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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 “rubber 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 drugs. 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 drug 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 frustration 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 will 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.
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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 .
0 Appendix B: Recent dawa 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 rescarch. we have unanimously agreed that there is conclusive
scientific evidence that necdle 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, when properly structured, needle exchange
programs can provide a unique opponunity 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
Heaith 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 needie exchange program on the rate of new HIV infections. The
conclusion provided in the February 1997 report stated that needle exchange programs can be an
effective component of a comprehensive strategy to prevent HIV and other blood bomne
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 HIV
transmission, including needle exchange programs.

Consistent with the February 1997 report to the Congress, this report is limited to those studies
conducted in the United States, with the exception of the inclusion of Canadian research data

" from Vancouver and Montreal. The National Academy of Sciences/Institute of Medicine

previously reviewed the unpublished data from Montreal, now published in final form. Other
international studies are not reviewed here, as drug use 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 and the implications for policy.

HIV Transmission Throﬁgh Injection Drug Use

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

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

Summary of Research Findings on Needle Exchange Programs

This section summarizes in brief the primary research findings regarding needle exchange
programs. A more extensive review of the studies included in the February 1997 DHHS 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 HIV and
other blood borne infectious diseases among injection drug users. A discussion of some of the
methodological issues pertinent to studies on needle exchange is provided later in this document.
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In brief, findings from a comprehensive review of the literature indicate that needle exchange
programs: increase the availability of sterile injection equipment and reduce the proportion of
contaminated needles in circulation (Kaplan and Heimer 1992, Kaplan 1994, and Heimer et al.
1993); reduce drug-related risk behaviors such as multi-person re-use of syringes (Hagan et al.
1991 and 1993, Guydish et al. 1993, Oliver et al. 1994, Paone et al. 1994, Deslarlais 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
bome HBV and HCV infections (Heimer et al. 1993, DesJarlais et al. 1995, Hagan et al. 1994,
and Paone et al. 1994); have reduced HIV 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 1%-2% among the injection drug using population
from 1988, when the needle exchange program was established, through 1993. In 1994, a rapid
expansion of the HIV epidemic took place, with a baseline seroprevalence of 23.2% observed in
a prospective cohort study of injection drug users. Preliminary analysis from this cohort study
found an HIV incidence rate of 18.6 per 100 person years. This study reported on a number of
behavioral and social risk factors associated with HIV seropositive status, including 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 HIV infection. Subsequent 1997 data from this cohort
have showed a decline in HIV incidence to 4.4 per 100 person years.

An observational cohort study of injection drug users was conducted in Montreal. 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, HIV
incidence among persons attending the needle exchange program was 7.9 per 100 person years,
compared to 3.1 per 100 person years among non-attenders. As in the Vancouver study,
demographic, behavioral and social factors were identified that in aggregate defined the high risk
profile of those persons also attending needle exchange programs. A more complete review and
analysis of these two studies is provided at Appendix B.
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Synthesis Reports

Insti { Medici

In 1995, the National Academy of Sciences/Institute of Medicine publlshed a report, Preventing
HIV 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 cffectiveness 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 avaxlablhty This amounts to a reduction in an
important risk factor for HIV transmission.

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

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

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

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

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

NIH Consensus Development Statement

In March 1997, the National Institutes of Health published the Consensus Development
Statement on Interventions to Prevent HIV Risk Behaviors, summarizing the proceedings of a
Consensus Development Conference. A panel of non-Federal experts evaluated the available
scientific information regarding behavioral interventions to reduce risk for HIV/AIDS.
Presentations of scientific data were made to the panel by distinguished researchers, including
ongoing evaluation studies of needle exchange programs. Specific behaviors and community
contexts that produce elevated risks for HIV infection were reviewed, as well as the spectrum of
available interventions to reduce behavioral risks. After reviewing the data on needle exchange
programs, the panel concluded that these programs have beneficial effects on reducing behaviors
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such as multi-person re-use of syringes. They reported that “studies show a reduction in risk
behaviors as high as 80%.in injecting drug users, with estimates of a 30% or greater reduction of

HIV.” (p.11) The panel also concluded that the preponderance of evidence shows either a
decrease in injection drug use among participants or no changes in their current levels of use.

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

Summary of New Research Findings

Since completion of the Department of Health and Human Services’ February 1997 report to the
Congress on needle exchange programs, several scientific studics have added new data on the
effects of needle exchange programs, corroborating and expanding knowledge about the role
needle exchange programs play in reducing HIV transmission. In addition, these new data
continue to demonstrate that needle exchange programs do not encourage drug use, and in fact
will increase referrals into drug treatment for hard-to-reach populations. A more complete
description of these studies is provided at Appendix B.

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

Canadian study (Vancouver) has shown a significant decrease in HIV incidence since
publication of the first study.

Methodological Considerations

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

Nevertheless, as the NAS/IOM report states “... the limitations of individual studies do not
necessarily preclude us from being able to reach scientifically valid conclusions based on the
entire body of literature available. The situation resembles the exploration of the relationship
between cigarette smoking and lung cancer; virtually every individual study was vulnerable to
some particular objection, yet collectively those studies justified a compelling conclusion. It
was essential for the panel first to distinguish between studies of high quality and those of lesser
quality, and then to weigh the credibility of the findings, according to their completeness and
soundness. Using this approach, the panel based its conclusions on the pattem of evidence
provided by a set of high-quality studies, rather than relying on the preponderance of evidence
across less scientifically sound studies.” p. 34 :

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

Public Health Implications

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

The public health need to target high risk populations most responsible for driving HIV
seroconversion rates is evident. Our understanding of how HIV moves through communities -
must be structured into responses to epidemiologic surveillance data that describe modes of
transmission. This includes allowing States and localities to coordinate their resources and target
them to those population groups that cannot stop participating in high risk behaviors. However,
federal funding is only appropriate for those programs that provide the critical 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 S5ERVICES
WASHINGTDN, 0.C. 2020}

FEB 18 997

The Honorable Arlen Specter
Chajirman

Subcomnittee on Labor, Health

and Human Services, and Education
Committee on Appropriations
United States Senate

Washington, D.C.

Dear Senator Specter:

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 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 alsoc 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 bloodborne
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 sexually 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 Department has played an important role in supporting
evaluations of needle exchange programs as they impact HIV
transmiesion 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.

S §8N

Donna E. Shalala
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THE SECRE'IFARV OF HEALTH AND !.'IUMAN SERVICES
WASMHINGTON, D.C. 2070} '

FEB 18 1997

The Honorable Tom Harkin

Ranking Minority Member
subconmittee on Labor, Health
and Human Bervices, and Education
Committee on Appropriations
United states Senate

Washingten, D.C.

Dear Benator Harkin:

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 transmission and their
impact on illegal drug use.

A number of communities have estadblished outreach programs fer
out-cf-treatment drug users to get them into treatment and to get
them 4o reface higk 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 EIV 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 aenforcement concern.
Among the many secondary health consequences of injection arug
use are the transmission of hepatitis, HIV and other bleodborne
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.

EIV 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 sexually 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 ocur goal of effective HIV preventiomn, 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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The Department has played an important role in supporting
evaluations of needle exchange programs as they impast HIV
transmission and patterns of drug use. As requested, this report
provides the Committee with the findings of pudblished studies
conducted in our country, and a description of current research
and interim findings where these are available.

gincerely,

B 7St

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

DONNA E. SHALALA
SECRETARY OF HEALTH AND HUMAN SERVICES
FEBRUARY 18, 1997
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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 September 12, 1996, the Committes on Appropriations for the'Dcpartments of Labor,
Health and Human Services, Education and Related Agencies made the following request of
the Department of Health and Human Services: '

"The Committee understands the Department is continuing to support research,
reviewing the cffect of clean needle exchange programs on reducing HIV
transmission, and on whether such programs encourage illegal drug nse. ‘The
Committee request$ that the Secretary provide a report by February 15, 1997 on ihe
status of current rzsesth projects, an itemiz: tion of previously supported research,
and the findings to date regarding the efficacy of needle exchange programs for -
reducing HIV transmission, and not encouraging illegal drug use.” Senate Report
104-368, p.68

In response to the Committee’s request, this report 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 HIV
transmission and their effect on utilization of illegal drugs. In reviewing the body of
literature gathered, it is important to note the wide range of methodologic approaches 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 mathematical models used to predict seroincidence and seroprevalence.
Givea the significantly different design elements, making comparisons or drawing
conclusions across studies requires an understanding of these complexities.

In the Department’s assessment, providing the findings and conclusions from specific studies
without benefit of the context of their specific methodologies would not facilitate a sound
understanding of this issue, as the nature of the findings is not consistent. For these Teasons,
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 data 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 cuttural
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eavironments of other countries differ Sufﬁcicmly enough to raise questions about whether
the cooclusions are applicable to the United States.

The report 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 drug use. Several major reviews, including a repont
by the National Research Council/Institute of Medicine (NRC/IOM) analyzes those studies
published prior to 1995; subsequent studies are identified individually. Parmt Two describes
the status of federally supported evaluation studies of needle exchange programs, with
preliminary findings noted where these are available. Part Three provides the results of a
national survey of State and local regulation of syringes and needles. Part Four is a set of
Appendices which include the reviews of needle exchange programs described in Part One,
two studies published since the NRC/JOM review, and relevant abstracts presented at the XI
International AIDS Conference in Vancouver, BC in July, 1996.

I. Review of Published Studies

Three seviews of the Iiterature on needle exchange programs have been commissioned by the
federal government: (1) Needle Exchange Proprams: Research Supge Promise as an AID
Preventiop Strategy, United States General Accounting Office, March 1993; (2) The Public
grams in the Unitzd S:ater and Abroad, preparer by
the faculty and research staffs of the San rancisco and Berkeley ‘campuses of the University
of California for the Centers for Disease Control and Prevention, U.S. Public Health
Service, in September 1993; and (3) Preventi ission: i
Needles and Bleach, 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 estimates
the impact of a needle exchange program on the rate of new HIV 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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The full report 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 often used to assess the
impact of needle exchange programs on HIV transmission. We identified nine needie
exchange projects that had published results. Only three of these reported findings
that were based on strong evidence. Two of these three reported a reduction in
peedle sharing while a third reported an increase.

One concern surrounding needle exchange programs is whether they Jead to increased
injection drug use. Seven of the nine projects looked at this issue, and five had
strong evidence for us to report 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 addressed 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 mode] developed at Yale University to be credible.
This model estimated a 33 percent reduction in new HIV infections among New
Haven, Connecticut, needle exchange program participants over 1 yes... Based on our
expert consultant review, we found the model to be technically sound, ijts assumptions
and data values reasonable and the estimated 33 percent reduction in new HIV
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 uninfected
drug user. To gather dat in assessing program impact for use in the New Haven
model, the researcher developed a new system for tracking and testing for HIV in
returned needies.

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 support 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 PHS Act may not be used to
carry out any needle exchange program unless the Surgeon General determines that
they are effective in reducing the spread of HIV 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 Programs:
Rescarch Suggests Promise as an AIDS Prevention Stratepy, GAO/HRD-93-60, pages
34, |
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Report of the University of California

Under a contract with the Centers for Disease Control and Prevention (CDC), faculty of the
University of California, at Berkeley 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 HIV infection rates and prevention of
HIV infection and effect on drug using behavior. At the time this study, 37 active needle
programs were known to exist in the U.S.; the 33 programs which were up and running for
sufficient 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 report at

Appendix B.
The Executive Summary of the repornt 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. The 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.

How do Needle Exchange Programs Operate?

About one-half of US needle exchange programs are legal, but funding is often
unstable and most programs rely on volunteer services to operate, All but six 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 needle 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 Public 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.

How Much Does it Cost to Operate Needle Exchange Programs?

The median annual budget of US and Canadian needle exchange programs visited is
relatively low at $169,000, with government-run programs tending to be more
expensive. Some needle exchange programs are more expensive because they also

do19
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provide substantial non-exchange services such as drug treatment referrals. The
annual cost of funding an average needle exchange program would supporst about 60
methadone maintenance slots for one year.

Who Are the IDUs Who Use Needle Exchange Programs?

Although needle exchange program clients vary from location to Jocation, 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 (HIV)
infection. Needle exchange program clients in the US have had less exposure to drug
sbuse treatment than IDUs not using the program.

What Proportion of All Injecting Drug Users in 8 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
must be explored.

What Are the Community Responses to Needle Excbange Programs?

Unlike in many foreign countries, including Canada, proposals to estab)’sh needie
exchange programs in the US have often encountered strong opposition from a variety
of different communities. Consultation with affected communities 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 believe that
increased needie availability would increase drug 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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The majority of studies of needie exchange program clients demonstrate
decreased rates of HIV drug risk behavior but not decreased rates of HIV sex risk
bebavior.

What is the Role of Studies of Syringes in Injection Drug Use Research?

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 Exchange Programs Affect Rates of Diseases Related to Injection Drug
Use Otber than HIV?

Studies of the effect of needle exchange programs on injection-related infectious
diseases other than HIV provide limited evidence that needle exchange programs are
associated with reductions in subcutaneous abscesses and hepatitis B among injecting
drug users.

Do Needle Exchange Programs Affect HIV Infection Rates?

Studies of the effect of needle exchange programs on HIV 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 mcnased rates of HIV infection.

Are Needle Exchange Programs Cost-effective in Preventing HIV 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 offspring. In almost all cases, the
cost per HIV mfecuon averted is far below the $119,000 lifetime cost of treating an
HIV-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 (ADAMFA) Reorganization Act directing the Secretary of DHHS to request
the National Academy of Sciences (INAS) to conduct a study of the impact of peedle
exchange and bleach distribution programs on drug use behavior and the spread of infection
with the buman immunodeficiency virus (HIV). The National Research Council and the
Institute of Medicine (NRC/IOM) of the NAS convened an expert panel in 1993, conducted a
thomugh review of the sc:cnnﬁ htcrature on thcsc xssucs, and pubhshed the report

] Bleach, in September, 1995.

do21
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Approximately 75 needle exchange programs had been initiated in 55 US cities at the time of
this report. Data was also newly available assessing the effects of a 1992 Cornnecticut law
decriminalizing the possession of syringes without a prescription.

The scope of the NRC/IOM study extended well beyond the information requested for this
report. A review of the scientific data on the effects of needle exchange programs on
reduction in HIV transmission rates and impact on drug utilization is presented in Chapter
Seven of the report.  The text of the full report is provided at Appendix C. The study
reviewed and expanded on the previous studies of the GAO and University of California as
well as analyzing subsequently published studies through 1994. The NRC/IOM study panel
included a discussion of experimental study design and data quality issues in weighing the
contribution of published studies. The conclusions and recommendations of the report were
based in part on an assessment of the patterns of evidence, and not solely on the quality of
evidence in individual smdies.

Provided here is 2 summary of the conclusions of the NRC/IOM panel on the scientific
assessment of needle exchange program cffectiveness:

Scientific Assessment of Program Effectiveness
* On the basis of its review of the scientific evidence, the pane] 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 Iinfections.

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-reponts that
needle exchange programs do not increase the frequency of injection among
program participants and do not increase the number of new initiates to
injection use.

o The available scientific literature provides evidence that needle exchange

programs have public support, depending on locality, and that public suppornt
tends to increase over time.” Preventing HIV 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 report 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 Des Jarlais et al in Lancet, October
1996 researching the question if NEPs have an individual-level protective effect against HIV
transmission, (2) an evaluation commissioned by the Massachusetts Department of Public
Health on the effects of a pilot needle exchange program, presenting Year One and Year
Two data, and (3) abstracts accepted at the XTI International Conference 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) Des Jarlais DC, et al. HIV incidence among injecting drug users in New York
City syringe-exchange programmes. Lancet 1996; 348: 987-991.

This study employed meta-analytic techniques to compare HIV

inc’dence amang injecting drug users participating in syringe-exchange
prugrams in New York City with that among non-participants. Data from
three cohorts (total n=1630) was pooled to assess HIV incidence rates.

® Findings HIV incidence among continuing exchange users in the Syringe
Exchange Evaluation was 1.58 per 100 person-years at risk (95% CI 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 pmportional—hawds analysis, not using the exchanges was associated
with a hazard ratio of 3.35 (95% CI 1.29, 8.65) for incident HIV infection compared
with using the exchanges.
Interpretation We observed an individual-level protective effect against HIV
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.

() The Medica! Foundation, Final Report: First Year of the Pilot Needle
mmnmm_mm_sm October 1995, and S_mail’_m

Progri nedle :
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These two reports were prepared by The Medical Foundation under

contract to the Massachusetts Department of Public Health, to evaluate

the effects of a pilot needle exchange program (AHOPE) 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 Update of 1996 summarize study results to the following questions:

o What were the demographic 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 reported injection behaviors and risks 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
cxchange clients

o Did crime increase in areas w;th needle exchange sites oompared o
areas without needle cxcbange sites

o Did needle stick injuries to pubhc service workers increase as a result of the

program

*Conclusioz Uson completion of its first full year of operation, AHOPE has been

: successiul in earolling 1,315 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 drug use and injection, the attraction of addicts from wide
geographic areas into Boston, and the possibility of needle stick injuries to public
workers — did not come to pass. AHOPE appears to have significantly contributed to
the reduction of BIV risk among a diverse population at lugh risk for HIV infection
and transmission with little negative community impact.” Figal Report: First Year of
the Pilot Needle Exchange Program in Massachusefts, October 1995, p. 7

*Conclusion The program is expanding 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 beea no other negative community impacts. The
programs bave had signiﬂcanﬂy positive impacts, both in preventing HIV through the
provision of sterile syringes and prevention supplies and education and in the form of
cnhanced drug treatment linkage for the older, impoverished long-tem: add.lcts who -

- J DU P ATA
Mzimﬂnw_ﬁﬂi August 1996 p.3.
(3) Abstracts from the XJI International 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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Viabov, D et al. Evaluation of the Baltimore Needle Exchange

Program: Preliminary Results. [Abstract Mo.D.361] 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 risk
drug use is observed.” :

Schoenbaum, EE et al. Needle Exchange Use Among a Cohort of Drug Users.
[Abstract Tu.C.2523] The abstract reports on a prospective study of injection
behaviors among IDUs earolled 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 seropositivity status.

"Conclusion Methadone treated IDUs with access to a needle exchange decreased
injiection and needle sharing. This pzdem 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. "

II. Current Federally Supported Research on Needle Exchange Programs

The Depantment has taken an active interest in cvaluating the public health impact of needle
exchange programs since 1992, in light of the opportunity to reduce bloodborne transmissible
diseases 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
description of NIDA's needle exchange research portfolio which includes 15 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 reporting data on frequency of injection, three report no
evidence of increased injection frequency, and one shows a decreased rate of injections.

All four of the 15 studies reporting 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, multiple syringes may have been returned by a single
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individual affecting interpretation 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 report found at Appendix A.

II. National Survey ob the Regulation 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

. Committes with additional background on the variety of state and Jocal drug paraphernalia

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

Summary

This review provides the Committee with an overview of the current status of knowledge
regarding the impact needle exchange programs -nay have on the seroincidence of HIV and
their impact on drug usir 3 behavior of acedle exchange participants. Overall these studies
i dicate that peedle 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. These studies also indicate 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.

IV. Appendices

Appendix A.
Appendix B.

Appendix C.

Appendix D. Des Jarlais DC, Marmor M, Paone D et al. HIV Incidence Among
Injecting Drug Users in New York City Syringe-Exchange Programmes.
Lancet. 1996;348:987-991.

o026
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First year report (October 1995) and Second Year Update (August 1996) of the
Pilot Needle Exchange Program in Massachusetts. The 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 Results. Abstract Mo.D.361

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

Appendix E. NIDA's Needle Hygiene and Needle Exchange Evaluation Research Program
- Portfolio, 1992 - Present.

Appendix F. 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 Janais, Michae! Marmor, Denise Faone. Slephen Titus. Qiuhu Shi, Therese Peris, Benny Jose,

Samuel R Friedman

Summary

Background There have Deen no Sludiss siwwing that
participation in programmes which provide lepM Access 1o
drug<njection equipment leads o individualdewe! protection -
aggins' incident HIV infection. We have convpvied IV
incidence among imecling Orug users panwibatng In
syringeexchange pragrammes in New York Ciy with that
among non-participants.

Mathods We vsed meti-anaiytic Llechniques to comivne HIV
incidence dats from injecling drug users in thice styoies:
the Syringe Exchange Evaluation (n=2B80), in whi'h multiple
interviews and saliva ssmples were collected from
parlicipants at exchange sites; the Vactine Preparedness
fnitistive cohoft (ne133 continuing exchangers and 188
nonexchangers, in which panicipants were intenwwed and
tested for HIV every 3 months: and veryhigh-seravevalence
cities in the Nations!l ATDS Demonstration Reseaih (NADR)
programme (n=1028), in which streetrecruited wnividuals
were interviewed and tested for MIV every 6 mwaihs, in
practice. penticipants in the NADR stludy had na ysed
syringe exchanges.

Fndings HIV incidence among continuing exchangc-users in
the Syringe Exchange Evalustion was 1-58 per 1\ pergon-
years 8t risk (95% Ci 0-54, 4.65) and smong continuing
exchange-users in the Vaccine Preparedness (ntalive it
was 1-38 per 100 personyears at risk (0-JX. 4-.87).
incidence among non-wusers of the exchangs in (e Vaccine
Preparedness (nitialive was 5-26 per 100 Derscnvrars at
sick (2-41, 11-49), &nd in the NADR cities. 623 nt 100

Lancer 1996: 348: 987-91

Beth tsraat Madical Centar (Prof O C Des Jantais »o. D Favne teo.
Q Shi ms), New York Unlversity Medice! Conter (Prol M ALumor enp,
5 Taut eru), 90d Nytionsl Developmem snd Research institutes,
¢ (D C Des sortars. 1 Pertis ws. B Jose oo, § R Friganiue ),
Sow Yark, New Yory, USA

Comesanngance 10; Prof Don C Des Janais. Beth lsrael Mt !
Cemer. Cramicat Depencency INSutULe. 181 Avanue Bng L&in
Slreet, Mew Yorn, NY 10003, USA

person-years 3t rigsk - (4.4, B.€). In & poolec-uatd.
muitiveriate proportional-harsrds Bnsiysis, not using the
exchanges was gsgocisted with a hazard ratio of 3-35
{95% Ci 1-29, B-65) for incident HIV infection compared
with ysing the exchanges. .

Interpretation We observed @n individuaevel protective
effect against MV infection associated with participation in

& syringe-exchange programme. Sterile injection equioment

should Be iegally provided to teduce the tisk of HIV infectian
in persons who inject lllicit drugs.

Introduction ‘

‘Ihe provision of sterile injection equipment (syringe
exchanges or pharmacy ssles) has been the main method
for reducing HIV infection smong injecting drug users
(IDUs) in most industrialited counties.! Afier nearly 2
decade of rescarch on legal injection equipment for
preventing HIV infection, there is no evidence that such
programmet are amsociated with ingressed illicit drug
injection, whereas that participation it associsted with
fower rates of drug-injection HIV-risk behaviour.™ To
date, however, there hat been no direct evidence that
participation is sssocisted with a lower risk of incident
HIV infection for the individus! IDU.?

New York City had rapid cansmission of HIV among
drug injectors | between 1978 gnd 1984, with
scroprevalence reaching about $0%.° A small-scale pilot
syringe-exchange programme was started by the Cirty
Department of Health in 1988, sltheugh this programme
was discontinued by a new mayor in 1990.* Communiry
activists then opened 3 number of “underground”™
exchanges. In 1992, the New York State Heslth

Department permitted legal operation of five community >,

cxchanges. These exchsnges cxpanded rapidly, providing
services 10 sbout 36 000 IDUs by Sepiember, 1995, and
exchanging 1-75 million syringes in 1994.

We repen on incident M1V iafections among 1DUs in
communicty-based syringe-exchange programmes in New
York Ciry from 1992 10 1995. W¢ have reported of
teductions in HIV risk behaviour among panticipants.”™"
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MoD.361] EVALUATION OF THE BALTIMORE NEEDLE EXCHANGE PROGRAM:
PRELIMINARY RESULTS .

Vishov D, Junge, Benjamin, Beilenson P*, Brookmeyer RS, Cohn S, Armenian H. The Johns
Hopkins School of Public Health; *Baltimore City Health Department.

Objective: To evaluate the first year of the Nesdle Exchange Program (NEP) for injection drug
users (IDUs).

Methods: All participants between 8/12/94 and 8/11/95 who underwent enroliment interviews on
sociodemopgraphic and drug use practices. A systematic sample was interviewed af initial, two '
week and six month follow-up visits about needle acquisition, use and disposal practices during
the 2 weeks before each interview. Data were anzlyzed using paired T-tests. In a community
cohort (the ALTVE Study) demographics and HIV seroconversion rates were compared between
participants who used vs. did not use the NEP. ' '

Results: During the first year, 2965 IDUs enrolled in the NEP of whom 87% were
African-American, 72% were male, 56% had < 12 years of education, 92% were unemployed and
90% injected | 1/day; the median sge was 38 years old. Within the ALTVE cohort, NEP users
were more likely to inject | 1/day, otherwise IDUs not enrolled in NEP were statistically 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 frequency and needles exchanged were similar.
In the interviewed subset, there was a significant decrease (p < .05) of injections on the street,
frequency of injection, needle sharing, use of galleries, and discarding needles on the strect in the
2 weeks prior and subsequent to enroliment. These changes were sustained at the six month visit.
Conclusion: This NEP has recruited a large number of IDUs and preliminary dats suggest that the
NEP attracts high risk IDUs, and that 2 reduction in HIV risk drug use is observed.

Benjamin Junge, Johns Hopkins SHPH, 627 N. Washington Street, Baltimore, MD 21205, USA
Phone: 410-614-3632 Fax: 410-614-9910 :
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‘Prevention of HIV/AIDS

and Other Blood-Borne Diseases
Among Injection Drug Users

A National Survey on the Regulation of Syringes and Needles
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THE MAGNITUDE OF THE EPIDEMICS OF DRUG USE
AND BLOOD-BORNE DISEASES
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Sclency virus and acquired immunodeficency syndrome (HIV/
AIDS) are highly destructive of public health and social life in
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THE ROLE OF SYRINGES IN THE TRANSMISSION
OF BLOOD-BORNE DISEASE

Injection drug users transmit BIV infection and
blood-borne diseases to other users primarily
tiperson use (often called “sharing”) of syringes.2AT"
purpose of this article, “gyringe” includes both syring'
peedles.) Each time an IDU injects drugs, the &
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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, Interventions
to Prevent HIV Risk Behaviors, in March 1997. Additional data have been submitted in abstract
form 1o 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 HIV 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 rescarch
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 dara relevant to needle exchange progtams 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 differcnt settings for the 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, Des 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

o3
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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 syringes.
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 that 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-site 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 illegal
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 program should reduce the
frequency of high risk injection practices, contributing to a reduced risk for acquiring blood
bomne 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%)

@040
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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 likely to be
female (33.2% vs 26.9%), had a higher proportion of daily speedball (heroin mixed with cocaine)
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 least 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 frequency 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% CI -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 in the
garbage or a dumpster (42.2% vs. 29.1%, p<.001) at baseline and at 2 weeks. Injection settings
also changed significantly, with declines in injections performed in friends’ places (53.2% vs
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<.001); 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 inj ection 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). The number of syringes used per day increased from 1.1 to
1.6 (p<.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 status
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 extemal
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 evaluation
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 over 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 altemnative 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 HIV seroprevalence survey was defined as a measurement of HIV 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 of
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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 HIV 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 in 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 HIV 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 V ¢t al. Drug Abuse Treatment Success Among Needle
Exchange Participants. Abstract Presented at APHA, Oct 1997. Accepted for publication
Pub Health Rep: Special Supplement (Summer 1998)

New admissions to a Baltimore outpatient opioid substitution program were classified by their
referral source (needle exchange progtam n=82, standard referral n=243) and followed for 3
months to assess early treatmem response. Data on demographic characteristics, substance use
and other psychiatric disorders were 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-111-R (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
treatrnent 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 referrals who did not seek admission.

Bo43
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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 nse,
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 eaming 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 significant
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 HIV, 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 S5th 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 etal. The abstract by Raboud et al. describes a. computer
simulation model which could predict the outbreak of HIV in the Vancouver Injection Drug 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 HIV 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, demographic information, non-injection and
injection drug usc practices, substance abuse treatment history, self-reported frequency of HIV
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 bascline 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 HIV 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 HIV 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 with HIV-negative injection drug use.
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Multiple logistic regression was used to identify independent predictors of HIV-positive
serostatus. Behavioral variables independently associated with positive HIV serostatus were
commercial sex work, borrowing used needles, injecting with others, being an established
injection drug user, and attending a needle exchange program more than once per week.
Sociodemographic variables independently associated with positive HIV serostatus were
unstable housing and low education.

Incidence 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 small number of new
seroconversions precluded formal statistical analysis, but similarities with the larger HIV
positive cohort included the proportion who were established injection drug 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 HIV seroconverter.

Study design and context considerations include the possibility of self-selection bias among
those returning for follow-up, if individuals suspecting an HIV exposure disproportionately
returned. While cocaine injection was not an independent risk factor for HIV, cocaine was more
commonly the drug of chpicé 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 needle
exchange program to provide sterile injection equipment. The finding that frequent needle
exchange program attendance was independently associated with HIV prevalence should not be
interpreted as a causal, as the majority of subjects attended needle exchange programs at least
once. The absence of significant change in HIV prevalence between 1988, when the needle
exchange program was established, and 1994 is relevant.

NOTE: The HIV incidence rate in the injection drug use cohoit 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 program
attendance was conducted among a community of injection drug users in Vancouver. Cases
(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 ptior 18 months. Controls
(n=192) were HIV seronegative injection drug users who had two HIV-negative test 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
trained interviewers to collect participant responses on the following issues, focused 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 exchange program
attendance included if the injection drug user had attended the fixed site necdle exchange
programs, mobile van, and the average frequency of their visits to either during the inter-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 (CI) 1.8 - 8.3). Variables independently associated with needle
exchange program attendance among women were: frequency of any drug injection (AOR=5.5,

'CI 1.7-17), shooting gallery attendance (AOR=1.5, C1 2.2-66), and having a nonlegal source of

income (AOR=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 prior
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 determine 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

047
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finding that needle exchange programs attract high risk injection drug users could explain a
paradoxic association between needle exchange program attendance and HIV prevalence and
incidence, as sharing patterns and injection frequency among this population contribute 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 Sth 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 citics such as Vancouver, where incidence rapidly increased
to 18.6/100 person years following a long stable period with annual rates of 1%-2%. 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, pattemn of social networks in the injection drug user community, 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 phase, 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-sharing 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 N0.12:994-1002

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 HIV seroprevalence and
cumulative HIV 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 concerning,
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 analyzed 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 HIV seropositive, younger, of lower income, and to have been in treatment for
addiction less frequently. Needle exchange program attenders also reported higher frequencies
of tisk behaviors related to drug injection and more frequent involvement in prostitution
activities. The odds ratio for HIV 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 from 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%), franco 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 (1 1% vs
7%). There were 89 incident cases of HIV 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% CI 6.0-10.2), and 3.1/100 person years among non-needle exchange
program attenders (95% CI 2.1-4.4). The cumnulative 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 from the needle exchange program and those
also obtaining equipment from 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 HIV seroconversion; consistent attenders were defined as those who reported
some needle exchange program attendance at all visits, and intermittent attenders were those
reporting needle exchange program attendance at some but not all visits. Compared with non-
attenders and intermittent attenders, consistent needle exchange program atienders 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 address 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 Bruneau’s response are included in this
same journal issue.

Discussion

The empirical data reviewed by 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 are an effective component of 2 comprehensive HIV prevention
strategy that will limit the spread of HIV and other blood bome discases. 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
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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 demonsrates 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 XCHANGE PROGRAL 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/outconﬁa:

> Characteristics of US Needle Exchange Programs

»  Risk of HIV and other 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 non-IDUs

> Linking IDUs to drug treatment
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Table 1.1: US Needie Exchange Programs Characteristics

*Paone, Des Jarlais, et National survey of all 101 NEP - 84 NEPs exchanged 14 Million syringes
al., 1997, MMWR, programs that were members - 97% refer to Tx
46:565-568, NASEN in 1996 « 97% provide info on sexual risk
_ - 81% provide STD prevention ed - 53% operate legally
| Identify activities af US : - 40% testing & counseling
NEPs for 1995/96 - 26% TB tesling - NEPs provide
- 20% STD screening ancillary services
- - 17% primary health care

Paone et al., 1996 Review of 60 NEP programs in Provided formal refervals to | Fully legal status was associated with providing formal
' U.S. (46 cilics in 21 statcs) drug treatment referrals (0 drug treatment services, always having a
To describe cahracteristics . : v 79% of legal programs ( sufficient syringe supply, having funding for biohz}zardous
of US NEPs. 26 of 33) wastc disposal, and having longer hours of operation.
s 48% of illegal programs
(130 27)
It e T e e —
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Table 1.3: HIV Infection Rates (11 studies: 3 found significant reductions in HIV seroincidence, 1 found no seroincidence 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)'

' Heimer et al., 1992 1,860 randomly selected necdles HIV seroprevalence rates Independent reviews of model
o distribuled and retumed (o the » Pre-NEP: prevalence at 68% suppon conclusions about HIV
To assess the prevalence | needle exchange » NEP in 1* 2 months: prevalence a1 64% infections averted by NEP.
rates of HIV in Prospective open cohort » NEP after 4 months: prevalence stable al 43% ' .
needles/syringes used by (reflecting a 33% decrease)
New Haven.[DU.
#
Kaplan & O'Keele, Randomly selected syringes HIV seroincidence:
| 1993; Kaplan, 1994 Mathematical models using » 33%6 reduction among program participants
unique Syringe Tracking and v 0.7 1o 1.6 infections prevenied per 100 person
Estimate change in Tesling System years
.|| seroincidence rate
among [DUs following
their enroliment in
New Haven NEP
Kaplan & Heimer, 2,813 tested necdles that were HIV seroincidencs
1994, 1995 distributed and returned between » Incidence rate of 1.63 per 100 person years
November 1990 and June 1992 among program participants which was found
| Provide more accurate Maximum likelihood change not 1o differ from zero which means that the
r estimalcs (Maximuzn poini mode! applied to empirical best estimate of new infection among needle
likelihood model) of data gathered in Syringe exchange participant is zcro
change HIV incidence Tracking and Testing System
ratcs among [DUs who
use NEP.

Table 1.3 continues on next 3 poges.
'Note: One of the 11 studies (i.e., Bruneau el al., 1997) examine

e —

d both Incidence and Prevalence of HIV, making total number of finding equal to 12,
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Table 1.3: HIV Infection Rates (Continued)

| Warters, 1994

5,956 IDUs recruited from street HIV seroprevalence rates Cross-sectional data
seitings and detoxification clinics | » Needle exchange was implemented in - '
To examine change in Ecological study with 13 1988
HIV risk behaviors and | semiannual cross-sectional » HIV prevalence rate doubled between
| prevalence among [DUs | surveys ower 6.3 years, 1986-1992 1986 and 1987 and remained stable
| between 1986 & 1992. ' between 1987 and 1992 (12%)
Des Jarlais et al., 1994 ),113 IDUs admitted to dsug HIV seroprevalence rates Cross-sectional data
Examine trends HIV detoxification program » Stable HIV prevalence at slightly more
risk behaviors & HIV Ecological study with 2 randomly than 50% '
prevalence among IDUs | sclected cross-sections, 1984 and:
between 1984 & 1992, 1992
Des Jarlais ¢4 al., 1996 2,630 IDUs from HIV seroincidence Causal link can not be made between
» Syringe Exchange Evaluation » SEE: among continuing NEP users, NEP use and seroincidence.

Compare HIV incidence
among [DUs who use
NEPs with that among
IDUs whe do not

participate.

(SEE)
» Vaccine Preparednss Initiative

(VPN
» National AIDS Demonsiration
Research (NADR)
Meta-analytic technique
combining HIV incident data
across ) studies

»

incidence was 1.58 per 100 person ycars
at risk (pyar) '
VPI: among continuing NEP users,
incidence was .38 per 100 pyar: among
non-NEP users, incideace was 3.26 per
100 pyar

NADR: among non-NEP usens, incidence
was 6.23 per 100 pyar

Pooled 3-study data indicate that aon-
NEP usc was associated wilh a .33

__greatey risk of HIV infection

Dats docs show that NEP participation
is protective of HIV scroconversion

Dost response relationship besween
NEP participation and HIV infections
averted.
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Ecological study of 81 cities

| Cities in Burope, Asia, and the US with

SHurley, Jolley, & Seraprevalence among increased by 5.9%
Kaldor, 1997, across Burope, Asia, and North per yt in the 52 citles without NEPs, and NEPs repost seroprevalence decrease.
349:1797-1800. America decreased by 5.8% per yr in cities with . .
NEPs, Due ¢o the study design, no causal link
Compare changes over between the presence of NEP and HIV
| timg in HIV The average prevalence rate was 1 1% lower | paovalencs reductions can be made.
seroprevalence AMONE in cilics with NEPs. :
[DUs for cilics with and
without NEPs.
*Strathdes, ct al., 1997, | 1,006 IDUs were recruited Predictors of HIV + status were: » Despile availability of NEPs, high
AIDS, 11:F59-F63. through street cutreach. - low education, unsiable housing, incidence was reported
Prospective cohort study with commercial sex, borrowing » NEP user most frequently report
Describe HIV baseline, scmi-annual data needles, injecting with others, cocaine use S
prevalence and collection. and frequent NEP attendance. » Comprehensive services such as
Incidence among counseling & testing, drug treatmeat
prospective cohorl of =23 of the 24 HIV appear not to have been &/or
DUs Seroconverters reported NEP as Ingufficient 10 preveat HIV
their most frequent source of » Study is epidemialogic in nature, was
necdles and only S reported oot intended to evaluate NEP (92%
having difficulty accessing sterile of study participant aitended NEP)
syringes. » .Can not establish causal relationship
between NEP use and HIV infection.
+ Comprehensive services such as
counseling & testing, drug tx appear
pot 10 be svailable or insufficient (o
prevent HIV infection.
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*Bruncanct al,, 1997, | 1,599 IDUs were recruited to - NEP user were 2.2 limes more NEP users were at higher risk at
Am J of Epidemiol, participate in this opea Likely to be poaitive al baseline. baseline than non-NEP users .
146:994-1002. prospective cohort study. .
- The cohort analysis showed thal Study was not designed or intended to
Asscss the association | Data analyses included: the cummulative probability of cvaluate NEP.
between risk behaviors = Cross-sectional analyscs HIV conversion was found to :
snd HIV seroprevalence of bascline data to assess be 33% for NEP users versus Epldemiologic study.
and incldence among - association of NEP use 13% for Nonusers,
IDUs in Montreal, and scrostaus, No causa) link between NEP
. - Cohort analyses of NEP - Nested case-control study participation and HIV infection can be
use at baseline as revealed that consistent NEP made.
predictor of conversion, users was assoclated with ;
« Nested case~control . serocanversion (odds ratio = 10.5).
analysis of NEP use
during follow-up as
predictor of conversion.
| *Lunie & Drocker, Implement a mathematical model . | - Estimates that between 4,304 and Estimates are based on mathematical
1997, The Lancet, - using empirical data from 9,666 HlVinfection could have modeling which make stringent
349:605-608. available epidemiolagical data been averiod between 1987 and assumptions (il is appropriate to use
from the US and Australia. 1995. empirical estimate from Australia (0
Estimate the numbes of ' estimate US experience).
HIV infections that = The cost (o trhe health care :
 could have been averted . system for (reating these
| (and associated cost) _ preventable infections range
1 between 1987 and 199$ . between 244 to 538 million.
|l in the US had NEPs ‘
been implemented.
| *Singer et al., 1997 3,050 randomly selected ncedles 1 | HIV scroprevalence rates: :
' Prospective opencohort with | » Bascline NEP:; prevalence at 8%
To assess the effect of pretest and positest mcasures » NEP after 2.5 years: prevalence relatively
environmental changes | returned to NEP stable at <40%
R on HIV risk behaviors
| and prevalence among
| DUs.
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Table 1.4: Hepatitis B (HBV) and Hepatitis C (HCV) Infection Rates (2 studies: 2 found signilicant reductions)

incidence and
determination of risk

behdviors far observed
! new HBV infections.

All incident HBV cases amang
IDUs, 1985-90

CDC HBV case repaorts: scutinel
surveillance pre-post needle
exchange

Oulbreak of HBV among IDU in 1985 (40 incident
cases) dropped rapidly a few months following the
apening of the NEP (0 9 incident cases in 1990

{ Hagan et al., 1998

To examine the

| assaciation between
syringe exchange use
and hepatitis Band Cin
I [DUs.

Cases:

» 28HBV IDUs

» 20HCVIDUs
Controls:

» 38 No-HBV IDUs
» 26 No-HCV IDUs

Case control study

» Non-NEP usc associated with a 5.5 greater risk of
HBV

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

e
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Table 2.): Reductions in Injection Frequency (9 studies: 4 had significant reductions, 3 had mixed findings, and 2 wcr:e not

significant)

Guydish et al., 1993

35, 460 drug treatmient admissions of
which 24,120 were IDUs

Decrease sigaificant sad stable not significant:
Proportion (%) of [DUs in various catcgosics of

To cvaluate potential Ecological cross-sectional study. Data | frequency of injection in last 30 days
negative eflects of the on records 2 years preceding NEP » Decrease % of IDU injecting 2-3 times a day
San Francisco NEP (1987-1988) and 2 years following (before NEP 41% vs after NEP 28%) i
NEP implementation. » Stable % of [DUs injecting once a day or less
(before NEP 17% vs afier NEP 17%)
» Tncrease % of IDUs more than 3 times a day
(before NEP 40.7% vs after 55.4%)
Hagan et al., 1993 204 needle exchange participants Decrease not siguificant;
Retrospective cohort study (pre-post Mean monthly injection frequency
To assess (he potential measure) ' » Stable injections al 155 a moath prior (o first use
effectiveness of the of NEP and 152 a month while participating in
Tacoma NEP NEP
Watters et al., 1994 §,644 TDUs recruited from strect Median daily frequency of injection declined:
sellings and detoxification clinics » from 1.9 to 0.7 injections per day
To evaluate a syringe Ecological cross-sectional study using
exchange in San 11 semiannual cross-sectional surveys
Francisco. over 5.5 ycars (12/86-6/92)

Paonc ¢l al., 1994

To evaluate NYC lower
East side NEP.

1,752 IDUs, randomly selected needle
exchange participants

Multiple random cross-sections of
NEP participants with recapture
feature vsing ive data
collection over 8 month (10/92- 6/93)

Mean monthly frequency of injections declined:
» from 95.2 to 85.6 times per moath.

|

Oliveret al., 1994

Evaluate NEP in

» 83 palﬁéipanu attending NEPz 4
times
» 32 participants attending > 4 times

Mean monthly frequency of injection
* Frequent NEP ettenders: Bascline 28.7 reduced to
Follow-up 8.9

Porland, OR. Prospective cohort study with pre-post | » Infrequent NEP attenders: Bascline 33.0 reduced
measures to Foltow-up 30.7
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1,115 IDUs sdmitted to drug

.Decrease significant and stable wot dznlﬂéanl:

WED 13:40 FAX

04/29/98

detoxification program Mean Frequency of injection per month
Examine trends HIV Ecological study with 2 randomly » Decrease cocaine injections per moath (55 vs 43)
risk behaviors & HIV selected cross-sectional samples, 1984 | » Stable heroin injections per month (46 vs 44)
prevalence among IDUs |- and 1992 ' » Stabls speedball injections per month (43 vs 4))

984 & 1992,

Hagan ¢f al,, 1954

'] 426 needle exchange participants Decreases not significant (OR=.83, p>.05)
Proportion of IDUs who igject < 37 times per month
To update the Retrospective cohort study . - and injectors who inject 2 37 times per month
cvaluation of Técoma Pre-exchapngs
NEP. < 37 per month 42.2% 46.9%
: 237 per month 57.8% 53.1%

H Schoenbaum, Hartel, 904 IDUs who injected between 1985 | Amoog active [DUs, there-were declines in the Study documents more
and Gourevilch, 1996, | and 1993 and atiended a methadone propostion of IDUs who injected 30 or maore times substantial reductions in
AIDS, 10:1729-1734. treatment program in the Bronx were | per month. That proportion decreased for NEP injection frequency and

recruited. Bronx NEP opened in participanis from 72.% in 1989 t0 49% in 1993 sharing among
To comparc 1989, compared with reductions of 70% to 45% among methadone Tx

| prospectively injection nonusers of NEP. ' participants who also

§ behaviors of IDUs in Prospectivg study. used NEP compared (0

i methadone Tx who did DUa in Tx who did not

|| and did not use locat use NEP while in Tx
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*Singer et ﬂ., 1997
To assess the effect of
coviroamental changes

on HIV risk behaviors
and prevalence among
IDUs.

Mean monthly frequency of injection

{ » IDU injecting < S times/day at baseline: in:xuse

of 37 injections at posttest -
» IDU injecting 25 times/day at baseline: deuuu

of 90 injections at postiest

10
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Table 2.2: Reductions in Multiperson Reuse of Works (8 studies: 7 had significant reductions, 1 bad mixed findings)

Guydish et al., 1993 .

To evalualc potential
negative effects of the
San Francisco NEP

35, 460 drug Greatment admissions
of which 24,120 were IDUs

Ecological cross-section study.

Data on records 2 years
preceding NEP (1987-1988)
and 2 years following NEP

Percent of IDUs who report sharing in 30 days

before admission to methadone detoxification clinic

(n=5,532) '

» Decreased steadily over time (36.5% in 1987;
30.1% in 1988; 29.2% in 1989; 24.8% in 1990)

» NEP implemented in 6/88

Hagan et al,, 1993

204 ncedle exchange participants

Mean monthly frequency of rented or borrowed

surveys over 5.5 years (12/86-6/92)

sharing than those who used NEP less ofien or
nod at all

T ess th Retrospective cohort study (pre-post | syringe
|| SO assess the measure) » Pre-NEP S6/month, while in NEP 30/month

potential ©<.05)

effectiveness of the Mean monthly frequency of lending used syringe

Tacoma NEP » Pre-NEP 100/month, while in NEP 62/mo H
(p<.08)

Watlers et al., 1994 $,644 [DUs recruifed from street Proportion of [DUS who reported sharing, last 30

To cvaluale a syringe seilings and detoxification clinics days

exchange in San Ecological cross-sectional study » Frequent NEP users (i.c., used > 25 limes in last

Francisco. using 11 semiannual cross-sectional ycar) werc 0.7] times less likely (o report

Paone ¢t al., 1994

To evaluale NYC lower
'East sidc NEP. :

1,752 IDUs, randamiy sclected
needle exchange panticipants
Multiple random cross-sections of
needle exchange participants with
recapiure feature using retrospective
data collection over 8 months
{10/92- 6/93)

Pescentage of injection episodes thal invelved using

a previously used works:

» Pre-NEP 11.6%, while in NEP 3.9%

Percent [DUs who used used works:

* Rented or bought: Pre-NEP 22%, while in NEP
6%

» Borrowed: Pre-NEP 29%, while jn NEP 12%

Table 2.2 continues on next page.

11
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| Oliver et al., 1994
| Evaluate NEP in

Hagan et al., 1954

8 To update the

| evaluation of
Tacoma NEP.

» 83 participants attending
NEP 2 4 times
* 32 participants attending < 4

. times

Prospective cohort study wnh
pre-post measures

426 needle exchange participants
Rmmwuwcohonmdy(prc-poﬂ

NEP measure)

Percentage of IDUs who shared prior {0 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%)

» Propartion not using a used syringe in month &
those who did at least once (OR=.36, p<.05).

» Proportion not passing on a used syrings in month
and those who did al least once (OR=.33, p<.05).

Precxchangs  Post-cxchangs

Nons 9% 63%

Des Jarlais et al., 1994

¢Singer et a1.,1997
To assess the effect of

|| environmental changes

on HIV risk behaviors
and prevalence among
DUs. -

| L11S IDUs admitted to drug

detoxification program
Ecological study with 2 randomly
selected cross-seclional samples,
1984 and 1992

315 needle exchange participants
Pmspeuweoohutmdymlhpm
and postlest measures

At lcast once 57% ¥%
Passed used syringe

None 2% 54%

At least ance 72% 46%
Decrease significant for one behavior and not
significant for another:
>, Negnuvc correlation (-.67) between NEP use and

using uscd needles (p<.02)

’ Ncgamcoomlaﬂon(-“)bamNEPuumd

Percentage of NEP users who share needles:
» 74% do not share at bascline, 16% discontinued or
decreased necdle sharing al posttest
PummdNEPumwhothauiqmnoneqmpm
» 14% do not share at bascline, 37% discontinued or
decreased sharing injection equipment at postiest
» NEP use <2 yrs: mean decrease of 10 times/month
» NEP ; d 48 i

12
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Table 2.3; Increases In Needle Disinfection (2 studies: 2 found signlficant increases)

Hagan et al,, 1993

204 necdle exchange participants Mean monthly frequency of used bleach to disinfect
To asscss the patential Retrospective cohort study (pre-post | syringe
cffectiveness of the measure) * Used bicach: Pre NEP 69 per mith During NEP 103
Tacoma NEP per mth (p<.05)
Oliver e1 al., 1994 T7 needle exchange parnicipants Percentage of IDUs who cleaned their needles.
) Prospective cohort study with pre- Percentage of IDUs who re-used works without
Evaluate NEP in post measures (baseline and six’ cleaning. Compared cleaning prior 1o attending NEP
Portland, OR. month follow-up) with behavior while using NEP:
_ » 14% increase in % who cleancd (65% vs $1%6) 11%
Decrease in % who re-used works withouot cleaning
(12% vs 23%)

13
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Table 2.4: Entry into Drug Treatment (4 studies: 4 found significant effects)

| Hagan e1a1,, 1993 -

530 patienus admitted to

Health Dept. methadoune referral source for all

term reduction in risk

behaviors.

4 To assess the potential | methadone treatment patients during study period

effectiveness of the Ecalogical, all drug treatment » NEP was the largest referrals source (43%) followed by

Tacoma NEP admissions during 17-month self-referrals (38%), other cutreach (8%), and other
period source (13%) '

A Heimer & Lopes, 1994 1,512 IDUs using New Haven's | Number of monthly drug treatment entries

NEP * Drug treatment entries doubled (14.4 to 28.8 persons per

To report on the Prospective open cohont, month

increase in drg compared treatment entry '

treatment associated during first 7.5 mths (1990) o

with opening of NEP 11 mths expericnce 2-3 yrs

*Singer et al., 1997 315 needle exchange After using NEP for more than 6 months, 58% repont
participants Prospective open having cnrolled in detox or drug treatment

To assess the cffect of cohort with predesi and postiest

environmental changes | measurcs

on HIV risk behaviors

and prevalence amang

DUs.

*Viahov et al., 1997 221 DUs in NEP Drug treatment participation tripled between baseline (5%

To determine whether Prospective study, baseline and 1 of NEP users in Lreatment) and 6-month followup (15% of

cnrollment in NEP was * | 2 follow-ups (at 2 weeks and at | NEP uscrs in treatment)

associated with short- 6 months) '

14
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Table 2.5: Unsafe Disposal of Injection Equipment (2 studies: 1 found significant reduction, 1 not significant)

b Evaluate NEP in
| Portland, OR

77 needle exchange participants
Prospective cohort study with pre-
post measures (bascline and six
month follow-up)

Percentage of IDUs who used syringes and threw away:

» 14% decrease in % IDUs who used syringes and threw
them away (54% vs 40%)

Mean number of syvinges found on sireet per moath:

» Before NEP implementation: 5.2

> _Afier NEP implementation: 1.9

| *Doherty et al,, 1997
Examine effect of NEP
on quantity of discarded
1 necdles.

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

» Al 2 month follow-up, no increase in discarded syringes
following NEP implementation

» At 2 year follow-up, the number of discarded syringed was
reduced :

15
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Table 2.6: Increases in Mean Age of NEP Users Indicate NEP Did Not Encourage New IDUs (2 studies: 1 found significant increase,
1 had some significant increase)

Guydish et al., 1993

To evaluate
potential negative
effects of the San
Francisco NEP

Walters et al,, 1994

To cvaluate 3 syringe
exchange in San
Francisco.

35,460 dnug treatment DUs . -
admissions; » Mean age at admission increased steadily over time
24,120 IDUs » Mcan age at first injoction remained stable over time
11,340 non-IDUs Non-IDUs :
Ecological cross-section » Pre-NEP, 31.6% switched to injection by time of 2nd trealment
study. Data on records 2 admission
years preceding NEP (1987- > Post-NEP, 35.4% switched (o injection by time of 2nd
1988) and 2 years fotlowing treatment admission (not significant)
NEP. :
5,644 IDUs recruited from 1987: Mean age of [IDUs was 38.5 years
street settings and 1992: Mean age of [DUs was 41.6 years
detoxification clinics
Ecological cross-sectional The mean age of youngest NEP participants did not significantly
study using 11 semiannual over the 5.5 year study '
cross-sectional surveys aver
%

16
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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 sprgad of HIV ... (PL 105-78)

Prepared 3/18/98
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Table 1.1: HIV Infection Rates (11 studies: 5 found significant reductions in BIV seroincidence, 2 found lncream in HIV incideace,

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

Heimer et al., 1992

To assess the prevalence
1 cates of HIV in
I needies/syringes used by
] New

1,860 randomly selecied neodles
distributed and returned (o the
needle exchange

. Prospective open pohorl

HIV seroprevalence rates

» Pre-NEP: prevalence a) 68%

* NBPin I* 2 monilis: prevatence s 64%

» NEP after 4 months: prevalence siable at 43%
(reflocting & 33% decrease)

Indepeadent reviews of model

suppon canclusions aboul HIV

jafections avested by IVEP.

Kaplan & O'Kufe. ,
199J; Kaplan, 1994

Esilimale change in
] scroincidence rate
1 among IDUs following
{ theic enroliment In
Haven NEP

Randomly stlected syringes
Mathcmatical modeds using
wnigue Sysinge Tracking and
Tesling Sysiem

HIV seroincidence:

*»  33% reductlon amang program panicipanis

* &7 10 1.6 infections prevented per 100 person
years :

| estimates (Maximum
likelibood modet) of

| chaage HIV incidence

 rates among 1DUs who

i use NEP.

2,813 iesied needles that were
distribuied and returnad between
November 1990 and June 1992
Maximum )lkelihood change
point medel applied 1o empirical
dala gathered in Syringe

Tracking and Testing Systemn

Table 1.1 contines on next 3 pages.

HIV sercincidence

* Incidence rate of 1.6) pec 100 person years
among program participams which was found
not to differ from zera which means that the
best eslimalo of new infection among weedle
exchange paniicipant is zero
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B Watters, 1994

AL PT

| To examine change in
| HIV risk behaviors and

Table 1.1: HIV Jufection Rates (Continued)

5,956 IDUs recrudied from stveei
seilings and detoxification clinics

Boologleal sindy with 13
semlanmat cross-soctional

HIV seroprevalence sales

» Needle exchange was implemenied
1988

» HIV prevalence rate doubied between

prevalence among IDUs | surveys over 6.5 years, 1986-1992 £986 and 1987 aud remalned stable
| between 1986 & 1992. betweea 1987 and 1992 (12%)
Des Jarlais et al, 1994 | 1,11 IDUs admitted o dnug HIV seroprevalence rales Cross-sectiona! data

Examine trends RIV
trisk behaviors & HIV
prevalence among IDUs
belween 1984 & 1992,

. dctoxification peogram

Ecological uudy wllh 2 randomly
sclected cross-soctions, 1984 and
1992

» Stable HIV prevalence al alightly more
than 50%

*Hurley, Jolley, &
Kaldor, 1997,
349:1797-1809,

Comparc changes over
{lme in HIV
seraprevalenoe among
IDUs for citics with and
without NEPs.

Boological study of 8) cities
across Europe, Asia, and Nosth
America

Sempmalenoc among increased by 5.9%
pet ys in the 52 cities without NEPs, and
decreased by 5.8% per yr (n clties with
NEPs.

The average prevalence cate was 3 1% lower
I cilies with NEPs.

Citlet In Europe, Asla, and the US with
NEP; report seropievalenoe decrease.

Duo to thve study design, no causal link -
between the presence of NBP and HIV
provalenoe reductiona can be made.
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| Des Jarlais el al., 1996 | 2,630 IDUs from HIV sewoincidence Causal JInk can not be mado between .
; » Syringe Exchange Bvalusiion | » SEE; among continulng NEP usess, NEP use aad secoincidence.
Compare H1V incidence | (SBE) ) incidence was 1.58 per 100 pecson years . -
among IDUs who use » Vaccine Preparednss Initiative M risk (pyan) Dala does show that NEP participation’
NEP3 with thal among (\'}1)] » VPI: among continuing NEP users, s protective of HIV serocoaversion
| IDUs who do not » National AIDS Demonsication incidemce was 1.38 pes 100 pyar: among
| participate. - Research (NADR) noa-NEP users, incldonco was 5.26 per | Doso response relationshlp betwoen
| Meta-analytic iechaique ~ 100 pyar NEP partlcipation axd HIV infections
cambining HIV incidea) dala » NADR: among non-NEP users, avested.
across J studies incidence was 6.2) per 100 pyar :
{* Pooled 3-study data indicate that non--
NBP usc was associaled with 8 3,38
. greater risk of HIV infection
i *Strathdee, el 8l.,, 1997, | 1,006 IDUs were recruited Predictors of HIV + stalus were: ' J wnmwworm high
| ALDS, L):F59-F6S, through streed outreach. = low education, unstable housing, Inctdence was reporied
Prospective cohant siusdy with commercial sex, borrowing » NEP user most frequently npod
i Deséribe HIV baseline, semd-annusl data acedles, Injocting with olhers, - cocalne use
§ prevalence and colleciion. . and frequent NEP allenhnu. ) » Comprehansive secvices such s
) Incidence among _ . counscling & testing, drug treatment
prospective cohort of « 23 of the 24 HIV appear not (0 have doen &/o¢ f
| IDUs Seroconverters reporied NEP a3 insufficient to preverd HIV
A theis most frequent sousoe of » Study ks epidemiologic in nature,
acedies and only § reporied was nol intended 0 evaluaic NEP
Maving difficully accessing sterile (92% of study participanl atiended
syringes. NBP) .
» Can not estadlish causal relationship
betwoen NEP uso and HIV iafcotion.
» Comprebeasiva services such as
counseling & tosting, drug tx appess
nol to be avallable or insufficient to
preveat HIV {afection,
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*Bruncau ef al., 1997, 1,599 IDUs were recruiied 0 - NEP wser wero 2.2 Hmes moto -1 NBP wers mu-ilgber risk al

Am J of Bpidemiol, panticipate in this open - likely lo be positive at baseline. baseline (han non-NEP usess .
146:994-1002, prospeciive coborl study.

. _ = The cobort analysis showed Ihal Study was not degigned or intended to
Assess the association | Data analyses included: the cummnlative probability of cvaluslo NEP. . ° .
between risk behaviors | - Cross-sectional analyses HIV conversion was (onnd o~ -
and HIV seroprovalence | of baseline dala to assess ba 33% fos NEP users vernis Bpldemlologic study.
and incidencs among associntion of NBP use 13% for Nonusers.

IDUs in Montreat, and serostaus, ‘ No causal link between NEP

- Cohort soalysc of NEP - Nested case-control study , participailon and HIV infoction can be
0o at basellne s cevealed that consisicnl NEP made. _
predicior of conversion, usery was associated with

= Nested case-coatrol seroconversion (odds ratio = 10.3).

analysis of NBP use .

during folloveup as

predictor of conversion,
*Singer et al,, 1997 3,050 randomly selecied acedles r | HIV seroprevalence rates:

Prospective open cohort with » Bascline NEP. prevalence i 58%

To assess the effect of pretcs and postiest measuses » NEP afier 2.5 years; prevalencs
environmental changes | returned 1o NBP “relptively stable of <40% -

‘an HIV rigk behaviars
and prevalence amang
IDUs,
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Table 1.3: Expert veports (2 studies: 2 found signlficant reductions) -

Reviewed all publications on the

‘The report stated the following, based on a (horough

4 To cvaluate the
effecitveness of NBP
praogeamas. '

topic. teview of Lhe only siudy at the time that eeposted HIV
To assess the incidence findings (Kaplan and O'Keefe, 1993)
| effectiveness of NEP in “Based on our expert consultant review, we found the
reduicing HIV Infection model to be dechnically sound, iis assumplions and dats
rates. - values reasonable and (he estimated 33% reduction in
ney infections defensible®
¥ NRCAOM Reviewed all poblished and The repon siales: :
unpublished studies of NEPs, “Por (he parilcipants In a needls exchange program, .

the fraction of needles Ia circulation that ate
comaminated Is lowered by this increased avallability.
This amounts to a reduction in an important risk factor
for H1V transmission. The lower tho fraction of
ncedles in cisculalion (hat are condaminaled, the lowes
the risk of new HIV infoctions.”
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Section 506(1) The Secretary of Health and Human Services
determines that exchange projects ... do not encourage the use
of illegal drugs (PL 105-78)
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Table 2.1: Inereases in Mean Age of NEP Users Indicate NEP Did No¢ Encourage New IDUs (2 studies: 1 found slgnificant
increase, 1 had some significant increase)

WED 13:45 FAX

04/29/98

) Watlers et al., 1994 5,644 IDUs recruited from 1987: Mean age of IDUs was 38.5 years
sirec settings and 1992: Mean age of IDUs was 41,6 years
To evaluale a syringe deloxification clinics
exchange in San - Ecologlcal cross-sectional The mean ape of youngest NEP pasticipamts did not significantly
Fiancisco. =~ siudy using 11 semiannual over fhe 8.5 year pludy . . :
; cross-seclional surveys over
3.5 years (12/86-6/92)
| Guydish et al., 1993 35,460 drug (reatinent IDUs :
sdmissions: » Mean age at admission {ncreased steadily over time
| To evaluate potential 24,120 IDUs » Mean age 2l first injection remalned slable over time
) negative efiects of (he 11,340 non-IDUs Noa-IDUs
| San Francisco NEP Ecological cross-sociion * Pre-NEP, 31.6% switched to injection by Ume of 2nd Lreastment
: sidy. Daia on secords 2 admission :
years preceding NEP (1987- | »  Post-NEP, 35.4% switched (0 injection by (ime of 2nd
1988) and 2 years following treatment admission (nol sigmificans)
NEP. :
— et t—— e —— L ———————————————

1¢
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Table 2.2: Reductions in Injeclion Frequency (9 studies: 5 had significant reductions, 2 had some significant reductions, 2 not
ligniﬁcunl)

Watlers et al., 194

To evaluale & syringe
1 exchange in San
Francisco.

5,644 IDU; cocrvited from sireet
sctlings and detoxificaion clinics
Ecological cross-seciional study using
11 semiannual cross-gectional surveys
over 5.3 years {12/86-6/92)

Median daily (requency of injbctioa doclined:
* from 1.9 to 0.7 injections per day

Paone €1 al., I99§

| To cvaluale NYC lawer
Bast side NEP.

1,752 IDUs, randomly selected needle
exchange panicipanis

Multiplc random cross-sections of
NEP pariicipants with recapture
feature using retrospeciive data

_collection over 8 month (20/92- 6/93) |

Mean monthly frequency of injections declinod:
» from 95,2 10 85.6 Limes pcs monih.

Olivercial., 1594 * 83 parlicipants atiending NEP: 4 Mean nionihly frequency of Injection
limes » Frequent NEP alienders: Baseline 28,7 reduocd
Bvaluaie NEP in » 32 panicipanis sMending > 4 times {o Follow-up 8.9
Portland, OR. Prospeciive cahort dudy with pre-post | » Iafrequent NEP attenders: Bascline 3).0
_mcasures reduced to Follow-up 30,7

*Singer et al., 1997 233 NEP panticipanis Mcan mosdhly frequency of Injection

|| To assess the eflect of Prospective cohort study wilh prelest » 1DV injecting < S (Imes/day o baseline:
enviranmenial changes | and postiest measures ’ Increase of 57 injoctions at posttest
an HIV risk behaviors + IDU injecting 2§ times/day at baseline:
and prevalence among decreasc of 90 injeclions ad positest
IDUs.

Table 2.2 conlinues on nexi 2 pages.
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i Guydish et al., 1993

| To evaluate pofential
negalive effocts of (he
San Francisco NEP

Table 2,2: Reductions in Injection Frequency (Conlinued)

Akie4
1his:
S LIA

3§, 460 drug treatment admissions
of which 24,120 were IDUs .
Beological cross-sectional study.
Data on records 2 years proceding
NEP (3987-1988) and 2 ycars
following NEP implemeatation,

Decrease significant and sable ool

significant:

Proportion (%) of IDUs in various calegories of

frequency of injection in lasi 30 days

» Decrease % of IDU injecting 2-3 limes a
day (before NEP 41% vs aftes NEP 28%)

» Stable % of IDUs Injecting once a-day or kss
(before NEP 17% vi after NEP 17%)

» Increase % of IDUs more than ). limes a day

{before NEP 40.7% vy afler $3,4%)

Des Jarlais et al., 1994

1,115 1IDUs admitted to drug

Decrcase significant and stable nol

_ deroxificalion program significani:
Examine Irends HIV Boological study with 2 randomly Mcan Frequeacy of injcction per month
risk behaviors & HIV sclected cross-gectional samples, + Decrease cocalng imjeclions per month (33
prevalence among IDUs | 1984 and 1992 vs 41) '
between 1984 & 1992, » Stable heroin injectians per mamh (46 ve
44)
» Stable speedball injections per month (43 vs
41)
Hugan et ab., 1993 204 needio exchange participants Decrease oot slgnificant:
Relrospoclive cohort study (pre- Mean moaikly {njoction frequenacy
To assess the potenlial post measure) » Stable injcctions s {53 a wonlh prior to first
effectiveness of Lhe usc of NEP and 152 a moath while
Tacoma NEP participaling in NEP
rl;lgan ctal., 199 426 noedle exchange participants Decrease) oot signilicant (OR= 8], p>.03)
Proportion of IDUs who inject < 37 times per
Relcospeciive cohorl sludy month and injectors who inject 2 37 limes per

To update the
h cvaluation of Tacoma
NEP.

month

Bre-exchangs  Post:
sxchange
< 37 per month 42.2% 46.9%
137 per month 378% 53.1%
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} Schoenbaum, Hartel, 904 IDUs who Injected between ~ | Among active JDUs, there wese declines in the | Study documents more

| and Gourevilch, 1996, | 1935 and 1993 and attended a proportion of LOUs who injected 30 o more substantial seductions in
AIDS, 10;1729:1734, | methadone Ireaimscal program in | (imses per month, That propostion docreased | injection frequency and. .

the Bronx were recruiled. Bromx for NEP participanis from 72.9% in 1989 0 sharing smong methadons T

1 To compare NEP opened (n 1989, 49% in 1993 compared with reductions of 70% | participants who also used

[ prospeciively injoction: to 45% among nonusers of NBP, - NEP compared to JTOUsin Tx -
behaviors of IDUs in Praspeciive sludy. - : ’ | who did 0ot uso NBP while In

| methadone Tx who did ™.

) and did not uss tocal '

| NEP. . S Ongoing Injection dug wse

. ' ) while in methadone Ircatment
' ' is docomeated in (his siudy -

and others in (he liecatwse. -

NEP and TX are compailble H
)

321 IDUs in NEP . Significant roductions irero reposted In the
To determine whether Prospective stody, baselino and 2 mnean namber of injections pes syringe and

| cnrolimeat in NEP was | follow~ups (a1 2 wecks and ol 6 incan nomber of injectlons per day al follow-up
| associsted with sthoct- | months) | vom 5.9 10 4.9 per aay.

| term reduction in risk
behavlors.
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Table 2.3: Enlry into Drug Treatment (4 studies: 4 found significant effects)

| Hagan et al., 1993

i To assess the potenlial

. {| efVectiveness of the
Tacoma NEP

530 palicatls admitted 1o
methadone treatment
Ecological, all drug ireatment
adswissions during 17-month
period

Healih Depl. metbadone referral source for all
patlents during study period

» NEP was the largest refemrals source (43%) followed by
scll-referrals (38%), other ouireach (8%), and other

source (13%)

Heimer & Lopes, 1994

1,512 IDUs using New Haven's

Numiber of monthly drug Ireatment entries

NEP » Drug treatment ciries doubled (14.4 to 28.8 persons pey
To repori on (he Prospective open cohon, month o
increase in drug compared (ceatment endry
reatment associated during first 7.5 mths (1990) to
wilh apening of NEP 11 mths experience 2-3 y1s
later,
*Singer ¢t al., 1997 313 needle exchange After using NEP for more than 6 inonths, 38% repont
pacicipants Prospective open having enrollcd #n detok or drug trealinenl
To asses? the ellect of oohon with presest and postiest
covirormental changes’ { mecasures
on HIV risk behaviors
and prevalence among
IDUs.
*Viihov e al., 1997 221 IDUs in NEP Drug (reatment participation tripled between baseline ($%
To determine whether Prospective study, baseline and | of NEP users in teeatment) and 6-month followop (15% of

enrollment in NEP was
assoclated with shorni-
term reduction (n risk
behaviors.

T,

2 fallow-ups (at 2 wecks and as
6 monihs)

NEP useis in ircaiment)

P
|
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~ Table 2.4:  Enpert veports (2 studles: 2 found significant reductions)

*Ona concemn surrousding needlo exchange programs
is whelherihey fead (o Increased injection drug use.
Scven of the nine projecis fooked at this issue, and five
had strong evidence for ws (o repost on outcomes. All
five Sound that drug vse did wot increase among users,
four reposted no increase In ﬁequcncyollnjedhlmd
oanoundnolncm] {he prevalence of uge”

Lopic,
: [ To assess the
" § cffectiveness of NEP in

| reduicing HIV infection

i rates. '
NRC/IOM Reviewed all published and

. unpublished studics of NEPs.
To evaluate the .
cffectiveness of NEP
prograins.
- —— - _ —

The report slates;

"These I8 no czedible evidence 1o date that drug use
increased Among parlicipanis as a result of pragrans
that provide legal scoess (o sterile equipment. The
available scientific literature provides evidence based
on self-reports that avedle exchange programs do not
increase (he frequency of injoction among program
participanis and do not increase (he aumbes of aew
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