis with 
Tocaptuie feature using reUospecUve 
data collection over 8 months 
no/92- 6/931

PcjcenUge of injeclioa quiodes ihai involved using 
a previously used woiks:
► Pic-NEP 11.6%. while in NEP 3.9%
Percent GDUs who used used works:
► Rented or bought: Pre-NEP 22%, while in NEP

6%
► Borrowed: Pre-NEP 29%. while in NEP 12%

X Table 2.2 continues on next page.
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Oliver el al,, 1994 
Evaluate NEP in 
Portland, OR.

» 83 participants attending 
NEP i 4 times

*■ 32 partidpanis attemting < 4 
times

Prospective cohort study with 
pre-post measures

Hagan etal., 1994 
To update the 
evaluation of 
Tacoma NEP.

Des Jarlais et al., 1994

*Singer etal., 1997

To assess ihe eOect of 
envinmmental changes 
on HIV risk behaviors 
and prevalenoe among 
IDUs.

426 needle excliaitge partidpanu 
Retrospective cohort study (pre-post 
KEP measure)

Percentage of IDUs who shared prior to using 
NEP compared to percentage who did while 
using NEP:
► 9% decrease sharing (65% vs 56%)
► 6% decrease renting (9% vs 3%)
* 13% decrease borrowing (20% vs 7%)

» ProportjoaiiotusingaiuedsyiiogeinmoiithA 
IhoM who did at least once (OR**.36, p<.05).

» Praportion not passing on a used syzi^ in month 
and those who did at least once (OR-.33, p<i05).

.PlC<«ChangB Post-«ctiangB
Re-used syringe

None 42% 68%
Atleastonoe S7% 33%

Passed used syringe
None 28% S4%
At least once 72% 46%

1,115 tDUs'adminedtodnig 
deloxilicaliqa prognm 
Ecological stu^with 2 randomly 
selected cross-sectional samples, 
1984 and 1992

315 needle eschange participants Prospective oohoitstuic^ with pretest 
and p"rttftt measures

Decrease significant for one behavior and not 
significant for another
• Negative oorrelation (>.67) between NEP use and 

using used needles (p<.02)
» Negative correlation (-.44) between NEP use and

na<etfiy tXS ______ _________

Peroentage of NEP users who share needlet:
• 74% do nouharealbasdiDe, 16% discontinued or 

decreased needle sharing al posnest
Pticeat of NEP users who share ifuecdon equipment: 
» 14% do not share al basdioc, 37% ditconlinHcd or 

decreased sharing iqjection equipment al posttest 
» NEP use < 2 yis: mean decrease of 10 titnolmonih
* NEP use t 2 vrs: mean decrease of 48 tirillr'-iUl'iUli
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Table 2.3: focreuei Jo Needle Disjofecliao (2 iludics: 2 found sipilficant Increisei)

ss-iswaas ill^i mmm
Hagan et aJ., 1993 
To assess the potenUal 
dfectlvencss ^ tbe 
Tacoma NEP

Oliver eta]., 1994

Evaluate NEP In 
Portland, OR.

204 needle exchange paitidpanU 
Retrospective oohoit study (pre^wst 
measure)

TJ needle exchange paxlicipaots 
Prospective cohort stiu|y with pre< 
post measures (baseline and six 
month followMip)

Mean monthly frequency of used bleach to didnlea 
syringe
• Used bleach: Pre NEP 69 per mih During NEP 103 

per mih (p<.0S)

Percentage ofEtUs who cleaned Ihdr needles. 
Peroeotage oflDUE who revised works without 
cleaning. Compi^ cleaning prior to anendiog NEP 
with behavior white using NEP:
» 14% increase in % who cleaned (65% vs 51%) 11% 

Decrease in % who revised works without cleaning 
(12% vs 23%)
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Table 2.4: Entry into Drug Treatment (4 studies: 4 found significant effects)

iiaiiii
Hagan etal., 1993
To assess the potential 
effectiveness the 
Tacoma NEP

530 patients admitted to 
methadone lieaboeDt
Ecological, all drug ircaliDenl 
■itmiccinin dtffing 17-uonth 
period

Health Dept methadone referral source for all 
patients during study period
• NEP was the lari^tcfemls source (43%) foltowed by 

teir-iefenals PS%), other ouiieach (&%), aod other 
ioiiroe(I3%)

Hdmer & Lopes, 1994

To report on the 
increase in drug
Ucatment associated 
with opening of NEP

i ,512 IDUs using New Haven’s 
NEP
E^rospective open cohort, 
compared treatment entry 
during first 7.S niUu(l990)to
11 mtbs expeiicDoe 2-3 yis 
later.

Number of monthly drug ticatmeiU entries 
• Drug treatment entries doubled (14.4 to 28.8 penoiu pa 

ntonih .

•Singer clal., 1997

To assess the cflect of 
environinenul changes 
on HIV risk behaviors 
and prevalence aioong 
IDUs.

315 needle exchange 
participants Prospective open 
cohort with pretest aiul posnest 
measures

Alia using NEP for more than 6 months, 38% report 
having enrolled in detox or drug treatment

'

•VlahovclaL,l997
To determine whether 
cnrollinent in NEP was' 
associated with short­
term reduction in risk 
behaviors.

221 IDUs in NEP
ProqrecUve study, baseline and
2 foUow-1^ (at 2 weeks and at
6 nxmths)

1

Drug treatment participation tripled between baseline (5% 
of NEP users in UeaUnent) and 6-moalh followup (15% of 
NEP users in IrcaUnent)
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s Table 2.5: Unsafe Disposal of Injection Equipment (2 studies: 1 found significant reduction, 1 not significant)
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Oliver etaJ., 1994

Evaluate NEP in 
Poitland, OR.

77 needle exchange pafticipanis 
Prospective cohort siady with pre­
post iDeasures (baseline and six 
nuDth follow-up)

Peroenuge of IDUi who used syringes and threw away:
» 14% decrease in % E)Us who used syringes and threw 

them away (54% vs 40%)
Mean number of syringes found on street per month:
» Before NEP implementation: 5.2 
► After NEP implementation: 1.9

♦Doherty et al., 1997 
Examine effect of NEP 
on quantity of discarded 
needles.

Random sample of city blocks in 
high areas of drug use 
Prospective study with pre-post 
needle exchange implemenution 
measures

At 2 month foltow-up, no increase in discarded fringes 
following NEP implemcDtatJoa 

• At 2 year follow-up, the number of discarded syringes was 
reduced
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SI Table 2.6: Increases in Mean Age of ^£P Users Indicate NEP Did Not Encourage New IDUs (2 studies: 1 found significant increase^ 

1 had some significant increase)
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Guydish et al., 1993

To evaluate 
potential negative 
effects of the San 
Francisco NEP

35,460 drug tieaUneai 
admissioiu:
24,120 IDUs
11,340 non-IDUs
Ecdogical doss-cection 
study. Data on leoonls 2 
yean laecodlng NEP (1907- 
1988) and 2 yean following 
NEP.

IDUs
» Mean age at admissioo increased steadily over dnte 
» Mean age at first injection FcroaiDod stable over time
Non-IDUs
*■ Pre-NEP, 31.6% switched to injection tune of 2nd beatmenl 

admission
► Posi-NEP, 35.4% switched to Injection by lime of 2nd 

treauncnt admission (not significant)

Waiters etal., 1994

To evaluate a syringe 
exchange in San 
Francisco.

5,644 IDUs recniictd from 
street settings and 
detoxiAcation clinics
Ecological Cfoss-seodonal 
study using 11 senuaniuial 
cross-sectional surveys over
s s vparc /1

1987: Mean age of IDUs was 38.5 yean
1992: Mean age oTDUs was 41.6 yean

The mean age of youngest NEP participants did not significantiy 
over the 5.5 year study
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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)
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Table 1.1: HIV Inrecllon Ralea (II sludiei: 5 found ilgniricanl reductions in HIV eeroincldencc, 2 found increases In HIV incidencct 
3 found stable seroprevalenco, and 2 found reductions in seroprevalence)

siMiMiliiiliii
Hdmer ct al., 1992

To assess ihe prevaknce 
rates of HI V in 
needles/syringei used by 
NwHavelDU.
Kaplan A O'Keefe. 
1992; Kaplan. 1994

Esilmate chaage in 
Kroincidence rate 
amongIDUs fbttowing 
Ihdr enrollmenl In 
New Haven NEP
Kaplan dt Heimer. 
1994, 1995

Provide more accurate 
cslimales (Maximum 
Jikelibood model) of 
change HIV incktence 
rates among lOUs who 
useNEP.

iffliSS
1,860 nndonty seleded needles 

distribuied and retamed lo ihe 
needle exchange 
Prospective open cohort

Randomly selected syiinges 
Mathenatkai tnoddi using 
unique Syringe TnckJng end 
TesiiagSysien

2,813 tested needlee that were 
distributed and icturoed between 
Novendoer 1990 and June 1992 
Maxiimim llkdihood change 
point model applied to empirical 
data gathered In Syringe 
Traching and Tertlng System

Table 1.1 continues on next 3 pngex

HI V seroprevalcHCc rates 
» PffrNBP: prevalence ei 68%
• NBP in 1" 2 iiionihi; prevalence at 64%
» NBP after 4 months: prevalence stable at 43% 

(rdloGling a 33% decrease)

HlVsefoiaddenoe:
• 339i reducilon aawiig program partidpaiUs 
» 0,71a 1.6 li\fecliont prevented per lOO person 

yean

HIV seroinddence
• Incidence rale of 1.63 per 100 person years 

among program participants which was found 
not to differ from zero which meant that the 
bell cslimale of new infection among Medic 
exchange participant is zero

Independent reviews of model 
support condttsioas aboui HJV 
ioiections averted fay NEP.
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Table 1.1; HIV larection JUtu (Conlinned)
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iUffi
Wanen, 1994

To examine change in 
HiVrukbebavkaand 
prevakace among IDUs 
betweca 1986 A 1992.

SiilKal
S,956 mUi Rcmiled from simet 
selUnga and detoxificaiwn cKoics 
Ecological Hn4/with 13 

GcmUnnual orast-ndioaa] 
nifv^ over 6.5 yean, 19860992

HIV ceroprevaknce nta 
» Needle exchange wuimplemetiled la 

1988
» HIV pfevaknce rate doubled beiwoen 

I9B6 and 1987 and remained it;d)le 
between 1987 and 1992 (12%)

Cn»*4ectkMul data

DeaJnriaiietal.. 1994 
Examine trends HIV 
risk behaviors ft HtV 
prevalence among IDlli 
belwcen 1984 ft 1992.

1.1 IS IDUs admitted to drug 
deloxUkaiioa pragram 
Bcological atu^ with 1 nadomly 
selected cross-Mctions, 1984 and 
1992

HIV seroprevaknoe rates 
» Stable HiV prevalence ai slightly more 

(haoSOH

Croiaoectional data

•Hurley, Jolhy, ft 
iKaldor, 1997, 
349:1797-1800.

Compare changes over 
lime in HIV 
seroprevaknoe among 
IDUs for cities with and 

I without NBPs.

Bcological study of 81 dlks 
across Europe. Asia, and North 
Amedca

Seroprevaknoe among increased by 5.9% 
per yr in the 52 cities without NEPs, and 
decreased by S.8% peryr in cities with 
NEPs.

The average prevaienoe rate wu 11% lower 
In cilies ivilh NEPs.

Cities in Eurqte, Asia, and the US with 
NEPs report aenprevaknoe deaease.

Due to the study design, no causal link 
between the piesenoe of NBP and HIV 
prevakooe ledncUoni can be made.
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OesJariaiselal., 1996

CKMnpiie HIV incideflce 
amons IDUswhouw 
KBPS with that UNMif 
IDUswhodoiMt 
-particl|al«.

*Stntb(ke,eiBL. 1997. 
AIDS. tl:F59-I%S.

Dca^HIV 
^re?aleno6aiid 
Inddenoe amonf 
j>roqKctlve colutn ol' 
IDUs

2,630 IDUi (ton 
» SyrlngeExctouija Evaluation 

(SB^)
» VacdcMPnpamInu liiitfaiilve 

(VPI)
* National AIDS Danwoiuadoti 
Rneaidi (NADR)
Meifr«nal^ lec&Hli|u 
conbiiint HI V inckto data 
acnmSatodks

1.006 nXJa woe recralled 
tkiougb tttod Mireacfc. 
Praapedivo coliort dudy with 
baseline. aemi<aflmial dWa 
colledtoL

HIV teroincidence
• SBB; among contloulng MSP useia. 

inddumwaa 1.38pcf IDOperconyeaii 
Mfldilpyai)

f VPIiaaKUigconlinttlngNHPuien. 
InddCBoe was 1.31 per 100 pyar: among 
non*N8P usen. incUonoe was 5.26 per 
lOOpyar

» NADR: among non>NEP uien. 
incidence was 6.23 per lOOpyar

» Po(ded3-ttu4ydaiaindicaieilu(non- 
NBP use was assodaied with a 3v35 
crealer risk of HtV infection

Predloion of HIV+stalui were:
• tow education, unstable boudng. 
comroerdal aex, bonowlng

aeMtlea, i^ecUng with others, 
and (toqueni NEPalieadancc.

• 23oflho24HIV 
Setnoonvetten reported NEP as 
iheir moat frequent souroe of 
aoedies and only 5ieported 
having diOkuUy aocessiag sterile 
qrringeiL

Causal link can not be made between 
NEP uieaad eeralfldde&oe.

Data does show Ua( NEP participation 
is pnrtcciivp of HI V aerocoavenioit

Dow rapoRM fdilionahlp between 
NBP partkIpitlOB lad HIV InTedtoni 
averted.

Deaplioavaltobftity of NBPs. Ugh 
IncUcAco was rqpMtod 
NBP user moat ttoquenlty repofl 
oocaiiwuM
Comprehensivo services suck u 
oouflidiag dt testing, drag Ueatmeol 
appear not to have been dVor 
hiwinclent to prevent KIV 
Study h epidemiologic la nature, 
wu not Intonded to evaluate NEP 
(92Hof toutypartklpaBl attended 
NBP)
can not establlik causal relattonsbip 
between NBP oso aid KlVinfeotton. 
ConprebeashM services such as 
oom^ng A testing, drag ta appear 
not to be available or iasaflickat to 
preveat HIV infectian.
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*Bruneao et at,' 1997, 
Am / of Bpidetnloi. 
146:994-1001

Assess itwassodallcMi 
between rid( behavion 
andHIVscfOpfevateooe 
and JftctdenoeaimMg 
tDUs in Montreal

1,599 IDUi wen lecniiled lo 
paitidpaulaiUsopeii 
pra^pective ecborl stiUbr-

Data aratyaes Incliufei'
> Cratfr4eclioBal analyses 
of basdiae data lo aneu 
assoctftlionofNBPuce 
andserosiau,

• Cohort aoatysek ofNEP 
uteatbaseilneu 
predlOM of conversion,

• Nested ca»CMinl 
anatyds OfNEP nse 
during fiilhmHipu 
predi^ of oonvertioa.

• user wen 2.2 times iiuire 
likely lo be positive at baseline.

•The oohoil analysis showed lhal 
the cttffinulalive prabahUily of 
HlVcotntfSion w» found to 
bo 33% lbs NEP uteia versus 
l3%lbrNanuieK.

• Nested case-control study 
revealed that consisfeai NEP 
men wu assodated wllb 
acrooDnveiilon (odds ratio ■ 10.3).

NBP users were at-bigker risk at 
basellrte than noa-NBP ttsen.
Study was not dctlgnM or Intended to 
evahnioNEP.

^idenloloEk; study.

No caoni link between NEP 
puctld^Jon and HIV infection caa be 
made.

*5tngeretat.,l997

To assess the effect of 
enwconreenul chaagea 
on HIV risk behavion 
and prevalence among 
IDUs.

3,050 nodomlyaefcclcd acedlesr 
Prospective open cohort with pieM and palest measures 
retanred loNEP

HZV sesoprevalenoe cates;
» Baseline NEP: prevalence at 58% 
» NEP after 2.5 years; prevaleace 

relatively stable at <40%
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Table 1.3: Expert reports (2 studies: 2 found algnlflcant reductions)

'Hili
GAO, im

To assess the 
dfectivenen of NEP in 
feduicing HIV InJectioa 
rates.

Revievwd ail pubikaitens on the 
loidc.

iiill
The report staled the following, based on a Ihoroogh 
ie\4cw of Use only sliid{y at the time Ihal reported HIV 
inddeiux findings <KapUa and O'Keefe, 1993); 
"Based on our expert eonsallaat review, we found the 
nwdel to be technically sound, ill assumptions and data 
values seasonable and the esdniaied 33% reduction la 
nesvinfeciions defensible.''

NRCfiOM

To evalaate the 
efiectiveiiess of NBP 
progrnnu.

Reviewed all publiskedaod 
unpubUshed studies of NEPa.

The f qHarl stales;
"For the partldponu In a needle exchange program, 
the fraction of needles la dreulalkm that are 
contaminaied Is lowered by this incre^ tvallabfihy. 
This amountt to a redurtioa In an hnportaat risk foctor 
for HIV iransniisston. The lower (ho fraction of 
needles in drcutailoa that are contaihinated, the lower 
the risk of new HIV Infsctions."
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CRITERIA 2

g
in

Section 5(^(1) The Secretary of Health and Human Services 

determines that exchange projectsdo not encourage the use
of illegal drugs (PL 105-78)
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Table 2.1; IrtcreASci in Mean Age af NJEP Uiers [mlkale NEP Did Nof Encourage New IDDs (2 iludiej: I found lignificani 
increase, J hadiomc slgnificanl increase)

X
<u.
lO

Q
U

00
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Watlert et al„ 1^4

To evaluate a qrringe 
exclunge in San 
Fiancisco.

5,644 IDUs recruited from 
nredsetlJf^and 
deloxlficaUon ctinics 
Bcotoglcal cross-sectional 
ciudy usii^ 11 senuannual 
cfoss-sectional surrearf ovei 
5.5 years n2/86.<W2^

1987: Mean age of IDUs \vas 38.5 yem 
1992; Mean age of IDUs was 41.6 yean

Tbe mean age of youngest NEP paitkipantsdid not atgaificantly 
over the 5,5 year study

Guydish et Bl., 1993

To evaluate potential 
negative effects of the 
San Francisco NEP

35.460 drug Ireauaenl 
admissioni;
24.120 IDUs 
11.340 flon-lDUs 
Ecological dots-Mction 
study. Oaiaonfcooids2 
yean preceding NEP (1987- 
1988) and 2 yean following 
NEP.

IDUs
» Mean age at adm istion increased steadily over Urm 
* Mean age at first iajeciion remained liable over time 
Nofl-lDUt
» Pie-NBP. 31.6% switched to injection by Ume of 2nd Ireatmetil 

admission
» P0S4-NEP. 35.4%switdtodloin^loabyliineor2nd 

treatment admission (not siguTicani)
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Table 1.2: Reductiens in Injeciion Frequency (> sfudiea: 5 had significant reductions, 2 had some signUlcant reducIloM, 2 not 
ligniflcanl)

C

Wallers 1994

Toevaliiale a syringe 
cxchairge in San 
Francisco.___

5.644 IDUi fbcniilcd from sired 
sdliogsand ddoxiiicalloa dinics 
Ecological cross-sedional cu»dy uing 
11 semiae nual cross-eectional svrveys 
over 5,5 wars (12/86.6/921

Median daily frequency of ityoctioa dedined: 
• from 1.9 to 0.7 injections per day

Pnone ei al., 1994

To evaluate NYC lower 
'Bast side NEP

1,752 IDUs. randomly selecled needle 
exchange patlicipanu 
Multiple random croiss.teclions of 
NEP parlicipaiui with rec^rture 
6»tuie using retrospective data 
collection over 8 m^h (10/92.6/931

Mean monthly frequency of injections declined; 
> from 95.2 to 85.6 limes per tnoMh.

Oliver ctal., 1994

Evaluate NEP in 
Portland, OR.

• 83 patlicipantt attending NBPi 4 
limes

» 32 panicipants attending > 4 limes 
ProqrMive cohort fluify with pie>pasl
measures

Mean monthly frequency of iq^ion 
» Frequent NQPallendeis; Baseline 20.7 reduced 

to Follorv-up 8,9
» Infrequent NEP aitendets: Basdlne 3 3.0 

reduced to Pollow-uo 30.7_____________
*Singerdal.. 1997 
To assess the effect of 
enviranmenlal changes 
an HIV risk behaviors 
and prevalence among 
IDUs.

233 NEP patlidpanls 
Prospective oohoil study with pietesi 
and postiest measures

Mean monthly frequency of Iqjeciion 
» IDU injecting < 5 (imet/day at baseline;

Increase of 37 injections at postiest 
* IDU injecting 15 times/day at baseline; 

decrease of 90 injections at posltcst

Table 2.2 conl'mues on next 2 pages.
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Table 2,2; Reductions in InjecUon Frequency (Cominued)

mmmmm
Guydish et al.. 1993

To evaluate poteniial 
negative effects of (he
San Francisco N£J>

■

3S, 460 drug (reatmeni adnnissions 
ofwhkA24,l20waelDUk 
Bcological cioa>Mclional study.
Data on reconds 2 years preoediag 
NEP (1917-1988) and 2 years 
rolknriag impkmeataUoa

Decrease aiptiricanl aari stable not 
dgnWcaiHi
Proportion (96) of IDUs in various categories of 
frequency of iitjeetJon in last 30 days 
» Decre^ % of IDU iqjccling 2-3 limes a 

day (before NEP 41% vs alter NEP 28%)
» Stable %oflDlls Injecting once aday or less 

(before NEP 17% vs after NEP 17%)
» Increase % of IDUs awie than 3 times a day 

(before NEP 40.7% vs after 5S.4%1

[lesbirlaisetaL, 1994

Examine Heeds HIV 
risk behaviors dk HIV 
prevalence among IDUs

1 betvreen I9S4 Sl 1992.

1,115 iDUsadmiUedlo drug 
deioxificaliofl progtam
Ecological study s^th 2 randomly 
selected cross-secSktail samples,
1984 and 1992

DKrcascsigrtlflcaat and liable ael 
significant:
Mean Frequency of injection per month 
* Decrease cocaine injoclioni per month (5S 

vs 43)
» Stable heroin iryections pci month (46 vs

44)
» Stable speedball injeclioni per DXUMti (43 vs

4n
1 Hagan ei al . 1993

To assess (he potential 
eflectiveness of the 
Taooma NEP

204 needle exchange paitidpaats 
Retrospective cohort sludy (pre- 
post measure)

Orcreaic eot ilgnl/kaol:
Mean moalUy 1i\Jection frcqucMy 
» Stable iajoaions at 153 a month priMtoftrst 

use of NEP and 152 a mootb white 
participating in NEP

Hagan c( al., 1994

To update (he 
evaluation of Taooma 
NEP.

426 needle exchange partkipanis

Retrospective cohort ttudy

Decreases not signifkanl (Oft».83, p>.05) 
Proportion of IDUs who inject < 37 limes per 
month and injcclon who inject i 37 times per 
moflih

Pne-eitchaiife Port-
gcliangfl
< 37 per month 42.2% 46.9%
i37 per month 57.8% 53.1%
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SchoentMUffli Hattel, 
and Gouieviich. 1996, 
AIDS, 10:1729^1734.

To compare . 
pncpoctively injectioa 
bebavionoflDUtin 
methadone'Di who did 
and did not use local 
NEP.

»Vlahoveial.,l9»7 
To ddembe whether 
enrollntealinNEP was 
aasoeiitedwilhihod- 

I tenn redttctioB Iniufc 
behaviors.

904 IDUs who Injected between 
19S$andl99}andaiEefl<kda 
methadone (realneat pn>|nm in 
the Bronx were recruited. Bronx 
NBP opened la I9S9.

Prospective (tody.

321IDUiinNEP 
Prospective study, boKllne and 2 
followHtpn (al 2 week* and at 6 
mofllhs)

Amoog active IDUa, there were decMnei in ibe 
proportion oMOUs who iitiected 30 ormore 
lines per month. Thai proportion decreasod 
A»NBPpaiticipaRiafttMa72.%in 1919 to 
49%ln 1993ooKpaicd wilhredacdontofTOH 
to 45% among nonusers ofNBP.

Study documenu more 
fUbciaotial reductions in 
irdecdonfineiioeaoyand. . 
liming among methadone Tx 
paitlclpaiiti who alio used 
NBP oomparod lo IDUs in Tx 
who dhl not we NBP while In

Ongoing InlectloB drag we 
while in imOudone iretimcot 
ii docomealed la Ihiiitudy 
and otkera in the ihctaiaie.

NO* tad TX are oonpallbli 
hUcjvenjkxuL

Signl/icant reductioai wero reported la lha 
aMM number of iipcctlona per ^Bge tad 
meannwaberoriiyectionspertlnyal fbHovHip 
(fkom 5.9 io 4.9 per day).
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T/)bJe 2.3: Enft7 into Drug Treatment (4 itudies: 4 found signiricani eiTecis)
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Hagan el at., 1993 
To assess the potential 
eAecliveness of ihe 
Tacoma MBP

Heimer & Lopes, 1994

Torqwnonlbe 
increase in dmg 
ireaUneHt associated 
with opening of I9EP

♦Singer eial., 1997

Toassest ilKcflocior 
environmental changes' 
on HiV risk behaviors 
and prevalence among 
IDUs.

•Vlahov ct at., 1997 
To determine whether 
enrollment in NEP was 
associated with short- 
term reduction in risk 
behaviors.

530 paltenis admitted to 
methadone irealroeM 
Bcologka], all drug trcalment 
admissions during 17-month 
period

1,512 IDUs using New Hawn's 
NEP
ProqiKclive open cohou, 
compared ireatmeru entry 
during Rrtt 7.5 roths(1990) to 
11 mihs expeikooe 2-3 yrs 
later.

315 needle ONCliange 
participants Prospective open 
oohod with pretest and pr^tesl
measures

221 IDUsinNEP 
Prospective study, baseline and 
2 foilow-ups (at 2 weeks and at 
6 months)

Health Dept, meiindone referral source tor all 
patients during study period
> NEP was Ihe largest referrals loucc (435i) followed by 

seir-refetrals (31%), other oulieach (t%), and other 
aoarce(13%>

Number of monthly drug Ireatmeni cnirlei 
• Drug treatmenl entries doubled (14.4 to 2S.9 persons par 

month

Alter using NEP for more than 6 moruhs, 5454 report 
having ertrollcd in deloK or drug ueaiment

Dmg ireatmcDl participation tripled between baselloe (5% 
of NEP users in ireatmeni) and 6-monih (bllowup <15% of 
NEP users in ircatmcnt)
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I Tsible 2.4: Eipert reports (2 stydles: 2 found signilknat reductions)

mmim mmm mmmm la1 GAO. I99j

To assess ibe
1 effediveness of NBP In
1 rcdulcing HfV inftdton
1 ntes.

Reviewed ill publicaUoAs on tbe 
tofic.

The report stales:
"Ojm concern snntHuding needle exchange progouns 
is wheikcith^ lead to Increased ii\jeoiloo drug use.
Seven of (ho nine projects looked atlhis Issue, and five 
bad strong evidence fonts to report on outcomes. All 
five Ibutid that drug use did not increase among users; 
four repoitcd no increase in fineqncncy of Injection and 
one found no increase in the orevaleace of use.”

NRC7IOM

To evaluate tlw 
clleciivcness oTNBP 
programs,

Reviewed ell publlched aod 
unpublished studies of NEPs.

9

The lepoit states:
''There is no credible evidence lo date that drug use 
increased among pailicipants as a result of programs 
that provide legal access to sterile equ^ment. The 
available scknliTie ilttraiure provides evidence based 
on self'scpoiu that needle exchange programs do not 
increase the froqucncy of injection among program 
pariidpanli and do not increase (he number of new

■
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