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For ewor d

The feasibility research described here resulted from a partnership
between our two institutions. It has been carried out under the
direction of Dr Gabriele Banmer. W have co-chaired the neetings of
the Advisory Conmittee, which have had Australia-wi de representation
from policy-nakers, police, judiciary, treatnent-service providers,
acadeni cs and advocates for illicit drug users. It was agreed at the
outset that the Advisory Committee would not take responsibility for
the report and its recommendati ons. That responsibility rests wth
us and Dr Bammer.

W now have pleasure in presenting the findings of Stage 2 of
the feasibility research and believe that it is now both feasible
and desirable to proceed to a third stage of two pilot studies to be
carried out in the ACT. These studies will determ ne whether a
fourth stage definitive study in three Australian cities is
practi cabl e and/ or desirable.

We thank the many people who have collaborated in the studies
that made up the Stage 2 research; the 19 nenbers of our Advisory
Conmittee; and innunmerable others who contributed in smaller, but no
| ess inportant ways. Over the past four years, the research has
pai nstakingly considered the risks involved in prescribing
di acetyl nor phi ne (heroin) to dependent users. W have concl uded t hat
the risks could be minimsed and that they are outweighed by the
potential benefits. The careful design of the <clinical service
i ncor porates numerous crucial safeguards.

We have thought carefully about the best form of evaluation for
a trial and have concluded that the core should be a randoni sed
controlled trial that will exanine the follow ng clinical question

I f maintenance treatnment for opioid dependence is expanded
so that both injectable diacetyl nmorphine (heroin) and oral
net hadone are available, is this nore effective than
current mai ntenance treatnent which involves the provision
of oral nethadone only?

In addition to the clinical issues, the research nust have a
strong crimnol ogi cal conponent which exanines the social inpact of
expanded mnmi nt enance treatnent, particularly the effects on crine.

Well-run and rigorously evaluated pilots and a definitive tria
will require extensive financial support. The studies carried out
over the past four years have cost nearly $1 mllion, with a major
contribution from the ANU s Strategic Devel opnment Fund. We believe
this is an issue of national significance and that, while the
processes should now be pretested in the ACT, national funds will be
needed to carry the issue forward.

There is now a need for wide comunity discussion of the issues
rai sed by our recomendations. Qur research reveals that both the
ACT community and the broader Australian comunity are convinced
that new approaches to the “heroin probleni are required. The steps
proposed here are designed to nove cautiously and with scientific
rigour in an evaluation of alternatives. This is an area in which
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there is remarkably little hard evidence. Prelimnary experience
from trials of diacetylnorphine prescribing in Switzerland is,
however, reassuring. W believe the proposals described here are
practi cabl e, expl ore new territory and woul d contribute
substantially to sound policy and treatnent devel opment for
Australi a.

RM Dougl as Adam Graycar
Director Director
Nati onal Centre for Epidem ol ogy Australian Institute of Crim nol ogy

and Popul ation Heal th
The Australian National University
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Executive Sunmary

This report is the culnmnation of four years of research into the
guestion: Should a carefully controlled and rigorously evaluated
trial be conducted to determ ne whether or not the prescription of
pharnmaceutical heroin (diacetylnorphine) is a useful addition to
current nmai ntenance treatnment for dependent heroin users?

It reconmends that two carefully controlled pilot studies

should be conducted in Canberra. However, the addition of
di acetyl norphine to maintenance treatnent nust not be linked wth
perm ssive attitudes to illicit drug use and nust be coupled with
continuing |law enforcement and prevention activity against illicit
drug use.

There is a sixteen-year history in Australia of governnent
consideration  of the issue of di acetyl mor phi ne  mai nt enance
treatnent. In 1991 the ACT Legislative Assenbly Select Conmittee on
H'V, Illegal Drugs and Prostitution asked the National Centre for

Epi demi ol ogy and Population Health at The Australian National
University to investigate the issue and, in collaboration with the
Australian Institute of Crimnology, research into in-principle and
logistic feasibility was undertaken.

It was found that a trial would not place Australia in breach
of international treaties. ACT and other laws wll have to be
changed for a trial to proceed and the Conmonwealth nust grant
i cences and perni ssions.

There is considerable comrunity support, both in the ACT and
nationally, for new approaches to the problem of heroin dependence
and, although there is a degree of uncertainty about an ACT-based
trial, there is nore support than opposition to it, particularly in
Canberra. There should now be a three-nonth consultation period to
allow the feasibility study findings to be scrutinised and di scussed
as widely as possible.

O all the interest groups, the police have the npbst concerns
about a trial, and their concerns were carefully considered in the
feasibility investigations. Limting participant eligibility to
restricted nunbers of wusers registered with the ACT nethadone
program and resident in the ACT since 1993 will mninise the risk
that dependent users night nove to the ACT from elsewhere in
Australia. There are also safeguards to prevent participants from
driving while affected by diacetylnorphine and strict security
provi sions, including admnistration of diacetyl norphine only at the
clinic under close supervision.

O her potential risks were carefully scrutinised and ways to
mnimse them determined. By mninmsing the risks, it becones
feasible to evaluate the potential benefits of expanding maintenance
treatnent to include diacetylnorphine. The potential benefits
i nclude decreased crinme and i nproved health and social integration.

The pilots and trial will be of national significance. It is
estimated that establishing and conducting an initial six-nonth
pilot with 40 participants will cost around $800,000 and a second
six-month pilot with 250 participants will cost $1.5 mllion. These
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pilot studies will determ ne whether or not a nulti-centre two-year
trial involving three Australian cities should be wundertaken

Evidence is accurmulating that treatnent of illicit drug users is
nore cost-effective than leaving themin the community untreated or
sending them to jail. Initial estinmates suggest that expanded
mai nt enance treatnent which includes diacetyl norphi ne woul d cost the
community less than one-tenth of the cost of an untreated illicit

heroin user and would be substantially cheaper than sone current
treatnments. The pilots and trial provide the possibility of
significantly strengthening treatnent options.



Part 3. Results of the feasibility
research

Recommendat i ons

Reconmendation 1. That two carefully controlled pilot studies are
conducted in Canberra to assess the addition of injectable
di acetyl norphine to mmintenance treatnment for registered dependent
users. If these produce positive outcones, that a full-scale trial
of expanded rmmintenance treatment which includes injectable
di acetyl norphine is conducted in at least three Australian cities.

Reconmendation 2. That the exploration of expanding naintenance
treatnment to include injectable diacetylnorphine is coupled wth
continuing law enforcement and prevention activity to contro

illicit drug use. The addition of diacetylnorphine to maintenance
treatnent should not be linked with perm ssive attitudes to illicit
drug use.

Reconmendation 3. That the first pilot study is conducted with 40
establi shed ACT resident volunteers who have either dropped out of
ACT met hadone treatnment or who are current ACT methadone clients who
woul d prefer the expanded treatnment option. That, over a six-nonth
period, the study exami nes the follow ng questions:

e can the addition of injectable diacetyl norphine to maintenance
treatnent for dependent heroin users be undertaken successfully on
a small scale in the Australian context?

* can dependent heroin users be stabilised on injectable
di acetyl nor phi ne or injectable diacetyl norphine plus ora
net hadone and what are the optinum dosage ranges?

e can injectabl e diacetyl norphi ne nai nt enance treatment be
successfully integrated with oral mnethadone nai ntenance treatnent
to provide flexibility in treatnment?

* does the expansion of maintenance treatment to include injectable
di acetyl nor phi ne i nprove the health and social functioning and
reduce the crimnal behaviour of participants?

e is it possible to devel op a package of indicators to nmeasure the
soci al inpact of adding injectable diacetyl norphine to maintenance
treat ment ?

Recomendation 4: Pilot study 1 wll be deened a success if the
following criteria are net:

« that a stable nai ntenance dose of injectable diacetyl norphine or
i nj ectabl e di acetyl norphine plus oral nethadone is found for nore
than hal f of the participants;

 that injectable diacetyl norphine maintenance treatnent can be
successfully integrated with oral mnethadone nai ntenance treatnent;

e that there are indications of inprovenents in at least half of the
out come neasures pertaining to health, crimnal behaviour and
soci al functi oning;

11



Feasibility research results

 that workabl e nmeasures of social inpact are determ ned.

Recomendation 5. If pilot study 1 is a success, that a second pil ot
study is conducted with 250 dependent heroin users drawn from
volunteers who have been resident in the ACT since 1993, and who
have dropped out of ACT nethadone treatnent, or who are current ACT
nmet hadone clients who would prefer the expanded treatnent option

That, over a six nmonth period, this pilot address the follow ng
guesti ons:

 does the addition to maintenance treatnent of injectable
di acetyl norphi ne attract back and retain in treatnment dependent
heroi n users who have dropped out of mnethadone treatnent?

* does the expansion of maintenance treatnent to include
di acetyl norphi ne inprove retention in treatnment for those drawn
from current nethadone clients?

* is it possible to conduct a successful random sed controlled trial
wi th dependent heroin users when the highly desirable ‘choice
option, which provides injectable diacetyl norphine, is avail able
to only half of the participants?

 does the addition of injectable diacetyl norphine to naintenance
treatnent produce better outcones in terns of health, crimna
behavi our and soci al functioning.

* can dependent heroin users be stabilised on injectable
di acetyl nor phi ne or injectable diacetyl norphine plus ora
net hadone, on a | arge scal e?

e can injectabl e diacetyl norphi ne nmai nt enance treatment be
i ntegrated successfully with oral methadone mnaintenance treat nment
to provide flexibility in treatnment, on a | arge scal e?

e are the individual measures of outcones ‘workable’; in other words
can the questionnaires be adm ni stered w thout undue respondent
burden and can the results be analysed in a tinely fashion? If new
neasures are used, are they valid and reliabl e?

* is the package of indicators devel oped to nmeasure the socia
effects of a trial workable? Have there been any maj or negative
soci al effects?

Recomendation 6: Pilot study 2 will be deened a success if the
following criteria are net:

e that there is an indication that dependent heroin users, who have
dropped out of nethadone treatnent, are attracted back to
treatnment and that the retention rate for both this group and for
those recruited fromcurrent nmethadone clients is better than for
partici pants who receive oral nethadone only.

 that the process of randoni sing participants into two groups, only
one of which receives the choice of injectable diacetyl norphine
prescription, is shown to be feasible for evaluating the nulti-
centre two-year trial

« that at the end of six nonths, there are indications of
i mprovenments in at |east half of the outcone neasures pertaining
to health, crimnal behaviour and social functioning.

12
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« that a stable nai ntenance dose of injectable diacetyl norphine or
i nj ectabl e di acetyl norphi ne plus oral mnethadone can be found for
nore than half of the participants in the ‘choice group

e that injectable diacetyl norphine maintenance treatnent can be
i ntegrated successfully with oral mnethadone maintenance treatnent.

e that individual measures of outcones are determined to be
wor kabl e.

e that the package of indicators devel oped to nmeasure the social
i mpact of diacetyl norphine prescribing is workable and there have
been no maj or negative effects.

Recomendation 7: If the pilot studies are shown to be successful
that a two-year trial with 1000 participants is conducted in three
Australian cities. That it target three groups of dependent heroin
user s—those who have never been in treatnent, those who have dropped
out of treatnent, and current nethadone clients who would prefer the
expanded treatnment option. That it address the foll ow ng questions:

e can the availability of injectable diacetyl norphine as part of
mai nt enance treatnment attract into and retain in treatnment, people
who have not previously been in treatnent?

 does the addition to maintenance treatnent of injectable
di acetyl norphi ne attract back and retain in treatnent dependent
heroi n users who have dropped out of nethadone treatnent?

» does the expansion of naintenance treatnment, to include
di acetyl norphi ne, inprove retention in treatnment for those drawn
from current nethadone clients?

« for each of the three target groups, does providing a choice of
treat ment which includes the option of injectable diacetyl norphine
i mprove outcones over the option of oral nethadone only?
Participants in the ‘choice’ and ‘control’ groups will be conpared
on the follow ng neasures: health, crimnal behaviours and socia
functioning. If the outcomes are positive in the first year, al
participants will be allocated to the ‘choice’ group for a second
year, to test if the positive outcomes can be sustai ned

e what is the social inpact of expandi ng mai ntenance treatnent to
i ncl ude di acetyl nor phi ne prescription?

* is adding diacetyl norphine to naintenance treatnent cost-
ef fective?

Reconmendation 8. That the service provision for the pilot studies
and the ACT conponent of the trial is provided by the Al cohol and
Drug Service of ACT Health. That the independent evaluation is
conducted jointly by the National Centre for Epideniology and
Popul ation Health at The Australian National University and the
Australian Institute of Crimnology. That a conmittee is established
to oversee the running of the pilot studies and the ACT conponent of
the trial. Its nmenbership should include representatives from the
clinical staff, participants and researchers; the police and
judiciary; the nedical profession and non-governnment treatnent
services; ACT Health and the ACT Attorney-Ceneral’s Department;
rel evant Commonwealth departnents; and an ethicist. That this
conmttee will reconmend to the ACT Legislative Assenbly whether or

13
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not there should be progression from pilot 1 to pilot 2 and from
pilot 2 to a trial or if the prescription of injectable
di acet yl nor phi ne shoul d be stopped at any tine.

Reconmendation 9: That, noting the national significance of the ACT-
based pilot studies, there is extensive financial support from
outside the ACT to fund the pilot studies.

Recomendati on 10: That the ACT governnment institutes a three-nonth
consultation period in which the results of the feasibility research
are wdely disseninated and discussed. That a conmrittee is
established to receive and consider the feedback from groups and
i ndividuals. That the comrittee includes representation fromthe ACT
Heal th Al cohol and Drug Service; the police and judiciary; the ACT
Attorney-General’s Department; relevant Commonwealth departnents;
illicit heroin wusers; the nedical profession and non-governnent
treatnent services; an ethicist; and the Director of the Feasibility
Research. That the conmittee reports to the ACT Mnister for Health
on the results of the consultation no |ater than 31 Cctober 1995.

Reconmendati on 11: That the ACT Health Al cohol and Drug Service is
proactive in dissem nating information about eligibility criteria to
drug treatnent services and user advocacy groups around Australi a.

Recomendati on 12: That, to establish the first pilot study, the ACT
Legislative Assenmbly either anend existing legislation or introduce
special legislation to nake diacetyl norphine available for carefully
controlled and limted nedical prescription. That the ACT gover nnent
liaise with the Comobnwealth and other States about the passage of
rel evant |egislation and the provision of the necessary |icences and
perm ssions. That a service nmanager and a senior specialist are
enpl oyed as soon as practicable to establish policy and procedures
for the service delivery. That the service manager is also
responsible for finding a suitable location for the new clinic;
organi sing refurbishment; and hiring and training non-nedi cal staff.

14
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Part 1: The Proposal I ntroduction

This report presents the results of nore than four years of research
addressing the question: Should a carefully controlled and
rigorously evaluated trial be conducted to deterni ne whether or not
the prescription of pharmaceutical heroin (diacetylnmorphind) is a
useful addition to current nmmintenance treatnent options for
dependent heroin users? Two inportant conponents to this question
nmust be highlighted. First, the question is about the feasibility of
conducting a trial, not about the feasibility of a new treatnent
option. The results of the trial wll enhance significantly the
ability to assess whether or not the new treatnment option should be
i ntroduced. Second, diacetylnorphine is to be trialed as an
addi tional choice for dependent heroin users in current naintenance
treatment, not as a separate or replacenent treatnent.

It was concluded that while there are both potential benefits
and potential risks to conducting such a trial, the benefits
outweigh the risks. It is reconmended that the investigation of the
feasibility of a trial now nove to a third stage of pilot studies,
whi ch shoul d take place in Canberra.3

The research was undertaken after M Mchael More MA
approached the National Centre for Epidenmiology and Population
Health (NCEPH) at The Australian National University in March 1991.
At the tinme, he was the Presiding Menber of the ACT Legislative

Assenmbly Select Committee on HV, Illegal Drugs and Prostitution.
The comittee argued that “current policy inplenmentation with regard
to controlling and/or reducing the use of illegal drugsEmi ght not be

ef fective” (Legislative Assenbly for the Australian Capital
Territory 1991:1). Menbers were particularly concerned about the
social costs of dependent heroin use, including the potential for
spread of HIV/AIDS, both within the illicit drug using community and
fromthat group into the general community. Menbers recognised that
“the Australian official drug strategy of harm mininisation has had
consi derabl e success, particularly in conbating the spread of HV
and wanted to explore “what would be the next step if the harm
m ni m sation approach was to be extended” (Legislative Assenbly for
the Australian Capital Territory 1991:v).

During the course of the feasibility research, evidence began
to accurulate that treatnment of illicit drug users is nore cost-
effective than leaving them in the conmmunity untreated or sending
them to jail (see part 2). This suggests that it wll be highly
advantageous to society to inprove both the attractiveness and
ef fectiveness of treatnent.

An  expert committee convened by NCEPH in April 1991
overwhelmng endorsed the need to exanine the feasibility of

1 Throughout this report, di acetylnorphine is wused to refer to

pharmaceutical ‘heroin’. Heroin refers to the illicit drug.

2 Mai ntenance treatment in Australia is currently confined to oral nethadone
treatment. Maintenance treatnent is described in Part 2.

3 Canberra is the only large population centre in the Australian Capital
Territory (ACT). The terns Canberra and ACT are used interchangeably.

15
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expandi ng naintenance treatnent to include diacetylnorphine and
suggested a four-stage process.

The first stage, undertaken collaboratively between NCEPH and
the Australian Institute of Crimnology (AIC), found that a trial to
assess the therapeutic value of adding diacetylnorphine to the
nmai nt enance treatnment options for heroin dependence was feasible in
principle (NCEPH, 1991*%) and it was recommended that the |ogistic
feasibility of a trial be examined. This report marks the end of
that second stage. The results show that it is logistically feasible
to conduct a trial and it is reconmended that the third stage of
pilot investigations be undertaken. If those are successful then
there should be a full-scale trial, the fourth stage.

The rationale for expanding naintenance treatnment to include
di acetyl morphine is described in part 2 of this report, where the
hi story and context of this project are also presented. The results
of the feasibility investigations are presented in part 3 and a
budget for the pilot studies is presented in part 4.

The proposal to pilot and trial the addition of
di acetyl nor phi ne to nai nt enance treat nent

Proponents of adding diacetylnorphine prescribing to current
nmai nt enance t r eat nent ar gue t hat provi di ng t he drug
(di acetyl nor phi ne) and route  of admi ni stration  (intravenous
injection) that users want would bring nore dependent heroin users
into treatnment, keep them in treatnent |onger and produce outcones
that are better than currently available options. In particular,
proponents argue that it will nean that dependent heroin users do
not have to conmit crime to buy expensive illicit heroin and that it
will remove themfromthe illicit drug scene, so that they no | onger
use illicit heroin or other drugs. In addition, they argue that
access to pharnaceutically pure diacetylnorphine and using it in a
clinical environnent will renove the health risks associated wth
heroin wuse, including the risks of transmission of H VWV AIDS and
hepatitis. Finally, renoving people fromthe illegal drug scene and
placing them in a treatnment environment wll give them tine and
access to resources to allow them to become nore socially
i nt egrat ed.

The addition of diacetylnmorphine prescribing to currently
avai | abl e nmaintenance treatnent should, if practised on a |large
enough scale, attract a substantial proportion of dependent heroin
users into treatnment, so that there should be neasurable social
benefits. In particular, there should be a noticeable reduction in
property crime, as this is the largest social cost associated with
dependent heroin use.

The anticipated benefits on both the individual and social
| evel s formtestabl e hypot heses.

Opponents of expanding naintenance treatnment to include
di acetyl norphine argue that the benefits would not eventuate and

4 References marked with * resulted fromthe feasibility research.
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have pointed to a range of risks, including that any city
i ntroduci ng such an option would attract dependent heroin users from
around the country; that controlled availability of diacetyl norphine
woul d encourage illicit drug use; and that a trial wuld face
i nsurnmount abl e logistic problens. Like the benefits, the potential
risks also form testable hypotheses. The assessnent of the
feasibility study is that various safeguards can mninimnmse these
risks and that the potential advantages of expanding maintenance
treatnent to include diacetyl norphi ne shoul d be investigated.

If pilot studies and a trial are undertaken, it is crucial that
the effects are fully and carefully evaluated so that the questions
di scussed above are addressed and so that a better informed
assessnment can be nmade of whether or not diacetyl norphine
prescribing is a useful long-term addition to maintenance treatnent
for dependent heroin users.

There are three popul ati on groups of interest: dependent heroin
users who have dropped out of currently available treatnment options,
current methadone clients who would prefer the expanded treatnent
option and dependent heroin users who have never been in treatnent.
The first two groups identify thenselves as being in need of
treatnent, but current options are not, or not conpletely,
successful. The third group includes two sub-groups. The first are
dependent users whose drug use and lifestyles are relatively stable
and who either see little need for help or do not see current
treatnent services as appropriate. The second are younger users,
whose dependence is just beginning to beconme problematic. These are
the ‘hard-to-reach’ dependent users about whomrelatively little is
known, i ncluding how useful treatnent could be.

The t r eat nent to be eval uat ed is not i njectable
di acetyl norphine alone, instead the wevaluation wll examne a
t r eat nent option whi ch provi des a choi ce of i njectabl e
di acetyl nor phi ne al one, i njectable diacetylnmorphine plus ora

net hadone or oral nethadone alone and where, within the limts of
nmedi cal safety, participants can nove freely between these options.
In addition to assessing whether or not the availability of
injectable diacetylnmorphine inproves the ability to attract and
retain people in treatnment, the major conparison for a trial wll be
between participants who are allowed a choice of options which
i ncludes injectable diacetyl norphine and participants who have only
oral nmethadone available to them VWiile a straight conparison
between injectable diacetylnorphine and oral methadone would be
nmet hodol ogically neater, it is not clinically sensible. Oa
net hadone treatnment is available, well accepted, has advantages
particularly in terms of its long-acting nature and effectiveness
as an oral nedication, and is a successful treatnent for many

dependent wusers. To reiterate, the key clinical question is: if
nmai nt enance treat nent is expanded so that both injectable
di acetyl morphine and oral nethadone are available, is this nore

5 al nethadone is effective with a single admnistration daily.
Di acetyl norphine is shorter acting and nobst dependent wusers inject
nore than once a day. Allowing a conbination of treatnents should give
participants maxi mumflexibility.
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effective than current nmaintenance treatnent which involves the
provi sion of oral methadone only?

A strong crimnological conponent which exanines the social
i npact of expanded nmintenance treatnent, particularly the effects
on crine, is also central to the evaluation. To nonitor the
potential risks, a package of indicators of crine, public order and
justice will be devel oped.

Testing the hypotheses should proceed in careful increnental
steps, allowing the research to be halted if there is no indication
that the mooted beneficial results will be realised or if there are
substantial negative effects. Thus there would be two pilot studies
foll owed—f indicated—by a full-scale trial.

Recomendation 1. That two carefully controlled pilot studies are
conducted in Canberra to assess the addition of injectable
di acetyl norphine to maintenance treatnment for registered dependent
users. |If these produce positive outcones, that a full-scale trial
of expanded nmintenance treatnment which includes injectable
di acetyl nor phi ne is conducted in at |east three Australian cities.

Al t hough exploring the addition of injectable diacetyl norphine

to nmaintenance treatnment has inplications for illicit drug policy,
it must not be used as a lever to weaken |aw enforcenent or
prevention activities against illicit drug use.

Reconmendation 2. That the exploration of expanding maintenance
treatnent to include injectable diacetylnorphine is coupled wth
continuing law enforcenment and prevention activity to control
illicit drug use. The addition of diacetylnorphine to maintenance

treatment should not be linked with permssive attitudes to illicit
drug use.

The first pilot study will assess if the addition of injectable
di acetyl norphine to maintenance treatnment can be conducted in the
Australian context on a snall scale. Al participants will have a
choice of treatnment options: injectable diacetylnorphine alone,
i njectabl e diacetyl norphine plus oral nethadone or oral nmethadone
al one. The focus of the pilot will be to deternmine if participants
can be stabilised on injectable diacetylnmorphine or injectable
di acetyl norphine plus oral nethadone; if participants can nove

readily between the three options, so that there is flexibility in
treatnent; and if a workable and appropriate clinical service can be
provided. For the second pilot study to be started, nore than half
of the participants in Pilot 1 nust be successfully stabilised and
there nmust be clear evidence of successful integration of injectable
di acetyl norphine into oral nmet hadone  treat nment to provide
flexibility in treatment.

The effectiveness of the treatnent will be assessed using a
variety of outcome neasures nanely health, including H VWV A DS and
hepatitis risk behaviours and licit drug use; crimnal behaviour,

including illicit drug use; and social functioning. In order to
eval uate the inpact of the treatnment for individuals, these measures
will be conpared before and after participants enter the study.

18



Feasibility research results

There will have to be clear indications of effectiveness on at |east
hal f of the outcome neasures to warrant proceeding to Pilot 2.

As outlined earlier, potential positive and negative socia
effects nust also be measured. However, nethods for evaluation at
the social level are nmuch less well developed than exam nation of

i ndividual |evel outcones. This pilot will investigate devel opnent
of a package of indicators to nmonitor effects on all or sonme of:
crime levels and patterns and public perceptions of crinme; illicit
drug rmarkets, including |eakage of trial drugs onto the illicit
market; drug use patterns, especially anbng young people; heroin
users noving to the ACT; offensive public behaviour by illicit drug
users, including the discarding of injecting equipnent in public

pl aces; effects on public health and safety, including nunbers of
overdoses and drug-related notor vehicle crashes; and effects on
other treatnment services, |aw enforcenent and the anmbul ance servi ce.

There will be 40 participants, with equal nunbers being drawn
from current ACT methadone clients who would prefer the expanded
treatnent option and from dependent heroin users who have dropped

out of methadone treatnment in the ACT. There will be equal nunbers
of nmen and wonmen. All nust have been ACT residents since at |east
1993. This pilot wll run for 7.75 months and effects wll be

assessed over six months.

Reconmendation 3. That the first pilot study is conducted with 40

established ACT resident volunteers who have either dropped out of

ACT net hadone treatnment or who are current ACT net hadone clients who

woul d prefer the expanded treatnent option. That, over a six-nonth

peri od, the study exanines the follow ng questions:

e can the addition of injectable diacetyl norphine to maintenance
treatnent for dependent heroin users be undertaken successfully on
a small scale in the Australian context?

* can dependent heroin users be stabilised on injectable
di acetyl nor phi ne or injectable diacetyl norphine plus ora
net hadone and what are the optinum dosage ranges?

e can injectabl e diacetyl norphi ne nai nt enance treatment be
successfully integrated with oral nethadone nai ntenance treatnent
to provide flexibility in treatnent?

* does the expansion of maintenance treatment to include injectable
di acetyl nor phi ne i nprove the health and social functioning and
reduce the criminal behaviour of participants?

e is it possible to devel op a package of indicators to neasure the
soci al inpact of adding injectable diacetyl norphine to mai ntenance
treatment ?
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Recomendation 4: Pilot study 1 wll be deemed a success if the
following criteria are mnet:
« that a stable nai ntenance dose of injectable diacetyl norphine or
i nj ectabl e di acetyl norphine plus oral nethadone is found for nore
than hal f of the participants;

e that injectable diacetyl norphine maintenance treatnent can be
successfully integrated with oral mnethadone nai ntenance treatnent;

e that there are indications of inprovenents in at |least half of the
out comre neasures pertaining to health, crimnal behaviour and
soci al functi oning;

 that workabl e nmeasures of social inpact are determ ned.

Assessnment that this pilot study has been a success wll warrant
proceeding to pilot study 2.

An additional 210 participants will be recruited for Pilot 2,
maki ng a total of 250 participants. Recruitment will be gradual. Up
to 100 places (80 additional places) wll be available for
vol unteers who are dependent heroin users who have dropped out of
net hadone treatnment in the ACT. One hundred and fifty places (an
additional 130 places) will be available for current clients of the
ACT nmethadone program who would prefer the expanded treatnent
option. To be eligible, participants nust have been ACT residents
since at |east 1993.

One of the research questions this pilot will test is whether
or not the availability of injectable diacetylnorphine as a
treatnent option can attract back into treatnent dependent heroin
users who have dropped out of nethadone treatnent and if it can
retain themin treatnent. It will also test if the retention rate
for participants recruited from current nethadone treatnent is
hi gher than if they had been |eft on nethadone treatment. Like many
net hadone prograns, the ACT net hadone program has a relatively high
rate of turnover. In both 1993 and 1994, half of the people who
entered the program had dropped out within a few nonths. For the
pilot to be deened successful, there nust be an indication that
dependent heroin users who have dropped out of nethadone treatnent
are attracted back to treatnment and that the retention rate for both
this group and for those recruited fromcurrent nethadone clients is
i mproved.

The 250 participants in pilot 2 will be randomy allocated, on
a one-to-one basis, to either the ‘choice’ or the ‘control’ groups.

The  *‘choice’ group will have the choice of i njectable
di acetyl norphine only, i njectable diacetylnmorphine plus ora

net hadone or oral methadone only. The ‘control’ group will have only
oral nethadone available. This pilot will assess whether or not a
random sed controlled trial is likely to be a successful evaluation
strategy for a full-scale trial. The highly desirable ‘choice’
option will be available to only half of the participants. If a

substantial proportion of those allocated to the ‘control’ group
refuse to participate further in the trial evaluation or drop out of
treatnent conpletely, a randomi sed controlled trial will not be not
workable. If a random sed controlled trial cannot be conducted, that
would significantly weaken the ability to effectively evaluate
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whet her or not the outconmes of those allocated to the ‘choice’ group
are better than those of participants allocated to the ‘control’
group in the nmain nmulti-centre two-year trial

Pilot 2 wll also assess the effectiveness of expanding
mai nt enance treatnment for the individual participants by exam ning
effects on health, crimnal behaviour and social functioning. The
‘choice’ and ‘control’ groups will be conpared and there will also
be conparisons of participants before and after they entered the
study. Again, there nust be significant indicators of effectiveness
for a full-scale trial to be instigated

The second pilot will also test if the addition of injectable
di acetyl norphine to nmaintenance treatment can be conducted on a
large scale in one city. As in pilot 1, the aim wll be to
det er mi ne: if participants can be stabilised on injectable
di acetyl nor phi ne or injectable diacetyl norphine plus oral nethadone;
if participants can nove readily between the three options, so that
there is flexibility in treatnment; and if a workable and appropriate
clinical service can be provided, with the investigation on a |arge
rather than a small scale. The pilot will be deemed to be a success
if nmore than half of the participants can be stabilised on the
available options and if there is clear evidence of successful
integration of injectable diacetylnorphine into oral nmnethadone
treatnment to provide flexibility in treatnent

This pilot will also test the feasibility of integrating a
|arge scale evaluation into a treatnent program It wll exam ne
whether or not the proposed trial evaluation strategy can be
conducted without undue respondent burden and will set in place
processes so that the results can be nade available in a tinely
fashion. It is also likely that sonme new measures will be used as
part of the evaluation and this pilot will test their validity and
reliability.

This pilot will also begin to neasure the package of indicators

of social effects developed in pilot 1.

Pilot 2 will take 10.25 nonths to conduct and w | neasure
effects over six nonths.

Recomendation 5. |If pilot study 1 is a success, that a second pil ot
study is conducted with 250 dependent heroin users drawn from
vol unt eers who have been resident in the ACT since 1993 and who have
dropped out of ACT nethadone treatnent or who are current ACT
net hadone clients who would prefer the expanded treatment option
That, over a six-nonth period, this pilot address the follow ng
guesti ons:
* does the addition to maintenance treatnment of injectable
di acetyl norphine attract back and retain in treatnent dependent
heroi n users who have dropped out of mnethadone treatnent?

» does the expansion of naintenance treatnment to include
di acetyl norphi ne inprove retention in treatnment for those drawn
from current nethadone clients?

e is it possible to conduct a successful randomni sed controlled trial
wi t h dependent heroin users when the highly desirable ‘choice
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option, which provides injectable diacetyl norphine, is avail able
to only half of the participants?

 does the addition of injectable diacetyl norphine to naintenance
treatnent produce better outcones in terns of health, crimna
behavi our and soci al functioning?

* can dependent heroin users be stabilised on injectable
di acetyl nor phi ne or injectable diacetyl norphine plus ora
net hadone on a | arge scal e?

e can injectabl e diacetyl norphi ne nai nt enance treatment be
i ntegrated successfully with oral methadone mnaintenance treatment
to provide flexibility in treatnent on a | arge scal e?

 are the individual nmeasures of outcones ‘workable’, in other words
can the questionnaires be adm nistered w thout undue respondent
burden and can the results be analysed in a tinmely fashion? If new
neasures are used, are they valid and reliable?

* is the package of indicators devel oped to neasure the soci al
effects of a trial workable? Have there been any major negative
soci al effects?

Recomendation 6: Pilot study 2 wll be deemed a success if the

following criteria are met:

e that there is an indication that dependent heroin users, who have
dropped out of nethadone treatnent, are attracted back to
treatnent and that the retention rate for both this group and for
those recruited fromcurrent methadone clients is better than for
partici pants who receive oral nethadone only;

« that the process of randonising participants into two groups, only
one of which receives the choice of injectable diacetyl norphine
prescription, is shown to be feasible for evaluating the nulti-
centre two-year trial

« that at the end of six nonths, there are indications of
i mprovenments in at |east half of the outcone neasures pertaining
to health, crimnal behaviour and social functioning;

« that a stable nai ntenance dose of injectable diacetyl norphine or
i nj ectabl e di acetyl norphi ne plus oral nethadone can be found for
nore than half of the participants in the ‘choice group

e that injectable diacetyl norphine maintenance treatnent can be
i ntegrated successfully with oral mnethadone maintenance treatnent;

e that individual measures of outcones are determ ned to be
wor kabl e;

 that the package of indicators devel oped to neasure the social
i mpact of diacetyl norphine prescribing is workable and there have
been no maj or negative effects.

Assessnment that this pilot study has been a success wll warrant
proceeding to a full-scale trial.

As outlined above, the trial will focus on three population
groups—dependent heroin users who have dropped out of currently
avail able treatnent options, current nethadone clients who would
prefer the expanded treatnment option and dependent heroin users who
have never been in treatment. For the first and last of these
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groups, evaluation wuld assess whether or not the addition of
i njectable diacetylnorphine to maintenance treatnent inproved the
ability to attract dependent heroin users into treatnent. For all
groups, there would be assessnent of whether or not expanding
mai nt enance  treat ment to include injectable diacetyl norphine
improved the ability to retain participants in treatnent. In
addition, there would be assessnent of whether or not participants
randomy assigned to a ‘choice’ group (with options of injectable
di acetyl nor phi ne al one, i njectable diacetylnmorphine plus oral
net hadone or oral nmethadone alone) had better outconmes than
participants randomy assigned to a ‘control’ group, where only oral
nmet hadone was available. The outcomes would again be health,
i ncluding H V/ AIDS and hepatitis risk behaviours and licit drug use;
crim nal behavi our, including illicit drug wuse; and soci al
functi oni ng.

The trial will last for two years. If the outconmes are positive
in the first year, all participants will be offered the expanded
treatnment option which includes injectable diacetylnorphine in the
second year. This has three advantages. First it wll test the
ability to sustain the positive effects with a larger nunber of
participants. In addition, there is likely to be less intense
interest in the trial in the second year and this will give a nore

accurate indication of the ability to sustain positive effects in
the long term Third, availability of diacetyl norphine in the second
year should maxinmise the likelihood that the ‘control’ group wll
continue to participate in the trial, so that neaningful conparisons
of outcones can be nade between the ‘choice’ and ‘control’ groups in
the first year. If the results show that there is no additional
advantage to prescribing injectable diacetylnorphine over the
prescription of oral methadone alone or that expanding maintenance
treatnent by prescription of injectable diacetylnorphine has val ue
for only a subgroup of dependent heroin users, the second year
should be used to linmt or wind down the prescribing of injectable
di acetyl norphine and to gradually return those in the ‘choice’ group
to other treatnent options.

For a randomised controlled trial to produce useful results
whi ch are generalisable, it nmust be conducted in nore than one city.

The illicit drug scene varies from city to city, as does the
provi sion of nmaintenance treatment. In addition, the results have
national inplications and, if the Canberra-based pilots have been
successful, it will be appropriate to exami ne the research questions
nore broadly. Thus, if a full-scale trial proceeds, it should be
conducted in three Australian cities. Each will limt participation

to established residents. There will be 1000 participants, with 350
drawn from dependent heroin users who have dropped out of currently
avail able treatnent options, 350 from current methadone clients who
woul d prefer the expanded treatnment option and 300 from dependent
heroin users who have never been in treatnment. There will be at
| east 100 participants fromeach group in each city.

The package of social indicators wll neasure potential
positive and negative social effects. Cost-effectiveness, as well as
ef fectiveness, will be neasured and will take into consideration the
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ability to attract and retain people in treatnent, and individual
and social effects.

Criteria for the success of the trial are not stipulated.
These should be deternmined before the trial is run, but in |ight of
experience with the pilot studies.

It is worth noting that the research questions to be addressed
by this trial are nuch broader than those being investigated by the
Swiss trials. The Swiss trial focus on those for whom other
treatnent options have not been successful.

Recomendation 7: If the pilot studies are shown to be successful
that a two-year trial with 1000 participants is conducted in three
Australian cities. That it target three groups of dependent heroin
user s—those who have never been in treatnment, those who have dropped
out of treatnent, and current methadone clients who would prefer the
expanded treatnent option. That it address the follow ng questions:
e can the availability of injectable diacetylnorphine as part of
mai nt enance treatment attract into and retain in treatnment, people
who have not previously been in treatnent?

 does the addition to maintenance treatnent of injectable
di acetyl norphi ne attract back and retain in treatnent dependent
heroi n users who have dropped out of mnethadone treatnent?

 does the expansion of naintenance treatment to include
di acetyl nor phi ne inprove retention in treatnment for those drawn
from current nethadone clients?

« for each of the three target groups, does providing a choice of
treat ment which includes the option of injectable diacetyl norphine
i mprove outcones over the option of oral nethadone only?
Participants in the ‘choice’ and ‘control’ groups will be conpared
on the follow ng neasures: health, crimnal behaviours and socia
functioning. If the outcomes are positive in the first year, al
participants will be allocated to the ‘choice’ group for a second
year, to test if the positive outcomes can be sustai ned

e what is the social inpact of expandi ng mai ntenance treatnent to
i ncl ude di acetyl nor phi ne prescription?

* is adding diacetyl norphine to naintenance treatnent cost-
effective?

Al though the proposal involves expanding current maintenance
treatnent to include diacetylnorphine, the pilots and trial wll
require the establishnent of a new and separate clinic, which is
specifically tailored for the provision of this new treatnent
option. Additional nedical, nursing and counselling staff nust also
be enployed. Diacetyl norphine hydrochloride can be purchased as a
sterile powder through |legal commercial channels outside Australia.
Di acetyl morphine will only be available for injection at the clinic;
there will be no take-away doses. Oral nethadone will be avail able
as take-away doses in accordance with current guidelines. Injectable
di acetyl norphine will be available up to three tinmes per day, ora
net hadone wi Il be available once a day. The clinic will have opening
hours in the norning, early afternoon and early evening. Doses wl|
be individually tailored, but, based on Swi ss experience, there wll
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be an upper linit of 800 ng diacetylnorphine per day. Apart from
features specific to the provision of injectable diacetylnorphine
gui del i nes established for the provision of oral nethadone wll be
followed. There will be strict security procedures and the injection
of diacetyl norphine will be closely supervised to prevent diversion
and to ensure that safe practices are followed. Trial participants
will be assessed for their ‘fitness’ to leave the clinic and
particularly to drive a notor vehicle.

Recomendati on 8. That the service provision for the pilot studies
and the ACT component of the trial is provided by the Al cohol and
Drug Service of ACT Health. That the independent evaluation is
conducted jointly by the National Centre for Epideniology and
Popul ation Health at The Australian National University and the
Australian Institute of Criminology. That a comrittee is established
to oversee the running of the pilot studies and the ACT conponent of
the trial. Its menbership should include representatives from the
clinical staff, participants and researchers; the police and
judiciary; the nmedical profession and non-governnent treatmment
services; ACT Health and the ACT Attorney-General’'s Departnent;
rel evant Commonwealth departnents; and an ethicist. That this

conmmittee will reconmend to the ACT Legislative Assenbly whether or
not there should be progression from pilot 1 to pilot 2 and from
pilot 2 to a trial or if the prescription of injectable

di acet yl nor phi ne shoul d be stopped at any tine.

Conducting the pilots and trial will be require a significant
financial commitnent. A nunber of factors contribute to the expense.
The cost of diacetylnorphine itself is relatively high, because only
snmal |l quantities are produced by limted nunbers of |egal comerci al
producers. The need for high security during production, shipnent,
storage and dispensing adds to the cost. Because diacetyl norphine
can only be adnministered at the clinic, there are costs associated
with staffing the treatnment centre for extended hours. Ironically,
i f expandi ng nai ntenance treatnment by including diacetyl morphine is
successful in attracting people into treatnent and in retaining
them this wll also add to the costs. Finally, high quality
eval uation is expensive.

There will be a preparatory phase which will last at |east six
nonths; pilot 1 will take 7.75 nonths; pilot 2 10.25 nonths; and the
trial will take two years.

It is estinmated that establishing and conducting an initial
six-nmonth pilot with 40 participants will cost around $800,000 and a
second six-nmonth pilot with 250 participants will cost $1.5 mllion
Initial estimtes suggest that expanded naintenance treatnment which
i ncl udes di acetyl norphine would cost the comunity |ess than one-
tenth of the cost of an untreated illicit heroin user and would be
substantially cheaper than sonme current treatnents.

Reconmendati on 9: That, noting the national significance of the ACT-
based pilot studies, there is extensive financial support from
outside the ACT to fund the pilot studies.
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| npl enent ati on

Al though the process of developing this proposal has been highly
consul tative, none of the major interest groups have seen the final
report and recommendations. There nust be an opportunity for the
report and recommendations to be scrutinised, discussed and, if
necessary, nodified before the proposal is inplenented. Three nonths
should be allowed for this consultation process, which should be
overseen by a conmittee with representation from the Al cohol and
Drug Service, the police and judiciary, the ACT Attorney-Ceneral’s
Departnent, relevant Conmonweal th departnents, illicit heroin users,
the nedical profession and non-governnent treatnment services, an
ethicist and the Director of the Feasibility Research. The
consultation process should end on 30 Septenber 1995 and the
committee should report to the Mnister for Health in the ACT on the
results of the process by 31 Cctober 1995.

Recomendati on 10: That the ACT government institutes a three-nonth
consul tation period in which the results of the feasibility research
are wdely dissenmnated and discussed. That a conmittee 1is
established to receive and consider the feedback from groups and
i ndividuals. That the committee includes representation fromthe ACT
Heal th Al cohol and Drug Service; the police and judiciary; the ACT
Attorney-General’'s Departnent; relevant Comonwealth departnents;
illicit heroin users; the nedical profession and non-government
treatment services; an ethicist; and the Director of the Feasibility
Research. That the conmittee reports to the ACT Mnister for Health
on the results of the consultation no later than 31 COctober 1995.

| medi ate steps nust be taken to mninise the possibility of
illicit heroin users from around Australia noving to the ACT. The
ACT Health Al cohol and Drug Service should wite to drug treatnment
and user advocacy groups around Australia informng them of the
current status of considerations about the pilot studies and of the

eligibility criteria, so that dependent heroin users will be aware
that nmoving to the ACT will not give them access to the pilots or
trial.

Reconmendation 11: That the ACT Health Al cohol and Drug Service is
proactive in dissemnating information about eligibility criteria to
drug treatnment services and user advocacy groups around Australi a.

Reconmendati on 12: That, to establish the first pilot study, the ACT
Legi sl ative Assenbly either amend existing |legislation or introduce
special legislation to make di acetyl norphine available for carefully
controlled and limted nedical prescription. That the ACT governnent
liaise with the Comobnwealth and other States about the passage of
rel evant legislation and the provision of the necessary |icences and
perm ssions. That a service manager and a senior specialist are
enpl oyed as soon as practicable to establish policy and procedures
for the service delivery. That the service nmnager is also
responsible for finding a suitable location for the new clinic;
organi si ng refurbi shnment; and hiring and training non-nedi cal staff.
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Part 2: The rationale for expandi ng mai nt enance
treatnment to include diacetyl norphine and the
hi story and context of the feasibility
researchThe Rational e for Expandi ng Mai nt enance
Treatment to include Diacetyl norphine

It is beyond the scope of this report to reiterate the history of
governnment responses to the use of heroin and other psychoactive
drugs (excellent reviews are available in Manderson 1993 and Misto
1987) or to exam ne critiques of that response (there are many; eg
see Fox and Matthews 1992; Kaplan 1983; Rainforth 1991*). Suffice to
say that there have been strenuous national and internationa
efforts which have made heroin use illegal and maintained this
illegality.

Both nationally and internationally, there is |ong-standing and
continuing government and public concern about the use of nood-
altering drugs in which the use of heroin loons large. In Australia,
since 1971, there have been at least ten Royal Conm ssions,
Committees of Inquiry or Parlianentary Conmittees which have deal't
with drugs, drug use and ways of aneliorating the effects of drug
use. Since 1979 these enquiries have considered the option of
di acetyl nor phi ne mai ntenance treatnent, and although they have
reconmmended against it (with some suggesting that the prescription
of diacetyl norphine nmay have value for a small nunber of dependent
users), the issue has persisted (Hartland 1991*; Hartland et al.
1992*).

There has been international as well as national interest in
di acetyl norphi ne  mai ntenance treatnment. In 1994, the Swiss
governnment began trials of diacetylnorphine nmaintenance treatnent
for heroin dependence and in nid-June 1995, the Health Council of
the Netherlands reconmmended that Dutch trials should be undertaken.
Di acetyl nor phi ne nmai ntenance prescription for heroin dependence
continues to be a treatnment option in the United Kingdom although
it is no longer as widely practised as it was in the 1960s and
1970s. A randomi sed controlled trial conducted in the 1970s to
assess the value of the, then, new nethadone naintenance treatnment
agai nst that of the, then, established diacetyl norphi ne mai ntenance
treatnent produced equivocal results. Hence debate continues
Serious consideration was also given to the prescription of
di acetylnorphine in the USA in the 1970s, but politica
considerations prevented a trial from eventuating (Wrking Paper A
in preparation).

The argunents agai nst diacetyl norphine maintenance prescribing
are not presented here. The argunents and their analysis form a
substantial proportion of Part 3 of this report.

There are a nunber of reasons for the persistence of this
i ssue. First, the argunments put by proponents have not been properly
tested. These argunents have been outlined in Part 1, but are
basically that expansion of naintenance treatnment to include

di acetyl norphine will have benefici al effects for individual
patients and will aneliorate sone of the social problens caused by
dependent use of illegal heroin.
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Changi ng conditions have also given inpetus to the prospect of
expandi ng naintenance treatment to include diacetylnorphine. The
advent of H V/ AIDS has been particularly potent. Concerns about its
transm ssion through the intravenous drug using community and fears
that the intravenous drug using community might be a conduit for the
spread of the disease into the general population have led to
consi deration and inplenentation of a range of preventative options,
one of which is to add di acetyl norphi ne to naintenance treatnent.

Most  recently, evi dence about the <cost-effectiveness of
treatnent has begun to accurul ate and has spurred thinking about new

treatnment possibilities. In 1991 the National Institute on Drug
Abuse in the USA coll ated evidence from a nunmber of studies to show
that treatnment of illicit drug users is nore cost-effective than
| eaving themin the community untreated or sending themto jail. The
untreat ed dependent user was estimated to cost society $US43, 000 per
year, inprisonnent costs $US40,000 per year, whereas nethadone

treatnent costs $US3,500 per year and treatnment in a therapeutic
community costs around $US16-20,000 per year (National Institute on
Drug Abuse 1991).

A study of Californian drug and al cohol treatnment showed that
the benefits of treatnent outweighed the costs by ratios of 4:1 to
12:1, depending on the type of treatnment (Gerstein et al. 1994). The
estimated cost to tax-paying citizens of a dependent heroin user in
the vyear before entering nmnethadone naintenance treatnment was
$US19, 334, with about one-quarter being the value of cash and
property stol en.

Australian evidence is conparable, except that the costs to the
community before a dependent user enters treatnment are estimated to
be substantially higher. A study comm ssioned by the therapeutic
community Qdyssey House in Victoria estimated that the cost to
society of a dependent wuser in the year before entering the
t herapeutic comunity is $A75,000, with $A53, 000 being the cost of
drug-related crime. The study also estimated that incarcerating
dependent users costs $A48,000 and that treating them at Qdyssey
House costs $Al5, 600 per year (Odyssey House, no date). Calcul ations
based on prelimnary results froma South Australian study, estinate
the cost of crimnal activity (excluding drug dealing) at $A130, 000
per year before a dependent user enters nethadone treatnent and that
net hadone treatnent costs just over $A2,000 per year (Ryan et al
1995; Jason White, personal communication 1995).

The budget for the clinical service in pilot 2 suggests that
expandi ng nai ntenance treatnment to include diacetylnorphine would
cost a maxi mum of $10,000 per participant per year (see Part 4).
This is about one-tenth the cost to the conmunity of an untreated
dependent heroin user. Although it is substantially nore expensive
than methadone treatnent, there is a nuch higher conponent of
counsel ling and social support. The cost is significantly |less than
that of a therapeutic conmunity.

Currently, the main forms of treatnment for heroin dependence
are net hadone mai nt enance, det oxi fi cati on, counsel l'ing and
t her apeutic comuni ties (and conbi nati ons of t hese). The
introduction of rmethadone rmmintenance treatnment by Dole and
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Nyswander in the 1960s marked a significant advance. In a review of
eval uations of nethadone treatnents in 1992, Ward and coll eagues
concl uded that “nmethadone maintenance is the best of the available
alternatives. Oher forns of treatment attract and retain fewer
patients, and do not produce superior outconmes anong those who
complete treatnent” (p. 285). However, they also pointed out that
net hadone treatnment is not a panacea. On average, within 12 nonths,
about half of those who enter nethadone treatnent either |eave or
are discharged (many prograns have sanctions against continuing
illicit drug use). Met hadone prograns also vary in their
ef fectiveness in reducing crimnal behaviour, including illicit drug
use. Finally, the benefits of methadone nai ntenance continue only as
long as the person remains in treatnment; relapse to heroin use is
high for those who discontinue treatnment. There is little research
evi dence on either the proportion who eventually becone drug-free or
of the success of planned withdrawal and rehabilitation

This evidence suggests that there is nmerit in investigating
other drugs to deternmine if they can, I|ike nmethadone, neet the
following criteria for effective maintenance treatnent:

 there should be cross tolerance and cross dependence with the
psychoactive substance causi ng dependence

 the drug should reduce craving and suppress wi thdrawal

e administration of the drug should result in stabilised consunption
(within a defined therapeutic range)

e it should result in inmprovenent in physical health

* it should facilitate psychosocial wellbeing with an enphasis on
habilitation and rehabilitation

it should be acceptable to clients

it should be acceptable to professionals

it should be acceptable to the general comunity
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* there should be no long-termtoxic effects resulting from
t herapeutic adm nistration

e it should be both affordabl e and avail abl e for use.

(These draft criteria were proposed at a Program on Substance Abuse
Consultation on the Wrld Health Organization Drug Substitution
Project in Geneva in May 1995 [proceedi ngs forthconing].)

Possi bl e candi dates for expanded naintenance therapy include
bupr enor phi ne, LAAM (I evonet hadyl acetate), naltrexone, injectable
net hadone and diacetyl norphine. The feasibility study originally
intended to consider a range of opioids, but at the end of Stage 1
narrowed the field to diacetylnorphine. This option has been the
nost di scussed but |east researched and is a highly-preferred option
for nost dependent heroin users.

The criteria listed above in essence rewrd the research
guestions which the pilots and trial have been designed to expl ore.

The pilot studies will address the question of whether or not
adm ni stration of diacetylnorphine or diacetylnmorphine plus ora
net hadone can result in stabilised consunption (within a defined
t her apeuti c range).

The trial will exam ne effects on physical health, psychosocial
wel | being (habilitation and rehabilitation) and affordability.

The research to date has established acceptability, at least in
principle, to clients, professionals and the general comunity (see
Part 3) and the known properties of diacetylnorphine neet the
criteria of cross tolerance and cross dependence, elimnination of
craving and wi thdrawal, and no long-termtoxicity.

However, as the discussion above shows, questions about
assessnent of the therapeutic value of diacetyl norphine are asked in
a highly politicised context and the issues which need to be
addressed in a feasibility study enconpass a range of topics not
normally weighed in the balance when deciding whether or not to
trial a drug clinically. These issues include the legal status of
prescribing the drug and an assessnent of social risks, including
the dangers of escalating non-therapeutic use of the drug and of
attracting dependent heroin users to the city where the trial is to
be conduct ed.

This feasibility study is a systematic in-depth exam nation of
the scientific, clinical and political issues involved in a trial of
expandi ng mai ntenance treatnent to include diacetyl norphine
prescription. It concl udes that di acetyl nor phi ne  mai nt enance
treatnment nay be a valuable addition to current treatnent options
and thus that its efficacy should be trialed and carefully
eval uated. There nust be appropriate safeguards against the likely
ri sks. The proposed trial will address |ong-standing questions about
whet her adding diacetylnmorphine to nmmintenance treatnment is an
ef fective additional treatnment option or has no value and should be
abandoned.
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A Brief History of the Feasibility Study

As outlined above, there is a sixteen-year history in Australia of

gover nnent consideration  of the issue of di acet yl nor phi ne
mai nt enance treatnment. In 1989, the newly formed ACT Legislative
Assenbly established a Select Conmittee on HV, Illegal Drugs and

Prostitution. It had representatives fromboth the Labor and Liberal
parties and was presided over by M M chael More, then a nenber of
the Residents’ Rally and later an independent nmenber. As part of its
deli berations the comittee examined the issue of diacetyl norphine
mai nt enance treatnent.

In March 1991, the Presiding Menber approached the Director of
NCEPH, Professor Bob Douglas, to discuss the possibility of a trial
of such treatnment. In April a group of experts in drug treatnment and
drug policy assenbled at NCEPH, endorsed the need for a study into
the feasibility of diacetylnorphine naintenance treatnment and
suggested a four-stage process. Each stage was to be sel f-contained,
ending with a decision about whether or not to proceed further. The
first stage was to consider the issue of feasibility in principle;
the second to consider logistic feasibility, the third to pilot
procedures; and the fourth stage was to be the trial itself.

Stage 1 was conpleted in three nonths, with a recomendation to
proceed to Stage 2 being nade at the end of July 1991. This report
ends the Stage 2 research and reconmends that two Stage 3 pilot
studi es are undertaken. The Stage 1 and 2 research was undertaken
jointly by NCEPH and Al C

Volume 1 of the Stage 1 report was reprinted in full in the
Second Interim Report of the Select Committee on HV, Illegal Drugs
and Prostitution (Legislative Assenbly of the ACT 1991), which was
presented to the ACT Legislative Assenbly in August 1991. Debate on
the report was rapidly adjourned and the conmittee |apsed after the
ACT Legislative Assenbly el ections in February 1992.

In April 1992, the then Mnister for Health, M Wyne Berry,
took the issue of the feasibility study to the Mnisterial Council
on Drug Strategy (MCDS). MCDS is conprised of two Mnisters, one
each from health and |aw enforcenent, from each jurisdiction (the
Commonweal th and each Australian state and territory). MIDS noted
“the progress nmade by the National Centre for Epidemniology and
Popul ation Health (NCEPH) in undertaking a feasibility study, not

involving the distribution of any drugs, into heroin treatnent
options” and recomended that “the results of the feasibility study
be reported to MCDS’. In subsequent years progress reports about the

study were noted and in 1994 a subconmittee of the National Drug
Strategy Comittee (NDSC) was established to consider the Stage 2
report when it was released. NDSC is a simlarly representative
conmttee of senior officers (public servants and police), which
supports MCDS. This committee has overall responsibility for the
i mpl ementation of Australia' s national drug strategy.

NCEPH and Al C decided to proceed with the Stage 2 feasibility
research after strong support at a one-day national sem nar “Heroin
Treatment New Alternatives” in Novenber 1991 (Banmer & Cerrard
1992%) . The decision was made possible by a peer-reviewed

31



Feasibility research results

conpetitive grant of $445, 000 over five years from The Australian
National University's Strategic Developnent Fund, which ains to
“identify and develop new areas of research perceived as
particularly fruitful, in the national interest and inadequately
addressed el sewhere in the country”. A further $115,000 was raised
t hrough other conpetitive peer-reviewed grants to fund a nunber of
specific sub-projects. (A list of grants is presented at the end of
the report.) In total the feasibility research has cost close to $1
mllion.

The conmplexity of the issues and the |ack of already available
information on which to base decisions nmeant that the Stage 2
research took longer than originally anticipated. Mking final
reconmendati ons was postponed nore than once, so that the issues
could be properly considered. This final Stage 2 report and

reconmendations will be presented to the current ACT Mnister for
Health, Ms Kate Carnell (who is also the Chief Mnister), on 27
June 1995 and it is anticipated that she will present the findings

to the Mnisterial Council on Drug Strategy.

The Process of Conducting the Feasibility
Resear ch

The Stage 2 research into logistic feasibility had three conponents:
an assessment of risks, developnent of a proposal for service
provi sion and devel opment of a proposal for evaluation. Miuch of the
research broke new ground.

The process was guided by a nineteen nenber Advisory Conmittee
which net three times in 1992 and annually thereafter. The Committee
had Australia-wide representation from acadenics, advocates for
illicit drug users, judiciary, police, policy makers, and treatnent
service providers. In order to ensure that a balance of views was
represented on the Advisory Comrmittee, it was agreed at the outset
that the Conmittee would not be asked to fornulate or endorse the
final reconmendati ons.

As discussed in nore detail below, there was enphasis on an
open, consultative process. As sub-projects were conpleted, the
results were published as working papers, so that they were
available for scrutiny and discussion. Newsletters summarising the
research results and providing updates of political events
surroundi ng the feasibility considerations were published fromtine-
to-tine. Key deci si on maker s, | ocal |y, national ly and
internationally, were briefed about results and asked for input. The
nmedia was kept informed about the study and there were numerous
radio, television and newspaper reports. The ABC current affairs
series Attitude produced a program about the feasibility study which
was screened in June 1994. Papers were also presented at national
and international conferences and are being published in peer-
reviewed journals. One of the study ains is to facilitate inforned
debat e about the issues.

There was also considerable interchange of information wth
Swiss policy makers, health professionals and researchers who are
involved in the trials of diacetylnorphine maintenance prescribing
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which began in 1994. The Swiss trials strongly influenced the
proposal for service provision.

Three principles guided the conduct of the feasibility study:

 the research should have intrinsic value, so that regardl ess of
whet her or not a trial goes ahead, the research should be of val ue
to treatnent services or to drug policy generally

* research should be conducted in all relevant disciplines and the
di sciplinary findings should be integrated to address the centra
pr obl em

* the process should involve to the greatest extent possible the key
i nterest groups—+llicit drug users, service providers, police,
policy makers and the comunity.

The first principle nmeant that research questions were framed
br oadl vy, so that the issues relevant to the feasibility
i nvestigations were enbedded in a wde context, which provided
valuable information in itself, but also enriched the information

needed for the feasibility considerations. This can be illustrated
by three exanples: the study of ex-users, the study of unmet needs
and the studies of the illicit drug market.

For the feasibility research, the study of ex-users had three
pur poses—to determ ne whether or not ex-users supported a trial of
expandi ng nmai ntenance treatnment to include diacetyl norphine and why;
to try to establish whether or not there was a risk that such a
trial would nake it harder for dependent heroin users to becone
abstinent; and to try to establish if there was a risk that a tria
woul d tenpt ex-users to start wusing again. These questions were
enbedded in a study about stopping dependent use-why people had
stopped, how they had stopped and how they had nmintained
abstinence. This was the first Australian study of its kind and
pointed to ways in which drug treatnment might be nore successfully
geared towards attaining abstinence (Bammer & Wekes 1993* 1994*).

Anot her inportant consideration for the feasibility research
was the views of those who were potential participants—aere they
interested in participating and how would they want a trial to be
run? These feasibility research questions were set in the context of
unmet needs for treatnment. |Information was gathered on why dependent
heroin users do and do not enter treatnent, whether treatnment needs
are met successfully and why users drop out of treatnment. Again this
study has many unique aspects and the results can help inprove
existing treatnment services (Wrking Paper B in preparation).

Understanding the drug nmarket is inmportant to the feasibility
study for both risk assessment and for potentially measuring trial
outcomes. The feasibility research brought together acadenic
researchers, police, and law enforcement intelligence analysts to
di scuss ways in which data sources and skills could be better shared

in order to inprove understanding of illicit drug markets (Bamrer
1993b*). In addition, the feasibility research exan ned new ways in
which the illicit drug market could be nonitored, including an

exam nation of fatal and non-fatal heroin overdoses (Bammer and
Sengoz 1994* 1995*; Banmer et al. 1995c*).
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The second principle involved integrating a nulti-disciplinary
approach. Acadenic colleagues with a range of disciplinary skills
donated tinme to the project—the disciplines covered included
ant hropol ogy, «clinical science and health care, crinmnology,
denmogr aphy, econom cs, epideniology, |aw, pharnacol ogy, philosophy,
political science, policy analysis, psychology, sociology, and
statistics.

The third principle was to involve the relevant interest
groups. Martin (1991*) analysed the role of interest groups in
shapi ng debates about drug policy and in determ ning the issues and
argunments brought to bear. The aim here was prinmarily to use

interest groups to ensure that all potential issues, especially
ri sks, had been identified and to determ ne the | evel of support for
a trial of expanded nmai nt enance t r eat nent to i ncl ude

di acetyl nor phi ne prescri bi ng.

Both formal and informal consultation processes were used. The
formal processes were surveys, a reference group and workshops. The
i nformal process was discussion, both one-to-one and snall group
The key interest groups consulted were the general comunity, the
police, illicit drug users, service providers, ex-users and policy
nmakers.

ACT community surveys were conducted in 1991 and 1994; Sydney
and Queanbeyan residents were surveyed in 1991; and a nationa
survey was conducted in 1995. There were also informl discussions
with individuals and particular community interest groups including
Drugs in the Family (a self-help group of, predomi nantly, parents of
illicit drug users) and the Victins of Crinme Assistance League
(VOCAL ACT Inc).

The police were surveyed in 1991, were involved in a workshop
about drug markets in 1992 and in a workshop specifically on
policing issues for a trial in 1994. There were regul ar di scussions
with the ACT Drug Squad and the Australian Bureau of Crimnal
Intelligence. There were also discussions wth the Australian
Federal Police Association (Federal and ACT branches) and individual
ACT and interstate police.

I[1licit drug users in and out of treatnent were surveyed in
1991 and 1993. A reference group of people who are advocates for
illicit drug user interests (w thout necessarily being users or ex-
users thenselves) was also consulted regularly and there were many
i nformal discussions with individuals and advocacy groups, locally
and interstate. There was also participation in public neetings
organi sed by the ACT Intravenous Drug Users League (ACTIV) and the
Dependency Care Foundati on.

Service providers were surveyed in 1991 and attended workshops
on medical issues involved in prescribing diacetylnorphine in 1994,
cost considerations for service provision in a trial in 1994, and
the contribution of childhood sexual abuse to al cohol, heroin, and
other drug problens in 1993. There were a nunber of discussions with
staff from the ACT Health Al cohol and Drug Service and staff from
non- gover nment organi sations, particularly Assisting Drug Dependants
Inc and the Al cohol and Drug Foundation of the ACT. There were also
di scussions with the Australian Medical Association, the Australian
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Sal aried Medical Oficers Federation and individual doctors,
phar maci sts and ot her heal th professionals.

Some service providers are also ex-users and so contributed to
bot h perspectives. O her ex-users were surveyed in 1991 and 1993 and
there were al so informal discussions.

VWiile a highly consultative process has been used in the
formulation of this final report and recommendati ons, none of the
above groups has yet seen the report and recomendations and all
wanted an opportunity to consider and coment on them It is
therefore recomended that there is a three-nonth consultation
period before the ACT Legislative Assenbly makes a decision about
whet her or not to proceed (Recommendation 10).

The Context of the Feasibility Research

This proposal nust be viewed in terns of the Australian and
particularly the ACT context of illicit drug use. Australia has a
popul ati on of around 17.5 mllion. The ACT is a |landl ocked territory
surrounded by the state of New South Wales and houses the national
capital, Canberra, wth a population of about 300,000. Canberra
adj oi ns the New South Wales city of Queanbeyan, with a popul ation of
sonme 25,000. Conpared to the rest of Australia, the ACT popul ation
is younger, better educated and nore affluent. Unenploynent is |ower
than el sewhere in Australia and nore than half of the workforce is
enployed in the public sector, conpared to less than one-third
nationally (see Stevens et al. 1991*). An outline of factors which
m ght influence movenent into and out of Canberra is presented in
Banmer and col | eagues (1994a*).

The tangi ble and intangible economc costs of illicit drug use
in Australia in 1988 were conservatively estimated at $1,441
mllion, which is ten per cent of the costs of all drug use

(i ncludi ng al cohol and tobacco; Collins & Lapsley 1991).

The 1993 National Drug Household Survey (National Drug Strategy
1993) found that 34 per cent of those aged 14 years or ol der had
ever tried marijuana, with 13 per cent having used in the last 12
nmonths. The next nost comonly wused illicit drugs were the
anphetamines with eight per cent having tried them and two per cent
having used in the last 12 nonths. Heroin and cocai ne/crack use were
conmparable with two per cent having ever tried and one per cent
having used in the last 12 nonths. Many dependent users in the ACT
use a range of drugs, but for a substantial proportion heroin is the
drug of choice (Stevens et al. 1991*; Bamer & Crawford 1991*;
Working Paper B in preparation). Injection is by far the nost conmon
route of administration of heroin, but snoking and other fornms of
inhaling (“chasing the dragon”) also occur (Australian Bureau of
Crimnal Intelligence 1995; Stevens et al. 1991*; Bammer & Crawford
1991*; Working Paper B in preparation).

In 1988 there were estimted to be 30,000-50,000 dependent
heroin users in Australia (National Canpaign Against Drug Abuse
1988). Estinmates conducted as part of the feasibility study vary
somewhat, but suggest that there are likely to be around 1,000
dependent heroin users in the ACT (Larson 1992*; Larson et al.

35



Feasibility research results

1994*; Larson & Bammer 1995*; Stevens et al. 1991*). A 1991 ACT
school survey of students’ drug use found that three per cent of
mal es and four per cent of females had ever used opiates (ACT
Governnent Al cohol and Drug Service 1991). In a survey of 155 ACT
people aged 12 to 17 who, because of fanily problens, were living
away from hone or had lived away from home in the last 12 nonths,
eight (5% had ever used heroin, nostly only once or tw ce, and none
woul d have been eligible for inclusion in a trial (Sibthorpe et al.
1993*)

A series of vignettes about the range of lifestyles of illicit
drug users in the ACT was presented in Stevens and colleagues
(1991*). This illustrated that while sonme users fit with the common
stereotype of alienated individuals with problematic |Iifestyles,
others are well integrated into nminstream society. The surveys
conducted as part of the Stage 2 research attracted few users who
were not in treatnent, and they were generally not typical of the
stereotyped inmage (Working Paper B in preparation). As is expected
fromthe results of other nethadone prograns (Ward et al. 1992), a
proportion of methadone clients were still wusing illicit drugs and
conmtting crine (Banmer et al. 1994b*; Wrking Paper F in
preparation).

According to the Australian Bureau of Criminal Intelligence
(1995), heroin is “usually encountered as a white powder known as
No. 4 heroin, indicating a high purity product”; however, other
forms are also available. In 1994 the Australian Custons Service
reported 56 seizures of heroin, totalling around 248.5 kg. In the
same year, the price of a street gram of heroin in the ACT ranged
from $50 to $500.

Sydney, the largest city in Australia, is 300 km from Canberr a,
a three to four hour drive, and is the main source of supply for
heroin in the ACT. The ACT drug market seenms to have well-
established and effective systenms of operation, with a high degree
of flexibility and adaptability that nakes |aw enforcenent
difficult. Eleven ACT drug dealers were in prison in 1993 (Bamer &
Sengoz 1994*).

Nationally, in 1991 7.5 per cent of prisoners had a drug-
related charge as their nobst serious offence, with alnost six per
cent having drug trafficking as their nobst serious offence
(Department of Health, Housing and Community Services 1992).
Attenpts to estimate the percentage of other crinmes which are drug-
related are fraught with difficulties (Australian Bureau of Crim nal
Intelligence 1995). However, many Australians feel that they have
been affected by drug-related crine. In the 1991 survey of the ACT
community, 25 per cent reported that they or soneone close to them
had been affected by a crime that they thought was committed by
illegal drug users (Bamrer & Crawford 1991*; Banmer et al. 1995b*)
and sinilar percentages were reported in the 1994 ACT and 1995
national surveys (Wrking Paper C in preparation).

O herwise, as far as the general comunity is concerned, there
is little visible evidence of illicit drug use in Canberra. There
are no congregations of illicit drug users and no areas that
ordinary citizens are advised to avoid. There are, however, sone
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areas of public housing that are seen to be undesirable and an
association with illicit drug use is one reason for this. It is rare
for discarded injecting equipnent to be found in public places,
al though a Needle and Syringe Exchange Program distributes around
130, 000 needl es and syringes per year. Public health measures, such
as di sposal shutes for injecting equipnment in sonme public toilets, a
nobi |l e bus that provides A DS education, including free condons and
needl e and syringe exchange, and various centres that provide
informati on, advice and other services or treatnment are discreet and
well tolerated (Bamrer et al. 1994a*).

In 1991, just over 3,000 people in Australia were notified Al DS
cases; five per cent were attributed to intravenous drug use
(National Canpaign Against Drug Abuse 1992). The seropreval ence of

H'V infection anpbng intravenous illicit drug users is |ow (under
5%, but Hepatitis B and C prevalence is high (around 70% or nore;
di scussed in Bamrer et al. 1994a*). In 1990 there were 457 opi ate-

related deaths in Australia (National Canpaign Against Drug Abuse
1992). From 1988-1991 there were three deaths from accidental opioid
poi soning in the ACT and between August 1990 and July 1993 there
were an estinmated 36 non-fatal heroin overdoses attended by the ACT
Anmbul ance Service (Banmrer & Sengoz 1994*; Banmmer et al. 1995c*).

A national census of drug treatnent service agencies conducted
in 1992 identified 465 treatnent agencies (National Canpai gn Agai nst
Drug Abuse 1992). In 1991 there were nore than 9,500 people on
net hadone prograns nationally (Departnment of Health, Housing and
Community Services 1992). In the ACT a range of governnment and non-
governnent agencies provide treatnment and/or support for illega
drug users. Wien the feasibility research began in 1991, the
governnent-run oral nethadone program had 100 places (85 on
mai nt enance and 15 on w thdrawal reginmens) and the waiting period
for entry was about two nonths. During the Stage 2 research, the
net hadone program underwent a period of expansion; when the surveys
of methadone clients were conducted in 1993, there were around 260
people on the program and by the end of Stage 2 the program had
reached the projected limt of expansion with 350 clients. There are
now plans to increase dispensing through pharmacies and to introduce
prescription through private general practitioners. Oher treatnent
servi ces i ncl ude a t herapeutic conmuni ty, counsel i ng,
detoxification centres and a range of self-help groups. There are
al so hal f-way houses and referral and information services (based on
Stevens et al. 1991*, which gives a fuller description of the ACT
situation in 1991). The ACT al so has active advocacy groups both for
drug treatment clients and for illicit drug users outside treatnent—
the ACT Intravenous Drug Users League (ACTIV), the Dependency Care
Foundati on and Met hadone Action Consumer Enpowernent.

As this description of context shows, the feasibility research
has contributed to the understanding of illicit drug use in the ACT
The main results fromthe feasibility research are presented in Part
3.
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Part 3. Results of the feasibility research

The Stage 1 feasibility research found that expanding maintenance
treatnment to include diacetyl norphine was feasible in principle. The
Stage 2 research found that it is also feasible |ogistically.

The key results of the Stage 1 research are reiterated here
along with the results of the Stage 2 research. The follow ng issues
are covered: the level of support anpbng a range of interest groups
for a trial of expanding nmintenance treatnment to include
di acetyl mor phi ne; an exanination of the |egal aspects of a trial; an
assessnment of the risks associated with a trial and how the risks
could be mninmsed; the devel opnent of a proposal for the service
provi sion aspects of a trial; and the devel opnment of a proposal for
evaluation. The Stage 1 and Stage 2 research also increased
under standing about illicit drug use in the ACT; these results are
presented in Part 2.

Throughout this section, the discussion does not generally
differentiate between the pilots and the trial; the same concerns
are usually relevant to both, but for the sake of brevity reference
is only made to the “trial”.

1. Support for a trial anong different interest groups

The nobst inportant group is the general comunity. The
Canberra, Sydney and Queanbeyan comunities were surveyed as part of
the Stage 1 research. The Canberra conmmunity was surveyed again in
consi derable detail towards the end of Stage 2 and subsequently
there was a national survey. In Stage 1, four other key groups were
surveyed: police, providers of treatnment and other services to
illicit drug wusers, illicit drug users and ex-users. There was
further research with both users and ex-users in Stage 2 and, during
this Stage, the views of the local Aboriginal community were also
sought. In Stage 1 there was an analysis of the views of the main
political parties which is not reported here (Hartland 1991%).

The general community

Overall, there is support in the general conmmunity for a
“heroin trial”. There is substantial support in the ACT and this
support has been sustained over time. The Australian community
general ly supports the idea of prescribing through special clinics,
but there is a level of wuncertainty about an ACT based trial,
al though there is nore support than opposition to it. Opinion is
fairly evenly divided between those who support, oppose and are
uncertain about trials of diacetylnorphine prescribing in their own
states, although there is nore opposition than support. There is
clear opposition to divorcing mnaintenance treatnent which includes
di acetyl norphine froman ultinate goal of abstinence.

In 1991 the follow ng question was put to a random sanple of
the Canberra, Sydney and Queanbeyan comunities (as well as police,
service providers and users and ex-users—see below, Bamer et al.
1995b*; Banmer & Crawford 1991*), and the question was asked again
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of a Canberra sanple in late 1994 (see Table 1; Wrking Paper B in
preparation):

Some people think there are so nmany problens caused by illega
drug use that something new urgently needs to be tried. They would
say that a proposed trial should go ahead.

O her people think setting up a trial is just too risky because
it mght make the problenms even worse. They would argue that it
shoul d not go ahead.

Do you think the trial should go ahead or that a trial should
not go ahead?
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Table 1
Canberra 1991 Canberra 1994 Sydney 1991 Queanbeyan 1991
% % % %
go ahead 66 (62, 70)¢ 54 (50, 58) 58 (54, 62) 43 (36, 50)
not go ahead 27 34 34 46
don’'t know 7 12 8 10
N 516 664 520 212
response rate 7% 52% 61% 74%
type of survey t el ephone nai | t el ephone t el ephone

The responses for the Sydney and Queanbeyan sanples are for a
trial in Canberra. Forty-four percent of both Sydney and Queanbeyan
respondents supported a Sydney-based trial (48% opposed in Sydney
and 47% in Queanbeyan; Bammer et al. 1995b*).

In the 1994 Canberra and 1995 national study, questions about
support for a trial were asked in a variety of ways and the |evel of
support varied depending how the question was asked (Table 2). The
national survey results are based on the first 1,915 responses to
questions included in the 1995 Australian conmponent of the
International Social Science Survey. Five thousand questionnaires
were mailed out, but the survey was not finished when this report
was witten. Detailed results for the Canberra and national surveys
are presented in Wrrking Paper Cin preparation.

The questions were:
Question A (after a series of detail ed questions about a trial)

Now that you have heard about sone of the potentia
benefits and potential problems of a heroin trial in the
ACT, is your reaction to itE

Question B

E, what do you think about these different policiesE

A policy with heroin available to addicts in treatnent,
but only at specific clinics; otherw se | aws agai nst
heroin use enforced as at present

Question C

Now we'd |ike to ask about different kinds of treatnent
prograns that try to deal with heroin addictsg
b. In a second kind of program addicts

e visit a nedical clinic regularly for counselling, and
they can take a drug to stop heroin craving if they want,
but

6 The 95 per cent confidence intervals for the percentages supporting the
trial are presented in brackets throughout. This nmeans that if the
survey had been repeated independently there is a 95 per cent chance
that the support reported would have fallen within the values in
brackets. The confidence intervals have not been adjusted for possible
bi as because of differences between those who did and did not respond
to the survey. However, as is discussed in the original papers, this
bias is generally thought to be | ow
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e can also choose to get a safe, legal injection of
heroin, as often as three times a day to keep themin
t he program

* The aimis to get addicts to | ead a nornmal, healthy
life—to have a regul ar j ob, support their famly, not
break the [ aw—

 and EVENTUALLY to get themto stop using heroin.

How do you feel about this progranE
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Question D

I n another kind of program addicts

e visit a nedical clinic regularly for counselling, and
they can take a drug to stop heroin craving if they want,
but

e can al so choose to get a safe, |legal injection of
heroin, as often as three times a day to keep themin
t he program

e But the programdoes not try to get addicts to give

up heroi n;
e instead its aimis just to get themto | ead a normal
healthy life with a regul ar job, support their

fam ly, and not break the | aw
How do you feel about this progranE

(There were sone wording changes between the ACT and nationa
surveys.)

Table 2
Support trial Oppose tri al Don’t know
% % %
Question A
Canberra 62 (68, 65) 17 21
Question A
Nat i onal 41 (38,43) 30 29
Question B:
Canberra 58 (54, 61) 25 18
Question B:
Nat i onal 57 (55, 59) 24 19
Question C
Canberra 39 (35,42) 25 37
Question C
Nat i onal 36 (34, 38) 27 37
Question D
Canberra 11 (9, 13) 61 28
Question D
Nat i onal 18 (17, 20) 49 33

It can be seen that a high percentage of respondents were
undecided. O those who felt able to nmke a decision, a higher
percentage supported a trial than opposed it (Table 3), except for a
program which did not have abstinence as the ultimte aim (Question
D).
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Table 3
Support trial Oppose trial
% %
Question A
Canberra 78 22
Question A
Nat i onal 58 42
Question B:
Canberra 70 30
Question B:
Nat i onal 70 30
Question C
Canberra 61 39
Question C
Nat i onal 57 43
Question D
Canberra 15 85
Question D
Nat i onal 27 73
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In the national survey, 34 per
occurring in their own city, 39 per
their own city and 27 per cent
supporting an ACT trial (Question A
trial in their own city are presented by state in Table 4.
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(32,36) supported a trial

were undecided. The

above)

and for
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supporting a

Table 4
New South Western South Northern
Wales Victoria  Queenslan  Australia  Australia  Tasmania  Territory ACT
% % d % % % % %
%
support
for an ACT 41 46 31 40 42 35 35 49
trial (37,45) (41,51) (25,37) (32,48) (34,50) (25,45) (24,46) (38,60)
opposi tion
to an ACT 32 25 38 29 27 28 43 26
trial
undeci ded 27 30 31 31 31 37 22 25
N 527 437 204 154 137 91 77 81
support
for a
trial in 35 38 23 38 36 17 23 53
their own  (31,39) (34,42) (18,29) (30,46) (28,44) (9,25 (14,32) (42,64)
city
opposi tion
to atrial
intheir 41 35 46 33 36 44 55 26
own city
undeci ded 24 27 31 29 29 39 22 21
N 522 430 222 150 136 88 78 81
Views about other policy and treatnent options were also
exam ned. In particular, policy questions from the 1993 National

Drug Household Survey were repeated (Nationa

Simlar results were obtained to questions about

personal use of heroin being made | egal
the sale/supply of heroin. Across al

support for legalisation of persona
i ncreased penalties for sale and supply of
simlarity in responses between the National
and the ACT and national surveys

feasibility research increases

study results indicating support for
attitudes to one policy option

policy options.

Table 5

cannot
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use and strong support
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conduct ed
the confidence

atrial.
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Drug Strategy 1993).
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Legal i se personal use I ncrease penalties for
sal e/ suppl y
NDS Canberra Nat i onal NDS Canberra Nat i onal

1993 1994 1995 1993 1994 1995
% % % % % %
support 8 9 10 87 85 91
oppose 87 80 82 8 7 6
don’'t know 6 11 8 4 8 3

The ACT and national surveys also found that nore than 80 per
cent of respondents supported nethadone nmaintenance treatnent and
t herapeutic comunities (Wrking Paper Cin preparation).

Stepwise logistic regression on the data from the 1991
Canberra, Sydney and Queanbeyan surveys showed that those who
supported a trial were nore likely to be aged 30-39; to have nore
years of formal education; to not be currently practising a
religion; to know sonmeone cl ose who used illegal drugs; and to live
in Canberra (Bamer et al. 1995b*).

The 1994 Canberra survey showed that the governnent has nore to
gain than to lose by running a trial. In response to the question
“I'f the ACT government decided go ahead with a trial, would that
nmake you nore or less likely to support then?”, 35 per cent (31, 38)
reported that they would be nore likely to support the governnent,
50 per cent that it would nmake no difference and 16 per cent that
they would be less likely to support the governnment. In addition, in
response to the question: “If the ACT government decided NOT to go
ahead with a trial, would that nmake you nore or less likely to
support then?”, 24 per cent (20,27) reported they would be |ess
likely to support the government, 66 per cent that it would rmake no
di fference and 11 per cent that they would be nore likely to support
t he governnment (Working Paper Cin preparation).

Pol i ce

The police were only surveyed in 1991. A self-conpletion nail
guestionnaire was sent to 1173 ACT nenbers of the Australian Federa
Police Association, which represents 98 per cent of all Canberra-
based police. Because of tine restrictions there was only one
remi nder notice, nevertheless there was a 40 per cent response rate.

Police were asked the sane question as the general comunity
(see the 1991 question above) and, of the 446 police who responded,
31 per cent (28,34) thought a trial should go ahead, 63 per cent
that it should not and seven per cent did not know (Banmer et al
1995b*; Bammer & Crawford 1991*). The police are the only nmgjor
interest group opposed to a trial and their lack of support reflects
a val ue system pessinism about the outconmes of a trial and concern
about the potential risks that could be associated with a trial. A
nunmber of police coments reflected a negative view of heroin users,
a feeling that they were being given preferential treatnent over
nore deserving groups and a feeling that a trial was giving in to
the drug problemrather than solving it (Stevens et al. 1995*). Sone
representative police comments are
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“Epeopl e who take drugs are either mentally sick or hell bent
on self destruction. They have no self discipline. They have, in
nost cases, a total disregard for the law and for the conmunity”.

“There are many tax-paying residents of this country deprived
of nedical treatnent for any nunber of reasons—ocality, non-
availability of service and noney. The ill who have contracted
illness through no fault of their own deserve assistance before one
who is self inflicted.”

“Are we going to make females and children available to
rapi sts? Are we going to give noney to bank robbers? Drugs, rape and
arnmed hold up are all illegal.”

The police were nmuch less likely than the general comunity to
agree with statenments that a trial would inprove the health of
users, reduce the spread of HHV AIDS in the community, reduce crine
or corruption or to agree that “there will always be sone people who
take heroin/opiates so it is inportant to provide them with it in
the safest way” (Bamer et al. 1995a*; Bammer & Crawford 1991*). On
the other hand, police were nore likely than the general conmunity
to agree with statenments that a trial would increase the nunber of
peopl e taking heroin, renove incentives for users to give up or cut
back, set a bad exanple for young people, would be bad for road
safety and to agree that “since governnents are worried about the
consunption of drugs like al cohol and tobacco, it seens illogical to
provi de heroin/opiates to users” (Bamrer et al. 1995a*; Bammer &
Crawford 1991%*).

The concerns of police are inportant and formed the basis of
the analysis of risks; however, the views of police should not
predomi nate over the views of other key groups, particularly the
general comunity.
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Servi ce providers

The providers of treatment and other services to illicit drug
users were also only surveyed in 1991. Self-conpletion nmail
guestionnaires were distributed through rel evant agencies; nore than
90 per cent of appropriate agencies agreed to participate. N nety-
four service provider questionnaires were returned and it was
calculated that this represented 38 per cent of potential
respondents (although there is no certainty that all those eligible
recei ved questionnaires and sonme nay have conpl eted the user/ex-user
guestionnaire; Bamrer & Crawford 1991*).

Seventy-one percent (64,79) of service providers thought a
trial should go ahead 19 per cent thought it should not and ni ne per
cent were undeci ded (Bammer et al. 1995b*; Banmer & Crawford 1991%).
Only 36 per cent of those with a personal philosophy of abstinence
were in favour of a trial conmpared with 86 per cent support from
those who did not report an abstinence philosophy. There was no
difference in support for a trial by whether or not service
providers had ever used an illegal drug (two-thirds had used an
illegal drug; Bamrer & Crawford 1991%).

II'licit drug users

In the Stage 1 survey illicit drug user respondents were
divided into two groups: those who were current users of heroin or
other illegal opioids (n=62; about half were non-dependent users)
and those who used or had used illicit drugs but who had never used
heroin or other opioids (n=24). Illicit drug users were accessed
t hrough agencies providing treatnent and other services and through
four friendship networks. The difficulty with surveying illicit drug

users is that there is generally no way of knowing how
representative respondents are.

O the respondents who currently used opioids, 93 per cent
thought a trial should go ahead, three per cent that it should not
and three per cent were undecided. O the respondents who used
illicit drugs but had not used opioids, 63 per cent thought a tria
shoul d go ahead, 25 per cent that it should not and 13 per cent were
undeci ded. The views of the second group were sinmlar to those in
the general comunity (Dance et al. 1995*). Eighty-two percent of
current opioid users reported that they would be interested in a
place on a trial (Bamrer & Crawford 1991%*).

In Stage 2, only dependent heroin wusers were surveyed
Respondents were divided into three groups: people currently in
net hadone treatnent, people who had never been in treatnent and
peopl e who had dropped out of treatnment. There were two separate
surveys of people in nethadone treatnment. There was a 65 per cent
response to a short self-conpletion questionnaire which was given to
225 of the 260 clients on the program |In addition, 65 clients were
i nterviewed; not all had conpleted the short questionnaire.

It can be seen that although there was a high |level of support
for a trial, a substantial percentage of respondents did not want a
place on a trial or were undecided (Tables 6 and 7; Working Paper C
in preparation).
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Table 6
Met hadone Met hadone Never in Tr eat ment
clients clients t r eat ment drop-outs
% % % %
trial should
go ahead 82 87 100 100
trial should
not go ahead 8
undeci ded 10 5
N 146 63 14
type of survey sel f - i ntervi ew i ntervi ew i ntervi ew
conpl etion
Table 7
Met hadone Met hadone Never in Tr eat ment
clients clients t r eat ment drop-outs
% % % %
want a pl ace
on a trial 64 68 50 63
do not want a
pl ace on a 17 14 14 13
trial
undeci ded 19 19 36 25
N 146 65 14 8
type of survey sel f - i ntervi ew i ntervi ew i ntervi ew
conpl etion
Ex- users
As with illicit drug users, the problemw th surveying ex-users

is that it is not
sanple. In the Stage 1 survey,
heroin in the past

same questionnaire),
services and through four

were accessed,

possible to draw a random or

responded. In Stage 2 a variety of

peopl e who had given up in four
formal treatnent,

program and
parti ci pants.

In the Stage 1 survey,
trial, 22 per

cent

t hr ough

62 per
were opposed and 16 per cent
their views were simlar to those of the genera
al . 1995*; also Appendix in Banmer
survey, 47 per

cent

t hr ough

even representative
peopl e who had been dependent on

along with users (and using the
t hrough agencies providing treatnment
friendshi p networks.

and ot her
Forty-five ex-users
net hods was used
di fferent
det oxi fi cation,

through a therapeutic conmunity.

recruit

ways—wi th mininmal or no
net hadone
There were eighteen

respondents supported a

& Weekes 1993%).
cent of respondents supported a trial,

wer e undeci ded,;
community (Dance et
In the Stage 2
41 per cent

opposed it and 12 per cent were undeci ded. There was no rel ationship

bet ween support for
dependent use.

a trial
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effects on health and crimnal behaviour. Sone also argued that it
woul d be easier to becone abstinent from heroin than from net hadone.
Those who opposed a trial generally reported that it would work
agai nst hel ping people find the notivation to deal with underlying
probl ens and therefore would not return themto a norrmal life. They
al so argued that there would be a range of logistic problens and
ri sks (Banmer & Weekes 1993* 1994*).

The Aborigi nal conmunity

It is inportant to know if a trial of control |l ed
di acetyl norphine availability would have a particular inpact on
I ocal Aboriginal heroin users and on the Aboriginal comunity
generally. N neteen Aboriginal comunity |eaders and 28 service
providers were interviewed. Among the conmunity | eaders, 53 per cent
thought a trial was appropriate for Aboriginal heroin users, 42 per
cent did not and five per cent were undecided. O the service
providers, 53 per cent thought a trial was appropriate, 25 per cent
did not, four per cent thought ‘maybe’ and 18 per cent did not know.
Three of the service providers interviewed were Aboriginal and all
thought that a trial was appropriate. |In general, both the
advant ages and disadvantages of the trial proposal were seen to
apply equally to Aboriginal and non-Aboriginal users (Humes et al.
1993*).
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2. The |l egal aspects of a trial

Drug | egislation

In Stage 1, there was exanination of international treaties which
Australia has ratified and Comonwealth, State and Territory
| egislation which would inpact on a trial (Norberry 1991*). G vi
and crimnal liability issues were examned in Stage 2 (C ca 1994*;
Bronitt 1995%).

The relevant international treaties are:

« the Single Convention on Narcotic Drugs 1961 as anended by the
1972 Protocol; and

« the United Nations Convention Against Illicit Traffic in Narcotic
Drugs and Psychotropi ¢ Substances 1988.

A trial expandi ng mai nt enance t r eat nent to i ncl ude
di acetyl norphine, that was conducted for a nedical or scientific
purpose woul d not place Australia in breach of international treaty
obligations (Norberry 1991*). Norberry also argued that while, in
these circunstances, controlled availability of diacetylnorphine to
heroi n dependent persons was unlikely to involve a breach, inclusion
inatrial of users who are not dependent could be nore problematic.

Rel evant Conmonweal th | egi sl ati on incl udes:
* Custonms Act 1901 (Cwlth)
* Custons (Prohibited Inmports) Regul ations
* Narcotic Drugs Act 1967 (Cwlth)
» Therapeutic Goods Act 1989 (Cw th)

e Crimes (Traffic in Narcotic Drugs and Psychotropi c Substances) Act
1990 (Ow th).

The Commonweal th controls the inportation of narcotic goods and
has extensive powers in relation to therapeutic goods. The
Commonwealth and the states also regulate the manufacture of
narcotic goods. In the case of inported heroin, a trial could only
proceed legally if the requisite Comonwealth |icences and
perm ssions were obtained and if the Conmonwealth agreed to notify
estimates for heroin inportation to the International Narcotics
Control Board (Norberry 1991*; Bronitt 1995*).

The relevant ACT provisions prohibiting possession, supply,
adm ni stration and sel f-adninistration of heroin are found in:

 Drugs of Dependence Act 1989 (ACT).

Under current ACT legislation, a trial to provide opioids, such as
heroin, in a controlled manner would not be lawful. For a trial to
be able to proceed, one of three changes woul d have to be enact ed:

* a non-enforcenent agreenent involving the Commonweal th, ACT, sone
State governnments (probably) and a range of agencies including the
Australian Federal Police, the Director of Public Prosecutions and
the ACT Board of Heal th,

e anendnents to existing ACT legislation, or

* special legislation.

O these options, the second or third are npost desirable (Norberry
1991*; Bronitt 1995*).
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Unless the strict requirenents for manufacture of heroin which

exist in Victoria could be net, legislative change would be needed
if the diacetylnmorphine was to be manufactured in Australia
(Norberry  1991*); it is more likely, however, t hat t he

di acetyl norphine would be purchased through |egal comer ci al
channel s outside Australia. There may also need to be legislative
change in sonme states to enable the diacetylnorphine to be
transported into the ACT (Bronitt 1995*).
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Liability for harmto participants

In ternms of civil liability, researchers or clinical staff wll
be liable in negligence to a trial participant or other person
affected by the conduct of the trial if the following elements are
all present: the researcher owed a duty of care to that person; the
duty was breached; the breach caused that person to suffer damage;
and the damage is conpensable at law Liability in negligence wll
only attach where the harm caused is the result of breach of duty to
conduct procedures with reasonable care by researchers or clinica
staff (Cica 1994*).

Cvil liability in battery arises out of the touching of
anot her person wi thout that person's legally valid consent (G ca
1994*). In addition, failure to obtain effective and valid consent
from trial participants would give rise to crimnal liability for
assault and/or related offences, except where treatnment is provided
in enmergency situations. The “public interest” places lints on
consent where the activity involves the risk of bodily harm It is
uncl ear, under the present |aw, whether the treatnent or procedures
during the trial could be justified under the existing *“nmedical
treatnent” exception, or some other “public interest” exception
(Bronitt 1995%).

To avoid liability for homicide, researchers and clinical staff
nmust ensure that both foreseen and reasonably foreseeable risks of
death to participants during a trial are mninmsed (Bronitt 1995*).

The provision of diacetylnorphine to participants nmay give rise
to liability under poisoning offences. It is unclear whether, and to
what extent, the consent of participants would operate as a defence
(Bronitt 1995%).

To avoid civil liability in battery, the follow ng requirenents
nmust be satisfied: the trial participant nust be conpetent to
consent; the consent nust be based on adequate infornation; the
consent nust be voluntarily given; and the consent nust not be
against the public interest (Cica 1994*). There are |ess stringent
requi rements for consent in the crimnal law, which requires
participants to conprehend only the physical nature of the treatnent
and procedures (Bronitt 1995*). However, for both legal and ethica
reasons, trial participants should be fully informed, both in
witing and orally, about the nature, purpose, significance and
context of the treatnment and procedures before and during the trial.

In addition, it would be appropriate for the ACT legislature to
enact a special “consent” defence for assault and related offences
(i ncluding poisoning offences), which would clarify that staff who
adm ni ster diacetyl norphine during the course of a trial can raise
the consent of the participants as a defence (Bronitt 1995*).

Ancillary liability

Cri m nal liability for the «crimes comitted by trial
participants was also examined (Bronitt 1995*). In the ACT the
common | aw offence of nisprision of felony is no longer available
nere know edge that a participant has comritted an offence, and
failing to report that offence to the relevant authorities, is not
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sufficient to inpose crinmnal liability on researchers or clinical
staff. However, liability as an accessory after the fact could occur
where the know edge is acconpani ed by positive acts of assistance,
whi ch enable the perpetrator to escape punishnent or to dispose of
t he proceeds of the of fence.

An inportant issue is that of clinical staff potentially aiding
and abetting driving offences, notably driving under the influence
or culpable driving, either through (a) the act of supplying the
di acetyl norphine or (b) the failure to take steps to prevent the
participants from driving while under the influence of the drug.
Cinical staff, however, would ordinarily lack the requisite
intention to be guilty of aiding and abetting and may in any event
avoid liability by taking steps to dissociate thenselves from the
crimnal purpose of the participant (Bronitt 1995*).

To avoid liability for public nuisance, which is both a crine
and a tort, researchers and clinical staff nust ensure that dangers
to the general public are kept to a mnimm Such steps would
i nclude, for exanple, the establishment of procedures for the safe
di sposal of used needles and syringes and effective security for
di acetyl norphine kept on the prem ses. The conduct of groups of
participants may attract police intervention through public order
of fences and the powers to deal with individuals who are intoxicated
in public. To avoid this, the congregation of participants in the
imediate vicinity of the treatment centre should be deterred
(Bronitt 1995%).

Confidentiality

The trial would be covered by the Epidemniological Studies
(Confidentiality) Act 1992 (ACT), which inposes a statutory duty to
mai ntain confidentiality. This |egislation prohibits anyone involved
in conducting the proposed trial fromdirectly or indirectly “naking
a record of, divulging or conmunicating to any person” any
informati on concerning the affairs of another person, where that
i nformation was acquired by virtue of the conduct of the trial (Cica
1994*). There is some uncertainty over the scope of the powers of
law enforcenent agencies to search and seize <confidentia
i nformation gained during the trial and this should be clarified in
this legislation so that information gained during the trial cannot
be subject to search and seizure by |aw enforcenent authorities.
Procedures should be drawn up in cooperation with |aw enforcenment
agencies to resolve disputes over the privileged nature of the
information gained during the trial and whether or not that
i nformation can properly be the subject of a search warrant (Bronitt
1995*).

In conclusion, if there was a wllingness to nake appropriate
| egislative changes, other legal 1issues would not constitute a
barrier to a trial proceeding. In particular, an appropriately

desi gned and conducted trial would not be in breach of Australia’s
obligations under international conventions dealing with narcotics.
High professional and ethical standards would be expected from
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researchers and clinical staff as a natter of course and these woul d
additionally mininmse the risk of civil and criminal liability.

3. Risks associated with running the trial

There are a nunber of potential risks associated with trialing
the inclusion of diacetyl norphine in expanded mai ntenance treatnent.
Identifying these risks, finding ways to ninimse them and, in the
end, assessing whether or not the potential benefits of conducting a
trial outweighed the risks, were essential elenments of the Stage 2
research.

The surveys, workshops, discussions with interest groups and
the published literature were all wuseful in identifying potential
ri sks. The cause of greatest concern was that dependent heroin users
from around Australia would nove to Canberra. In addition, there is
a view that a trial mght be the harbinger of nore permssive
attitudes to illicit drug use, which could have negative effects
including increased drug use. There are also inter-related risks
concerning opportunity costs, long-terms costs and the possibility
that, once diacetylnorphine naintenance is trialed, the decision
will be irrevocable. A fourth set of risks relates to trial
| ogi stics and how the running of the trial mght pose problens for
the comunity, participants or other dependent heroin users. Finally
there is risk that the trial will not achieve the proposed benefits.
In this section related issues about the norality of a trial and
possi ble manipulation of public opinion by those wth vested
interests are al so discussed.

Dependent users fromaround Australia may nove to Canberra

This potential problem has three dinensions: the nunber of
peopl e who might nove, the length of tine they night stay and the
consequences of their novenent. Possible negative consequences for
Canberra are an increase in visibility of the illicit drug ‘scene’
an increase in crine, an increased demand on drug-related and ot her
servi ces, and increased health problens. These issues were
investigated by exanmining factors that influence nigration, so-
called push-pull factors, and by analysing situations that provide
anal ogies to what nmay happen in Canberra. These included mgration
to Brisbane and Canberra when the New South WAl es governnent noved
to abandon nethadone programs between 1978 and 1985 and an
investigation of factors causing open drug scenes in ZYrich
Switzerland and N nbin, Australia (Bamer et al. 1994a*).

There is a risk of an influx of users to Canberra if a trial of
controlled availability of diacetylnorphine proceeds, but neasures
can and should be taken to minimse the risk. These neasures nust
aim to discourage non-Canberra residents from even trying to get a
place on the pilots or trial. This can be acconplished by a
combi nation of trial design, residency criteria and appropriate pre-
trial publicity about these.

Eligibility for participation in the Canberra-based pilot
studies and trial should be restricted to those able to prove
resi dency since 1993. (1993 was originally chosen to di scourage non-



G ants

residents from noving to Canberra during the Stage 2 research. In
addition, it would be difficult for people to fake residency proofs
for such an extended period.) Potential proofs of residency include:
bank, credit union or building society account; driver’'s |icence;
social security records or enploynent records or education enrol nment

records; electoral roll; electricity, gas or telephone accounts; and
land or water rates notices or rent receipts or |eases (Bamer et
al. 1994a*). More than one proof of residency will be required.

In addition to the residency criteria, there should also be
restrictions related to trial design. The first restriction is to
limt the nunbers on the pilots and trial. Second, the pilot studies

wWill be restricted to dependent heroin users who are or have been on
the ACT nethadone program The conbination of limted places and
strict eligibility criteria will greatly reduce both the |ikelihood

and the perception of the likelihood of non-residents obtaining a
pl ace. Thus to be eligible for one of the 40 places on pilot 1 or
the 210 additional places on pilot 2, the following criteria wll
have to be net:

a) ACT resident since 1993
AND

b) currently on the ACT nethadone program or dependent
heroin user who has dropped out of the ACT nethadone
progr am

The trial itself will also be open to long-term ACT residents
who have never been in treatnent. To mininise the risks to the ACT,
it is reconmended that the trial should only proceed if at |least two
other Australian cities agree to participate.

These eligibility criteria should be wdely dissemnated.
Agenci es, Australia-w de, which provide treatnent and other services
to illicit drug wusers should be thoroughly briefed on the
eligibility criteria by the ACT Health Alcohol and Drug Service
(Recommendation 11).

Negative consequences in ternms of increased crinme, increased
demand on drug-related and other services, and increased health
problens can all be best avoided by discouraging non-residents from
noving to the ACT. However, the potential consequence of increased
visibility of the illicit drug ‘scene’ is nmore likely to result from
an atnosphere of perm ssiveness towards illicit drug use than from
an influx of wusers, per se. As discussed in the next section, a
trial should be divorced from such perm ssiveness and there shoul d
be stringent enforcenent of |aws agai nst the consunption and sal e of
illicit drugs whenever this occurs in public places. Visibility can
also be ninimsed by choosing trial site location(s) with physica
attributes that discourage congregation, including no space in which
to gather and | ack of other facilities (Banmer et al. 1994a*).

Atrial may lead to nore pernissive attitudes to illicit drug use
This concern is manifested in two maj or ways. One worry is that

prescription of diacetylnmorphine will be the ‘thin edge of the

wedge’ and will lead to full-scale legalisation of illicit drug use
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Another is that a trial will send a nmessage either that illicit drug
use is acceptable or that it is less risky (because if people get
into difficulty t hey can obtain nmedi cal |y prescri bed

di acetyl norphine). The concern is that the consequences of such a
nessage nmay be to increase drug use. There is also a worry that a
perception of a nore pernissive attitude in Australia wll have
i nternational consequences, either pressure on Australia to reverse
its policy or a loss of credibility in international fora on drugs.

While these concerns are legitimate, none is an inevitable

consequence  of expandi ng mai nt enance  treatnent to i ncl ude
di acetyl nor phi ne prescribing. D acetyl norphine prescription can and
shoul d be divorced from perm ssiveness towards illicit drug use. Law
enforcenment and educational strategies against illicit drug use
should be maintained. Ideally the introduction of diacetyl norphine
mai nt enance prescribing should be lowkey, but intense nedia

interest makes this inmpossible. Nevertheless, where possible,
conmuni cation with the media should reinforce the disassociation
between diacetyl nmorphine prescribing and permissive attitudes
towards illicit drug use.

It is also worth pointing out that, for illicit drug use to be
| egalised, Australia would have to breach the international
conventions, whereas this is not the case for the expansion of
mai nt enance treatment to include diacetyl norphine (Norberry 1991*).
In addition, the availability of diacetyl norphine on prescription in
the United Kingdom has not led to legalisation, nor is there
evidence that there have been nore pernissive attitudes towards
illicit drug use or greater increases in use than in other western
countries (Wrking Paper A in preparation).

Qopportunity costs, long-term costs and “you can’t turn the clock
back”

There are a nunmber of interrelated concerns which are
under pi nned by the high costs of prescribing diacetyl norphi ne. They
are that trialing an expansion of maintenance treatnment to include
di acetyl norphine wll prevent other initiatives from being tried
(opportunity costs); t hat t he expense  of di acet yl nor phi ne
prescri bing cannot be sustained in the long-term (long-term costs);
and that once diacetyl norphine naintenance treatnent is tried it
Wil be difficult to return to the current policy where
di acetyl norphine is conpletely wunavailable (“you can't turn the
cl ock back”).

To a large extent, these are political concerns rather than
research issues, but sonme commentary based on research evidence can
be made. The first area to exanmine is the cost of diacetyl norphine
prescri bi ng.

Because only snmall quantities are produced by limted nunbers
of legal commercial producers, the cost of diacetylnorphine itself
is relatively high. The need for high security during production,
shi prent, storage and dispensing further adds to the cost. In the
Australian and Sw ss contexts where diacetylnorphine would be/is
adm nistered at a clinic, there are substantial costs associated
with staffing treatnent centres for extended opening hours. In the
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United Kingdom where diacetylnorphine is dispensed at pharnacies,
there are high costs associated with packaging the drug in sterile
ampoul es and there are relatively high dispensing fees (Wrking
Paper A in preparation).

Thus, the addition of the option of diacetylnorphine to

mai nt enance treatnment will be nore expensive than rmethadone
nmai nt enance al one. Estimates based on the budget for pilot 2 suggest
that this option will be in the nmid-range of costs of treatment for

drug dependence—npre expensive than nethadone, but cheaper than
therapeutic communities, which are relatively expensive, although
still cost-effective. The larger nunbers of staff needed in a
program where diacetylnorphine is dispensed will also allow nore
counsel ling and social assistance to be provided than in a standard
net hadone program

Ironically, if expanding nmaintenance treatnent by including
di acetyl norphine is successful in attracting people into treatnent
and in retaining them this will also add to the costs.

Finally, quality evaluation is expensive. Wile this will not
be a nmgjor on-going cost, it is part of the opportunity cost of
conducting a trial of maintenance including diacetylnorphine rather
than sone other treatment option. The highly political nature of
di acetyl norphine prescribing and the need to nonitor a nunber of
social effects would nake evaluation of this option nore expensive
t han eval uati on of nany other options.

It was not within the scope of the feasibility study to exam ne
ot her new treatnment options which mght be trialed or to evaluate
whet her treatnent for drug dependence is nore pressing than other
health priorities. However, as has been pointed out earlier, there
have been long-term and persistent calls to trial diacetyl norphine
mai nt enance prescribing, which have emanated from a nunber of
gover nment enquiri es.

The concern about long-term costs relates to financial
pressures in the health care systemas a whole. Although there is no
rigorous recent evaluation of the effectiveness of diacetyl norphine
mai nt enance treatnent, there is pressure on individual prescribes
in the United Kingdomto stop or limt this treatnent as a result of
restrictions on health care expenditure (Wrking Paper A in
preparation). There are sinmilar pressures in Australian, and
particularly the ACT, health care systens. Evidence for the cost-
ef fectiveness of drug treatnment generally has been presented
earlier, but whether or not diacetylnorphine prescribing is
affordable is still largely a political decision. Certainly if a
trial proceeds evaluation of cost-effectiveness is critical.

The final concern is about the irrevocable nature of the
decision to pilot and trial maintenance treatnent which includes the
opti on of diacetyl norphine.

Part of this concern is that even if a trial is found to be
unsuccessful for the majority of participants, there wll be
pressure for diacetyl norphine maintenance prescribing to continue
for a minority. From previous experience with the prescription of
di acetyl nor phi ne and ot her numintenance drugs, there are exanpl es of
where this has happened, as well as exanples of prograns which have
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been conpletely shut down (Working Paper A in preparation). The
probl em again is predom nantly political

A second conponent to this concern is that allowng
di acetyl norphi ne rmaintenance prescribing to be tried (or even
thinking about it seriously) raises expectations anpng dependent
heroin users and nay nake them less likely to be satisfied with
ot her (cheaper or less politically sensitive) options.

Anot her way of describing these concerns is that the politica
costs of a trial nay be substantial. Wile there is a real research
guestion to be addressed and sonme persistent pressure to address it,

expectations that it will be addressed (at least in Australia) are
currently low. Conducting the pilots and trial wll change those
expectations and wll have Ilong-term political, and probably
financial, inplications.

Ri sks associated with trial |ogistics

There are a nunber of potential risks related to the running of
the trial. Sonme are risks to the conmunity, others are risks to

participants or other illicit drug users. Potential risks to the
community include trial participants driving while affected by trial
dr ugs; | aw enf or cenent becom ng nor e difficult; tria

di acetyl nor phi ne becomnming available on the black market; and tria
participants congregating at or near the trial site. R sks to
participants or other illegal drug users include the potential of
violence to participants from non-participants; possible health
probl ens for babies born to wonen on the trial; and the risk of a
trial providing inappropriate incentives or of institutionalising or
further marginalising dependent heroin users.

a) Risks from trial participants driving while affected by trial
drugs

Both the Stage 1 and Stage 2 surveys show that a substanti al
proportion of those likely to be eligible for a place on the tria
drive notor vehicles and that this would be a significant neans of
transport to and fromthe trial (Bammer and Crawford 1991*; Working
Paper B in preparation). Thus concerns about effects on driving nust
be consi dered seriously.

Participants in the Swiss trials nust surrender their drivers
licences, but this option is unlikely to be workable in Canberra
where the public transport systemis nmuch poorer . It is likely that
a proportion of participants would sinply drive without a I|icence,
so the risk would remain.

Met hadone nmai ntenance treatnment does not inpair the ability to
drive a nmotor vehicle (Chesher et al. 1989) and the best currently
avai l able evidence suggests that trial participants who are
stabilised on diacetylnorphine or diacetylnorphine plus nethadone
will also not be inpaired (Wrking Paper D in preparation).

The ability for participants to be stabilised on

di acetyl nor phi ne or diacetyl norphine plus nethadone will be tested
in Pilot 1 and unless a significant proportion can be stabilised,
there will be no progression to Pilot 2 (Recomendation 4).
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Driving skills are likely to be affected if participants use
doses of diacetylnmorphine which induce drowsiness; experience
significant wthdrawal synptons between dosing sessions; and/or use
other drugs like benzodi azepines and al cohol. As discussed in the
section on evaluation these are all indicators of whether or not
stability has been attai ned.

It will be a condition of involvenment in the pilots and trial
that participants undertake not to drive while their skills are
impaired. dinics will be equipped with a conputer-based battery of
tests which assess hunman perfornmance skills related to those
required to drive a motor vehicle with safety. Participants who have
concerns about their driving ability will be able to do the tests
and staff can require participants to test their ability before they
| eave the clinic. If at any tinme clinic staff have concerns about
the ability of a participant to drive safely, they nust advise that
participant that driving while inpaired is not only dangerous but is
al so an offence, and that if the participant intends to do so, the
staff are obliged by law to contact the police and can provide no
further assistance to the participant (see Bronitt 1995*).

Et hical concerns are also relevant here and to sone of the
other risks discussed in this section (especially the risks to
babies of trial participants). The issue of acts and om ssions
concerns the distinction between the blanme attaching to harns which
one has sonehow caused to happen, as opposed to those which one has
nerely | et happen. The distinction is, for exanple, between soneone
being involved in a car accident after receiving diacetyl norphi ne as
part of a trial, as conpared to an accident after taking heroin
illegally. Ethicists thenselves are deeply divided on the nora
importance of this distinction. Some argue for a deontol ogical
approach, nanely that there is an enornous difference between
causing harm and allowing harm to happen, so that harm resulting
froman intentional intervention is a major problem even if sinmlar
or greater harns mght otherwi se have happened. Qher ethicists
argue for a nore utilitarian approach, which judges the harns caused
by the intervention in Iight of those which would have happened had
there been no intervention. The deontological approach sets a
presunption against any interventions designed to alleviate social
problens. By weighting the harns caused as a consequence of the
intervention nore heavily than ones which happened independently,
deontol ogi sts nmake it difficult to trial new approaches. Wile there
needs to be reasonable certainty that the risks involved in
interventions can be nminimsed, too heavy a bias in that direction
seens difficult to defend (OGstini & Banmer 1991*; Ostini et al.
1993*).

b) Law enforcenment will be nmade nore difficult

A concern voiced particularly by some police was that |aw
enforcenment might be nmade nore difficult, because they would not be
able to differentiate between |awful and unlawful heroin use or
because receiving government-supplied diacetyl norphi ne woul d be used
as a ‘defence’ when trial participants were prosecuted for other
of fences, such as driving under the influence (Stevens et al
1995*). Neither of these should eventuate. The only place where
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trial participants would Ilegally be in possession of trial
di acetyl norphi ne would be at the clinic and they woul d not be immne
from prosecution for other offences or from offences comm tted under
the influence of trial diacetyl norphine.
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c) Ri sks of the trial diacetylnorphine becom ng available on the
bl ack mar ket

The requirenent that trial diacetyl norphine nmust be injected on
site under strict supervision greatly mnimses the risk that
participants will divert this drug.

Strict security and accounting procedures will further minimse
the risk of trial diacetylnorphine beconm ng available on the black
mar ket .

The experience with the current Swiss trials shows that the
ri sks can be effectively mnimsed.

d) The risk of trial participants congregating at or near the
trial site

There are two conponents to congregation. One is that
participants may gather shortly before opening time, the other is
that they may congregate between sessions. The clinic will be closed
bet ween dosing sessions and overnight. There wll be five hours
bet ween sessions and 11 hours overnight in pilot 1 and 3.5 hours
bet ween sessions and 11 hours overnight in pilot 2 and, nost |ikely,
the trial.

If participants are properly stabilised, they should not be in
wi thdrawal at opening tinme, so this should renpbve one potential
reason for congregation. O her reasons for congregation at opening
times (for exanple, the need to get to work in the norning) should
be exani ned and, if necessary, opening tines adjusted. The provision
of a waiting room at the clinic should help mininise congregation
and clinic location should al so be considered fromthis perspective.
For exanple, siting a clinic near a shopping centre or park or other
area where there is space or other things to do can encourage
congr egati on.

It is most likely that clinic staff can prevent congregation by
making it clear to participants that it is unacceptable. In the
worst case scenario, police have a range of powers to prevent a
breach of the peace (Bronitt 1995*).

e) The risk of violence to participants from non-participants

The survey results indicate that illicit drug users, police and
service providers all perceive that trial participants are likely to
be at risk of violence from non-participants (Banmer & Crawford
1991*). The main reason for the risk is that non-participants nay
try to intimdate participants out of their diacetyl norphine
prescription. This risk can be mininmsed by nmaking it clear that

t here are no t ake- anay doses of di acet yl nor phi ne, t hat
adm nistration on site is under strict supervision and that
partici pants who divert their prescription will be expelled fromthe
trial.

If only one nenber of a couple where both nmenbers are dependent
on heroin has a place on a trial, this could al so provoke viol ence.
Couples will, therefore, be invited to apply for a place together
and to be random sed as a single unit, so that both receive the sane
treat nent options.
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f) The risk of problens for babies born to wonen on the trial

It is generally accepted that the babies of drug dependent
wonen are at greatest risk when their nothers are using illegal
drugs, nmainly because of fluctuating blood |evels of drugs, other
drugs that nmay be used to try to alleviate wi thdrawal synptons, and
| ack of ante-natal and post-natal care. Stabilising heroin dependent
pregnhant woren on nethadone is an accepted way of minimsing these
risks and the linited research evidence avail able suggests that this
does not have nmj or adverse consequences for their children (eg. see
Fi nnegan & Kandall 1992). There is no evidence about the effects if
wonmren are stabilised on diacetyl norphine or diacetyl norphine plus
nmet hadone.

One option would be to bar wonen fromthe trial. However, there
is a growing ethical, social and political debate surrounding the
qguestion of excluding pregnant or potentially pregnant wonmen from
therapeutic research (see Cica 1994*) In this case it can be argued
that the risks to the children of wonmen excluded fromthe trial are
likely to be greater than those for children of wonen on the trial
Wil e nost wonen are concerned about the potential harns drug use
can have on their babies, nany have little know edge about these
harms and, in any case, find it difficult to nodify their drug use
(eg see Appendi x in Bamrer & Weekes 1993*). Excl udi ng wonen from the
trial would perpetuate this situation, whereas including them would
give them access to reliable information on which to make inforned
deci sions, as well as ante-natal and post-natal care.

The civil liability aspects of including pregnant wonmen on the
trial are discussed by Cica (1994*). Liability will only attach
where harm caused is the result of breach of duty to conduct
procedures with reasonable care. Ethically, the issue is a question
of what is best for the woman and baby on nedical, pharnacol ogica
and social grounds. The issue of acts and onissions discussed above
is also relevant here (GCstini & Bammer 1991*; Gstini et al. 1993*).

0) The risk of a trial providing inappropriate incentives or of
institutionalising or further marginalising dependent heroin
users

There are a nunber of conponents to the risk of inappropriate
i ncentives: non-dependent users increasing their use in order to
qualify for the trial, ex-users starting to use again and |ack of
incentives for users to stop. There is also the question of whether
it is appropriate to allow people who are currently in treatnment to

qualify for a place on the trial, in other words to provide an
incentive for people to leave current treatnment options. In
addition, there is the risk that bringing dependent users into
t r eat nent Wil | resul t in institutionalisation or further

mar gi nal i sati on.

The results of surveys wth non-dependent users and ex-users
(Banmer & Crawford 1991*; Bammer & Weekes 1993* 1994* Dance et al.
1995*) indicated that there are risks that some non-dependent users
Wi ll increase their use in order to get on a trial and that sonme ex-
users will be tenpted to rel apse. However, the surveys indicate that
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these risks are small and that the eligibility restrictions wll
reduce them further.

The problem of a lack of incentives to stop using is
potentially nore serious. Some dependent users decide to become drug
free when they 'hit rock bottomi, in other words when they find
thenselves in a crisis which leads to a realisation of how nuch drug
use has cost them and, often, that they nmay die if they do not stop
(Bamer & Weekes 1993*; 1994*). A trial may nean that participants
do not 'hit rock bottomi. There is a paucity of evidence about
st oppi ng dependent wuse, so that it is not possible to gauge the
relative inportance of 'hitting rock bottom conpared with other
notivations for becoming abstinent, nor is it possible to gauge
whet her or not hitting rock bottominevitably | eads to abstinence. A
counter argument is that there are a nunber of reasons why dependent
users eventually decide to stop and that it is inportant to keep
them healthy, socially integrated and outside the crininal
subculture while they are using, so that decision to stop is easier
to make and nore |likely to be achieved. The pilots and trial nmay be
able to collect evidence which can shed light on these counter
cl ai ns.

There is a simlar paucity of evidence for neaningfu
reflection on the possible incentive of attracting participants from
other treatnments. It is not possible to determine whether it wll
happen or how problematic it is. O nost concern, however, is that
current methadone clients will be allowed to apply for a place on
the pilots and trial. However, it is also problematic to refuse them
a place, given the high drop-out rate from nmethadone treatnent. The
pilots and trial will provide an answer to the question of whether
net hadone clients are better or wrse off when given access to
expanded options for maintenance treatnent.

Et hi cal considerations relevant to this issue are discussed in
Ostini & Bammer (1991*) and Ostini and coll eagues (1993*). It is
argued that it is never enough sinply to say that incentive effects
exist. Undesirable incentive effects nust be balanced against
possi bl e positive outcones.

There is also a risk that a trial wll institutionalise and
further maginalise dependent heroin users. Again, there is little
evi dence that can be brought to bear on this question and evidence
nmust be collected as part of the neasurenent of the effects on
soci al integration.
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The trial will not achieve the proposed benefits; a trial is norally
wong; and the possible mani pulation of public opinion by those with
vested interests

Many of those who oppose a trial believe that the proposed

benefits will not be achieved (see eg the police response discussed
earlier) and therefore that a trial risks wasting noney and effort.
If there were certainty about the outcomes of a trial, it would not

be necessary or ethical to conduct it. However, that certainty does
not exist and, as discussed in Part 2, has been one reason for the
persi stence of debate about diacetyl norphine nai ntenance treatnent.
Thus there is a risk that the trial wll not produce the proposed
benefits, but, because of the inportance of resolving the debate
that risk should be taken. A negative result would also be useful.
It would significantly nmute the debate and allow nore attention to
be focused on other possibilities for treatnent.

Opposition to a trial is often associated with a value system
which holds illicit drug users in scant regard or a noral position
which is opposed to nmintenance treatment. Ward and coll eagues
(1992) have discussed the latter as it applies to methadone
mai nt enance treatnent and that argunment is also relevant to
expanding this treatnment to include diacetyl norphine. Some critics
find it wunacceptable to replace “one drug of dependence wth
another” (Ward et al. 1992, p. 6) and argue that dependent users
shoul d becone drug-free. As Ward and colleagues discuss, show ng
that a noral position is enpirically inpossible, or at |east
extrenmely difficult to nmeet, provides a good reason for rejecting or
nodifying it. Indeed proponents of nethadone naintenance argue on
noral utilitarian grounds that the benefits of the treatnment to both
the patients and the comunity outweigh the costs. A trial wll
examine if the sanme holds if mmintenance treatnent is expanded to
i ncl ude di acetyl nor phi ne.

This discussion also raises ethical issues related to
counternobilisation (Ostini & Bammer 1991*; Ostini et al;. 1993*).
There are two mmin sources of opposition to a trial. The first is
from people who feel such a trial is wong or have genuine anxiety
about its likely outcones. This opposition is legitinmate and nust be
respected. The second is from people who have a vested interest in
heroin remaining conmpletely illegal, for exanple, because they
benefit financially fromthe sale of illegal drugs. There is a risk
that people in the second group will use the legitimte concerns of
the first group for their own ends; in other words legitimte
concerns could be illegitimtely exploited. Apart from being aware
of the issue and evaluating debate, there is little that can be done
about the manipulation of public opinion by those wth vested
interests.

4. A nodel for service provision

A nodel for service provision was proposed during the Stage 1
research and was further developed during Stage 2. The Stage 2
consi derations were both philosophical and practical. At the end of
this section there is a discussion of the reasons for changes
between the Stage 1 and Stage 2 nodel s.
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Principles of service provision

A small working group considered principles of service
provi sion which constitute a health devel opnent approach (MDonald
et al. 1994*; the health devel opnent principles arise froma broader
program of research by one of the group nenbers, Dr David Legge)
Four health devel opnent principles are:

o service delivery is undertaken in a respectful collaboration with
t he peopl e whose health is at issue (at both the clinical and
community | evels);

 service delivery addresses the i nmedi ate needs of sick care and
public health in ways that also contribute to redressing problens
understood in ternms of larger structures and |longer time horizons;

 service delivery addresses the technical tasks of sick care and
public health in ways that also strengthen our ability to manage
exi stential challenges;

* service delivery conceives the functions of sick care and public
health as continuous with the broader domains of living a
fulfilling life and contributing to building a better society.

The way these principles would translate in terns of the
provision of a service which expands nmmintenance prescribing to
i nclude diacetyl norphine are discussed by MDonald and colleagues
(1994*). They include a collaborative approach between staff and
participants to dealing with drug use and the problens arising from
it, and the fostering of personal and social reponsibility.

Practical issues

In terns of practicalities, consideration was given to the
| ocation and design of one or nore clinic sites; staffing; security;
eligibility to participate; day-to-day operation; and pilot or tria
term nation. These are elaborated in Wrking Paper E (in
preparation) and there are also further details in the budget
justification in Part 4.

a) Location and design of the clinic

The clinic site where diacetyl norphi ne naintenance prescribing
is an option should be physically separate from the existing
net hadone clinics during the pilots and trial. This is to mnimnse
friction between trial participants allocated to the ‘choice’ group
and those allocated to the ‘control’ group, as well as those
unsuccessful in obtaining a place on the pilots and trial. The
clinic site for the ‘choice’ group nust have provision for an
injection room where a few participants can administer injectable
di acetyl nor phi ne under close supervision. The current Swiss trials
provide a nunmber of models for clinic arrangnents that naxinise
efficient flowthrough of participants.

Thus there will be a clinic(s) for those receiving nethadone
mai nt enance only, which will be attended by those who do not want or
are not eligible or are otherw se unsuccessful in obtaining a place
on the pilots and trial, as well as trial participants allocated to
the ‘control’ group in pilot 2 and the trial. There wll be a
different clinic for the expanded nmi ntenance program which will be
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attended by all participants frompilot 1 and those allocated to the
‘choice’ group in pilot 2 and the trial

It is likely that one site will be able to acconmobdate the
partici pants of the expanded nmi ntenance group in pilots 1 and 2; a
second site may be needed to acconmodate the |arger nunber of tria
participants in the ‘choice’ group. Al though one clinic site is the
cheapest option, and has been the basis for the budget cal cul ati ons,
it does have disadvantages. It may nmake the site nore conspicuous,
increase the l|ikelihood for congregation and nake it nore difficult
for participants who want to di sassoci ate thenselves fromtheir past
lives or who sinply want to avoid other participants.

Consi derations for choosing a clinic site include: security;
i nconspi cuous location; proximty to public transport; public
acceptability; mnimsation of opportunity for congregation by
participants; and participant preference. Two-thirds of those
interviewed for the Stage 2 research reported a preference for a
site in Cvic (the central area of Canberra; Wrking Paper B in
preparation).

b) The di acet yl nor phi ne

Di acetyl nor phi ne hydrochl oride can be purchased through Iegal
conmerci al channels outside Australia. It is available as a sterile
powder. It is not stable in solution in the long term so that
sol utions must be mnixed daily. The appropriate dose will be drawn up
into a syringe in front of the participant at each dosi ng session.

Di acetyl norphine will only be available in injectable form
Experience in the Swiss trials has shown that no satisfactory
snokable form is available. The Swiss are investigating inhalant
preparations and slowrel ease oral tablets and if these are shown to
be successful, they should also be included in the Australian trial.
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c) Staffing

A conbination of nedical, nursing and counselling staff is
envi saged. There mght also be advantages to enploying pharmacists
to dispense the diacetyl norphine, but this has not been considered
here. Staffing details are provided in the budget justification in
Part 4. There will be regular nedical review of the participants and
counsel ling and social support will be avail able

A case work systemis proposed, where each nurse and counsell or
will be the caseworker for a specific group of participants and will
be responsible for initial assessment and review, general support;
continuity of care; the participant’s file; and liaision wth
nmedi cal and other staff. (To ensure conparability between the
‘choice’ and ‘control’ groups, a case worker system should al so be
i nt roduced in the net hadone program I'n pi | ot 1, t he
di acetyl norphine clinic staff have sonme ‘excess hours’ which could
be used to establish this system in the nethadone clinic.) The

casework load for a full-time staff menber wll be about 10
participants and will be adjusted on a pro-rata basis for part-
timers.

Current staff of the ACT Health Al cohol and Drug Service will
not be required to work in the clinic where the diacetyl norphine
option is provided unless they wish to do so.

d) Security

There nust be strict security to prevent theft of drugs by
staff, participants or outsiders. For obvious reasons, security
neasures will not be presented in detail, but will include the usua
requi rements for storage and transport of drugs of this type and a
security guard during clinic opening tines.

e) Eligibility to participate

As outlined earlier, to be eligible for a place on the pilots
or ACT conponent of the trial, applicants will have to prove ACT
residency since at least 1993. In addition, to be eligible for a
place on the pilots, applicants nust be or have been on the ACT
net hadone program Applicants who have dropped out of the nmethadone
program nust be able to prove dependence on heroin, using current
gui delines for adm ssion to the nethadone program

For the trial itself, dependent heroin users who have never
been in treatnent will also be eligible, provided they can neet
residency criteria and can prove dependence on heroin, using current
gui delines for adm ssion to the methadone program

The following will not be eligible for a place on the pilots or
trial: applicants dependent on prescribed opioids for pain relief;
applicants with current or recurrent mgjor psychiatric illness; and
applicants aged less than 18 years (see Sibthorpe et al. 1993*).
Places on the pilots and trial will not be available as a court
referral option. Positive or negative H'V or hepatitis infection
status will not affect eligibility.

There is a discussion on the ethics of eligibility criteria in
Ostini & Bamer (1991*) and Ostini and col | eagues (1993%).
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f) Day-t o-day running

Participants in the ‘choice’ group wll be able to have
i njectabl e diacetyl norphine, oral methadone or a conbination. They
Wil be able to have a maximum of three injections of
di acetyl norphine per day and the clinic will be open in the early
nor ni ng, early afternoon and evening to acconmpdate this.
Di acetyl norphine will only be able to be adninistered at the clinic;
there will be no take-away doses. Oral nethadone will be avail able
once daily and will be available in take-away doses, regulated

according to current guidelines. Experience in the Swiss trials
i ndi cates that equivalent doses for these two drugs can be easily
cal cuated and the pilot studies will test ease of changi ng between
different options to determ ne how flexible the expanded treatnment
is. Based on the Swi ss experience, there will be a maxi num dose of
di acetyl norphi ne of 800 ng per day. Current guidelines will regulate
the provision of methadone. The aim of dosing will be to achieve
stabilised consunption, within a defined therapeutic range, in order
to allow participants to function normally. There wll be |ow
starting doses and a carefully nonitored build-up to the stabilising
dose. Doses which produce drowsiness wll be allowed, but
partici pants who request these doses nust conme early in the dosing
session, so that they will be in a fit condition to | eave the clinic
at the end of the dosing session. The dose requested by participants
will be an inportant indicator of stability (see next section).

Time-limted maintenance treatnment, which attenpts to force
participants to achieve a drug-free lifestyle, has not been found to
be successful (Ward et al. 1992). Sone participants wll require
[ ong-term mai ntenance treatment, while others will aim to becone
drug-free. A full range of psychosocial supports to assist those
partici pants who choose abstinence should be avail abl e.

By and large, these conditions are congruent with those that
interviewees and the reference group thought would be appropriate
and feasible (Wrking Paper B in preparation). Mst interviewes
wanted to inject three tines a day or less often and this was
consistent with their current patterns. Seventy percent of those
i nterviewed wanted an upper linmt on the amount of diacetyl norphine
available. A few indicated that access to diacetyl norphine would
help them to stop using nethadone and becone drug-free. Having to
inject on site and not being able to use when and where they wanted
woul d be a disadvantage for sonme, as would the inconvenience of
having to go to the site for every injection. However nost also
recogni sed advantages in not having to worry about theft or being
pressured or tenpted to sell the diacetyl norphine. For some having a
site at which to inject was an advantage. |In general, |onger opening
hours woul d be needed to accommdate all preferences, but this would
be much nore expensive and the Swi ss experience indicates it nmay be
unnecessary.

The Swi ss experience shows that participants do not arrive in a
steady stream throughout the dispensing period, but that there are
peak tines particularly at the beginning of the session. To cope
with this, a second dispensing area at the clinic is proposed. This
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is analagous to the regulation of customer service in banks, where
the nunmber of tellers available is tied to the nunber of custoners.

The following will be grounds for renoving participants from
the pilots or trial and transferring them to another treatnent:
di version of diacetylnmorphine (ie smuggling the drug out of the
clinic); bringing illegal drugs or alcohol into the clinic; breach
of confidentiality of other participants; and disregard for their
own health and that of others through unsafe injecting, regularly
coming to the clinic intoxicated with other depressant drugs,
di sregard of infection controls, and viol ence.

Participants who Ileave the pilots or trial wll not be
replaced. Thus it wll not be possible for those unsuccessful in
gaining a place on a trial to replace participants

Paynent to participate in the pilots or trial wll not be
required. First, it is not usual to ask people to pay to participate
in a trial. Second, enforcing paynent is Ilikely to confound

neasurenment of trial outconmes and would counteract the ability of
the pilots and trial to produce clear answers to the research
guestions. However, if diacetyl norphine naintenance prescription is
found to be a successful and viable option, in the long term it
shoul d be paid for |ike any other treatnment option

An issue which is not yet fully resolved is that of snoking
policy. There will be no snmoking in the injecting room but it wll
probably be necessary to allow participants to snoke in the waiting
room This may have inplications for the enployment of clinic staff.

Children will not be allowed in the clinic; instead there wll
be a children's program which trial participants can use. The ACT
Intravenous Drug Users League (ACTIV) should be invited to expand
its playgroup into a children’s program Parents are encouraged to
participate in the playgroup, which has a high level of support and
supervi sion. Comunity health nurses regularly attend to ensure that
the health needs of the children are nmet and to provide infornmation
and education to the parents.
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0) Pilot or trial termination

As part of the informed consent process, participants nust
under st and t hat conti nued availability of di acetyl nor phi ne
mai nt enance prescription cannot be guaranteed and nust be nade aware
of the <conditions wunder which the pilots or trial night be
termnated. If either of the pilots was shown not to be successful
under the conditions specified in Part 1 (Recomendations 4 and 6),
di acetyl mor phi ne mai nt enance prescribing would terminate. This would
occur under the recomendation of a commttee established to oversee
the running of the pilot studies and the ACT conponent of the tria
(Recommendation 8). This committee would also have the power to
reconmend that the diacetyl norphine rmaintenance program should be
stopped at any tine.

At the end of the first year of the trial, if the results show
that there is no additional advantage to prescribing injectable
di acetyl norphi ne over the prescription of oral nethadone alone, or
that expandi ng mai ntenance treatnment by prescription of injectable
di acetyl nor phi ne has value for only a subgroup of dependent heroin
users, the second year should be used to linit or wind down the
prescribing of injectable diacetylnmorphine and to gradually return
those in the ‘choice’ group to other treatnent options.

To avoid undue politically-notivated i nterference, the
committee should agree at the outset on reasons for termnating or
nodi fying the pilots or trial (Ostini & Bamer 1991*; Gstini et al
1993*).

How and why the Stage 2 nodel is different from that
proposed in Stage 1

There are two main differences between the nodel proposed at
the end of the Stage 1 research in 1991 and the Stage 2 nodel
proposed here. The Stage 2 nodel has restricted the choices
available to three (injectable diacetylnorphine only, injectable
di acetyl norphine plus oral nmethadone and oral nethadone only)
conpared with any conbination of diacetyl norphine and nethadone in
i njectable, snokable or oral forms in the Stage 1 nodel. The other
is that the Stage 2 nodel proposes a restricted nunbers of places
for the trial, whereas the Stage 1 nodel proposed unlimted nunbers.
There are also sonme minor changes which bring the service nore in
[ine with current nethadone treatnent.

Practically, the restriction in options elimnates two |ikely
choi ces—snokabl e di acet yl nor phi ne and i nj ect abl e net hadone.

As outlined earlier, the provision of snokable diacetyl norphi ne
was not successful in the Swiss trials, although it has been
reported to have been used successfully in the United Kingdom
(Working Paper A in preparation; Bamer et al. 1991*). It is
anticipated that investigation of routes of admnistration for
di acetyl norphi ne other than through injection will continue, and if
successful routes are found, they may be introduced as one of the
options for the pilots and trial. (The devel opnment of other routes
is inmportant, because injection, particularly intravenous injection,
is the nost hazardous to health.)
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Wiile injectable methadone nmay be preferred by sone
partici pants over oral nmethadone, only one of the interviewees in
the Stage 2 research reported they would prefer it over injectable
di acetyl norphine (Wrking Paper B in preparation) and it has not
been found to be a popular choice in the Swiss trials. The real
debate, as has been discussed earlier, is about the addition of the
option of diacetyl norphine to naintenance treatnent, hence the Stage
2 nmodel has focussed on this.

There are two reasons for the restriction in nunbers of places
on a trial. One is that both the reality and perception that there
are limted places will reduce the Ilikelihood that dependent users
fromelsewhere in Australia will nmove to the ACT. The second is that
it allows a nore realistic budget to be devel oped.
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5. Trial evaluation

There was extensive discussion in Stage 1 about the ethics of
conducting a trial, conmpared with sinply introducing a new policy
option (Ostini & Bamrer 1991*; GOstni et al. 1993*). The rea
uncertainties which exist argue for a trial and this proposal wll
substantially contribute to resolving those uncertainties.

The ultimate aimof the trial is to determine the effectiveness
and cost-effectiveness of expanding standard oral met hadone
mai nt enance treatnent to include the options of naintenance with
injectable diacetylnmorphine or the conbination of injectable
di acetyl norphine and oral nethadone. Both individual and social
effects will be assessed.

Prelimnary questions which wll be tackled in the pilot
studi es are:

e can a substantial proportion of participants be stabilised on
i nj ectabl e di acetyl norphi ne or the conbi nation of injectable
di acetyl nor phi ne plus oral nethadone?

and

e can injectabl e diacetyl norphi ne nai nt enance treatment be
successfully integrated with oral nethadone nai ntenance treatnent
to provide a flexible range of options?

There are three conponents to neasuring effectiveness and cost -
ef f ecti veness:

* the ability of these new options to attract and retain people in
t r eat ment

e the ability of these new options to inprove treatmment outcones,
neasured at both individual and social |evels

* neasurenent or estimation of dollar costs associated with the
positive and negative effects of introducing these new options.

Some conponents of the evaluation are straightforward and use
wel | -establi shed rmethodol ogi es, others wll require extensive
devel oprmental work. A distinction is also nade between the m ninmum
amount of evaluation which nmust be conducted and which nust be
budgeted for in the costs of the pilots and trial and highly
desirabl e elenents of evaluation which can be funded separately. A
full discussion of the research protocol is presented in Wrking
Paper F (in preparation).

Can a substanti al proportion  of participants be
stabilised on injectable diacetylnorphine or t he
conbi nati on of diacetyl norphine plus oral nethadone?

This prelimnary question will be tested in pilots 1 and 2.
Clearly if a substantial proportion of participants who prefer these
options cannot be stabilised, there is no point in proceeding
further. The Kkey nmneasures of stabilisation are wuse of illicit
heroin; concurrent use of benzodiazepi nes and/or alcohol wth the
trial drugs; wthdrawal synptons; and the participants’ requested
doses. Participants would be deenmed to be stabilised if:

e they are no longer using illicit heroin;
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» they are not presenting at the clinic under the influence of
benzodi azepi nes and/ or al cohol

 they are exhibiting and reporting no or only nmild w thdrawal signs
and synptons when they present at the clinic; and

e once the initial adjustnment of doses has been nmade, there is no or
only mnimal increase in doses and, secondly, participants are not
requesti ng doses which would nake them drowsy when they | eave the
clinic. (As discussed above, participants can be given doses which
i nduce drowsi ness, provided the doses and tinming of adm nistration
are such that the drowsiness will wear off before the participants
| eave the clinic.)

The mnimum | evel of assessnment budgeted for involves analysis
of self-report nmeasures and of staff and independent researcher
assessnents; wurinalysis; mniml pharmacokinetic analysis and sone
psychophar macol ogi cal test battery analysis (Wrking Paper F in
preparation). It would be desirable to have npbre extensive
phar macoki netic and psychopharmacol ogi cal analysis to examine the
rel ati onship between blood |evels of the drug and physiol ogi cal and
behavi oural effects, including a full analysis of effects on
dri vi ng.

Can injectabl e diacetyl norphi ne mai ntenance treatnent be
successfully integrated wth oral nethadone naintenance
treatment to provide a flexible range of options?

It is fundanmental to the proposal that naintenance treatnent
provi des three options—njectabl e diacetyl norphi ne al one, injectable
di acetyl norphi ne plus oral nethadone, and oral nethadone al one—and
that participants have flexibility in noving between these options.
For exanple, only oral methadone will be available to be taken away
fromthe clinic (under current guidelines), so that if participants
are unable to attend the clinic they nust be able to nove easily
fromthe other options to oral nethadone al one (and back again).

The flexibility of novement between options has both
phar macol ogi cal and service provision conponents. Experience from
the Swiss trials suggests that there is no problem calculating
equi val ent doses for diacetyl norphine and net hadone, but there is as
yet no evidence about the ease of novenment between options.

From the point of view of service provision, integration would
be achieved if participants and staff nade appropriate use of the
range of options; were satisfied with them and if the availability
of the range of options did not affect the ability to provide ora
nmet hadone mai nt enance treatment to those who want only that option.

The minimal |evel of assessnment budgeted for includes analysis
of prescribing records; surveys of trial participants and staff; and
sorme pharmacoki netic and psychopharnacol ogi cal analysis. Again it
woul d be hi ghly desirabl e to undert ake nor e ext ensi ve
phar macoki neti ¢ and psychophar macol ogi cal anal ysi s.

Does expandi ng mai nt enance t r eat nent to i ncl ude

di acetyl norphine attract dependent heroin wusers into
treatnent and does it inprove retention?
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There are two target groups for the first part of this
guest i on—dependent heroin users who have dropped out of treatnent
and dependent heroin users who have never been in treatnent. The
second part of the question concerning retention is also relevant to
partici pants from nethadone treatnment who prefer an expanded range
of options. Answering these questions will require examning pre-
trial data about mnovenent into and out of treatnent. This can be
strongly influenced by, for exanple, changes in policy which can
af fect the nunber of places available, criteria for expulsion and so
on. Providing a valid and reliable answer is therefore statistically
conmplicated and will require devel opnental work.

The budget allows for the enploynent of a statistician to
undertake this developnental work in pilot 2. A statistician wl
al so need to be enployed to analyse the data fromthe trial

Does expandi ng mai nt enance t r eat nent to i ncl ude
di acetyl nor phi ne inprove treatnent outcones, neasured at
bot h i ndividual and social |evels

The wvalue of attracting and retaining people in treatnent
hi nges on the success of the treatnment, therefore this question is
central to the eval uation.

a) Qutcones for trial participants

A randomi sed controlled trial is the nost effective nethod of
assessnment at the individual level. Participants who volunteer for
and are eligible for a place on the trial will be randomy allocated
to either the ‘choice’ group, which provides the expanded treatnment
option, or to the ‘control’ group, which provides only ora
nmet hadone. The outcomes to be assessed are health, including
H V/ AIDS and hepatitis risk behaviours and licit drug use; crimna
behavi our, including illicit drug use; and social functioning. There
are standard instrunments for neasuring these outconmes, such as the
Qpi ate Treatment Index, but instrunents which ask a broader range of
guestions will also be devel oped (Wrking Paper F in preparation).

However random sed controlled trials do not work if
participants in the control group feel particularly disadvantaged
In recent years there has been growing resistance by participants
and, often, service providers to randonised controlled trials.

VWiile there is a strong case for running a random sed

controlled trial to assess the effects of addition  of
di acetyl norphine to maintenance treatnent, it may be difficult to
convince participants, in particular, that this is the case. Pilot 2
will assess whether or not a randomi sed controlled trial is likely

to succeed. One possible way to encourage those allocated to the
‘control’” group to participate is to guarantee them a place in the
‘choice’ group for the second year of the trial. Oher incentives
may al so be needed for people in this group and it can be argued
that this is a matter of justice, as it is unfair to ask people to
participate unless there is sone benefit to them (Gstini and Banmmer
1991*; GCstini et al. 1993*). Wth current uncertainty about future
changes to the methadone program it is not possible at this stage
to determ ne what appropriate incentives nmay be. Care nust also be
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taken that people who want only oral nethadone are not significantly
di sadvant aged.

If a standard randomised controlled trial is not workable,
Jarrett and Sol omon (1994*) have proposed a nodification which could
be investigated further.

Attewell and WIson (1994*) have investigated statistica
i ssues involved with conducting a standard randoni sed controlled
trial, particularly power and sanple size considerations. They
constructed a table with a conprehensive range of values for
determ ning whether the study population likely to be available
woul d be adequate for the levels of effect of interest. If the

sanple size were to be 100 in each of the ‘choice’ and ‘control’
groups, then 80 per cent of the time one would detect inprovenents
as small as about eight per cent for outcone nmeasures having
frequencies around ten per cent (or 90% in the ‘control’ group and
this increases (decreases) to about 18 per centfor outcome measures
havi ng frequencies around 50 per cent in the ‘control’ group. The
sanpl e sizes proposed will be adequate to neasure the effects of
interest, provided the drop-out rate is not too large. Pilot 2 is
therefore crucial to determning whether a randonised controlled
trial is workable.

There are both scientific and political advantages to
conducting the randonised controlled trial in nore than one city
Scientifically, the results will be nore able to be generalised. The
illicit drug ‘scene’ varies fromcity to city, as does the provision
of rmaintenance treatnment and a multi-centre trial would enconpass
these variations. However, the delivery of the trial service and
eval uation of results nust be strictly conparabl e between cities.

The investigation would only nove to a randomi sed controlled
trial if the pilots indicated that at |east sonme beneficial outcones
were likely. Both pilot studies would use participants as their own
controls and would neasure effects before and after expanded
mai nt enance treatment becane available. The piloting of the
random sed controlled trial in pilot 2, could also allow an
i ndication to be gained of whether beneficial outconmes are likely in
the main trial

Informati on about outcomes should be obtained both from
interviews with participants and from i ndependent sources, including
police records; nedical exanminations; random urine tests; and
interviews with relatives.

b) Qut conmes for society

VWereas outconme neasures for effects on individuals are
reasonably well developed, outcone neasures for social effects are
not. These will nonitor both the potential benefits of a trial and
the potential risks.

Pilot 1 wll investigate the developnent of a package of
i ndicators to nonitor a nunber of social effects. Those of interest
include effects on: crine levels and patterns and public perceptions
of crime; illicit drug nmarkets, including |eakage of trial drugs
onto the illicit nmarket; drug use patterns, especially anmobng young
peopl e; heroin users noving to the ACT; offensive public behaviour
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by illicit drug wusers, including the discarding of injecting
equi prent in public places; effects on public health and safety,
including nunbers of overdoses and drug-related notor vehicle
crashes; and effects on other treatnment services, |aw enforcenent
and t he anmbul ance servi ce.

The Stage 2 feasibility research pointed to a nunber of
potentially wuseful ways of developing indicators, including the
reintroduction of a nodified version of the ACT Drug Indicators
Project (Banmmer et al. 1994a*; Banmer & Sengoz 1994); inproving the
availability and quality of drug-related crinme data (Wrking Paper F
in preparation); regular nonitoring of anbulance service data; and
nonitoring the illicit drug market through periodic interviews with
illicit drug users (Bamrer & Sengoz 1994*).

Measurenment or estimation of dollar costs associated with the
positive and negative effects of introducing these new options.

There should be evaluation of cost-effectiveness as well as
effectiveness. This is relatively new in the drug treatnment field
and relies on good neasures of effectiveness as well as reliable
indicators of costs for people not in treatnment or before they
entered treatnment. A health economist should be enployed for this
eval uati on.

I nforned consent and ot her ethical issues

The exploration of the crimnal and civil liability issues
associated with a trial, as well as the ethical issues, have
hi ghlighted the inportance of informed consent (Bronitt 1995*; Cica
1994*; Ostini & Bammer 1991*; Ostini et al. 1993*).

It is also crucial that researchers evaluating the outconmes of
the trial do not have restrictions placed on their ability to freely

publish the results of their investigations. |In addition, any
enpirical data collected should be made publicly available after a
reasonabl e peri od, W th appropriate protection to prevent

identification of individual participants (Ostini & Bamer 1991%*;
Ostini et al. 1993%).
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Part 4: Budget for the pilot studies and budget

justification

Preparat ory phase and pil ot

Cinic staff

Position Cost per Preparatory
annum phase &
pilot 1 cost
Seni or specialist (one 155, 298 110, 500
posi tion)
Servi ce nmanager (one 70, 079 79,512
posi tion)
Nursing staff (six
posi ti ons)
one level 2-full-tinme 53, 438 35, 968
one level 1-full-tine 47,598 32, 037
two | evel 1-70% 67, 036 45, 120
two | evel 1-50% 47,598 32, 037
Adm nistrative staff
one SOGC-full-tinme 61,714 70, 021
one ASO2-50% 16, 854 11,993
O eaning staff (casual) 7,392
Security staff (@ $500 16, 500
per week)
Total clinic staff costs
QO her service provision costs
Item Cost for
pilot 1
Site nodifications and 125, 000
furni shing
dinic running costs 50, 000

Total other service provision costs

Total service provision costs
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441, 080

175, 000
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Position Cost per
annum

Preparatory
phase &
pilot 1 cost

Research director (one 88, 279
posi tion)
Cri m nol ogi st (one 78,914
posi tion)
Seni or research officer 67, 303

(one position)

Total research staff
costs

O her research costs

62, 814

50, 080

42,711

155, 605

Item

Cost for
pilot 1

Resear ch overheads, pharmacokinetic
anal yses, computing support

Total other research
costs

Total research costs

TOTAL PREPARATORY PHASE AND
PILOT 1 COST
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50, 000

50, 000

205, 605

$821, 685
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Posi tion Cost per Pilot 2 cost
annum
Seni or speci al i st 155, 298 134, 393
Community Medical O ficer 56, 299 50, 886
| evel 2—(0.75 positions)
Servi ce manager (one 70,079 60, 645
posi tion)
Nursing staff (twelve
posi ti ons)
two level 2—full-tine 106, 876 9, 489
three level-1 full-tine 142, 793 123,571
one level 1-70% 33,518 29, 006
one |l evel 1-60% 28, 659 24,801
three level 1-50% 71, 396 61, 785
one level 1-40% 18, 939 16, 390
one |l evel 1-20% 9,720 8,412
Counsel ling staff (six
posi ti ons)
one ASC6—full-tine 58, 399 52,783
one ASGo—full-tinme 49, 648 44,874
one ASC6-80% 40,018 36, 170
one ASC6-50% 24,824 22,437
one ASO4-50% 22,949 20, 742
one ASO4-40% 18, 760 16, 956
Adm nistrative staff
one SOGC-full-tine 61, 714 53, 406
one ASQ2-full-tinme 33, 709 29,171
O eaning staff (casual) 20, 160
Security staff @ $1, 000 45, 000
per week
Total clinic staff costs 861, 077
O her service provision costs
Item Cost for
pilot 2
Cinical running costs 175, 000
Children’s program costs 104, 806
Total other service provision costs 279, 806
Total service provision 1, 140, 88
costs 3
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Cost of
pilot 2

Position Cost per
annum

Research director (one 88, 279

posi tion)

Cri m nol ogi st (one 78,914

posi tion)

Seni or research officer 67, 303

(one position)

Statistician (one

position for six nonths)

Resear ch assistant (one 45, 631

posi tion)

Total research staff
costs

O her research costs

76, 397

68, 291

58, 243

37, 253

39, 489

279,673

Item

Cost for
pilot 2

Resear ch overheads, pharmacokinetic
anal yses,
conmputi ng support

Total other research
costs

Total research costs

TOTAL PILOT 2 COST

80

85, 000

85, 000

364, 673

$1, 505, 55
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Justification of the budget

Only budgets for the pilot studies have been prepared at this stage.
It will be possible to prepare a realistic budget for the trial once
results fromthe pilot studies are to hand.

There are a nunber of considerations which affect several
budgetary itemns, including the clinical structure and its
relationship to the research, the duration of the pilots, the total
nunber of <clients on the nmethadone program and the expanded
mai nt enance options experinment, clinic hours, and pilot termni nation.

There has been no adjustment in the budget for salary rises,
but all salaries are calculated at the top of the range to allow
some flexibility in hiring, coverage for |eave and sonme salary
i ncreases.

The <clinical structure and its relationship to the
research

For the purposes of these budgetary calculations, t he
mai nt enance program whi ch includes diacetyl norphine is considered to
be separate from the nethadone nmaintenance program and to be
separately staffed. It is intended however, that there wll be
consi derabl e cross-over between the two groups of staff, although
current nmethadone program staff who do not wish to work on the
di acetyl norphi ne maintenance prescribing program wl]l not be
required to do so. Policy and adninistration for the pilots will be
integrated into the existing Al cohol and Drug Service of ACT Health.
The naintenance clinic which includes diacetyl norphine prescription
will be located at a physically separate site from the existing
nmet hadone clinics.

Pilot 2 participants allocated to the ‘control’ group wll
attend the nethadone program There should be continuation of
referral of participants to non-government and other services as
appropri ate.

The evaluation team nust be independent of the service
provision and will therefore have no role in the day-to-day running
of the service. The evaluation team wll be responsible for
recruiting pilot participants, for randomly allocating them to the
‘choice’ and ‘control’ groups (where appropriate) and for measuring
the outcones of the pilots (and trial). Although the evaluation team
is separate, evaluation is an essential conponent of the pilots and
nmust be included in the budgets for the pilots.

Duration of the pilots

Preparat ory phase 6 nonths (i nimum
Pilot 1 7.75 nont hs
Pilot 2 10. 25 nont hs

Preparatory phase (Pre-Pilot 1)

After a decision is nmade to proceed with the pilot studies and
resources are committed, there nust be legislative change and the
Commonweal th nust grant |icences and give perm ssions (see Part 3,
The | egal aspects of a trial). A new clinic nust be established and
it will take tine to find and refurbish a suitable site. Staff nust
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be hired and trained and agreed policy and procedures devel oped. It

is estinmated that this preparatory phase will take six nonths or

nor e.

Pilot 1

Cinical tinetable

Pilot 1 will begin gradually with ten new partici pants conmenci ng on

the pil ot each week.

Weeks 1-4 10 new participants start each week

Weeks 5-26 40 participants in pilot 1

Weeks 27-30 10 participants have conpleted six nmonths in
pilot 1 each week (all participants will be

maintained in the pilot until a determi nation of
success is nmade in Wek 33)

Week 33 end of pilot 1

Research tinetabl e

Pre-pilot (four weeks) Recruit participants, collect pre-pilot data

Weeks 1-30 Anal yse dosing records, clinical records and
test battery records on weekly basis

Weeks 1-30 Exami nation of possible nmeasures of socia
i mpact

Weeks 14-17 Three nmonth interviews with participants and
staff (10 participants per week)

Weeks 27-30 Six nonth interviews with participants and staff
(10 participants per week)

Weeks 31-32 Col I ati on of anal yses and preparation of fina
report

Week 33 Deci si on on whether or not to proceed to pilot
2.

Duration of pilot 1 is 33 weeks (7.75 nonths).

Pilot 2
Cinical tinetable

If the decision is that pilot 1 was a success and therefore
that pilot 2 should proceed, transfer of participants frompilots 1
to 2 and commencenent of new participants would begin in Wek 34
Twenty participants would begin on pilot 2 each week.

To ninimse the gap between the pilots, staff and participants
for pilot 2 will be recruited in advance of the decision about
whet her or not pilot 1 is success, but with clear understanding that
their recruitnment is provisional until that decision is made.

Weeks 34-37 10 participants transfer frompilot 1 and 10 new
participants start each week

Weeks 38-46 20 new participants start each week (only 10 in
the | ast week)

Weeks 47-59 250 participants in pilot 2; 125 in each of the
‘choice’ and ‘control’ groups

Weeks 60-72 20 participants have conpleted six nmonths in
pilot 2 each week (all participants will be
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Research tinetabl e

Weeks

Weeks

Weeks
Weeks
Weeks

Weeks

34-46

34-72

34-72
34-72
47-59

60-72

Week 73-77

Week 78
Duration of pilot 2 is 45 weeks (10.25 nonths)
Duration of pilots 1 and 2 is 78 weeks (1.5 years)

G ants

maintained in the pilot until a determ nation of
success is nmade in Wek 78)

end of pilot 2

Interviews with new participants to collect pre-
pil ot data

Anal yse dosing records, clinical records and
test battery records on weekly basis

Anal ysis of attraction and retention data
Coll ection and anal ysis of social inpact data

Three nmonth interviews with participants and
staff (20 participants per week)

Six nonth interviews with participants and staff
(20 participants per week)

Col I ati on of analyses and preparation of fina
report

Deci si on on whether or not to proceed to trial.
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Total nunber of clients on the nethadone program and the
expanded mai nt enance program whi ch i ncl udes
di acet yl nor phi ne prescri bing

These budgetary cal culations assunme that there will no major
changes to the existing ACT nmethadone program It is, however,
likely that there wll be an increase in private nethadone

prescribers and in pharmacy distribution of methadone, although the
speed of introduction of these changes and their magnitude cannot be
estimated at this stage. A consequent ‘freeing up of current
net hadone program staff could be used to cut pilot staffing costs,
but this is not factored in here. As outlined above, for these
budgetary calculations, the expanded nmaintenance program which
provi des diacetylnorphine is considered to be separate from the
nmet hadone mai nt enance program and to be separately staffed

Assum ng the nethadone program has reached a ‘steady-state’ at
350 participants, the likely nunber of participants in each of the
net hadone and expanded nmi nt enance prograns are as foll ows:

In pilot 1, 20 participants wll be recruited from the

net hadone program and 20 from outside the program |eaving 330
peopl e on the met hadone program

In pilot 2, an additional 130 people will be recruited fromthe
net hadone program the 20 recruited from the methadone program for
pilot 1 will be transferred to pilot 2, |eaving 200 people on the

net hadone program These 150 participants plus the 100 participants
recruited from outside the nethadone program (20 in pilot 1 and 80

in pilot 2) will be randomy assigned to ‘choice’ and ‘control’
groups on a 1:1 basis. Thus the 125 people allocated to the
‘control’” group will be returned to the nethadone program so that
there will be 325 people on the methadone program

The nunber of participants in the expanded nai ntenance program
whi ch includes diacetylnorphine will be 40 in pilot 1 and 125 in
pilot 2.

No adj ustnment has been nmade to allow for people |eaving (either
voluntarily or being expelled fron) the expanded nai ntenance program
whi ch includes diacetylnorphine. Experience with the Swiss trials
has shown a high retention rate’ (Swiss Federal Ofice of Public
Heal t h, 1995).

dinic hours

To accomopdate those participants who choose to inject
di acetyl norphine three times per day (the maxi mum permitted), there
will need to be three dispensing tines. For pilot 1 the dispensing
tines will be 0700 to 0800, 1300 to 1400, 1900-2000. For pilot 2 the
di spensing times will be 0700 to 0900, 1230 to 1430, 1800-2000.

These dispensing tines are based on those used in the Sw ss
trials, where they have been found to work well. Sone participants

7 It is difficult to calculate a precise retention rate because the trials
in different Swiss cities began at different tinmes. In January 1995,
when sonme trials had been running for 12 nonths and others for six or
so, the overall retention rate was 81 per cent.
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who request diacetyl norphine only nmay experience w thdrawal synptons
overnight and they will be offered a |ow dose of nmethadone to
al l eviate these synptons.

For pilot 1, in addition to the dispensing tinmes, the clinic
will be staffed for three hours per day, seven days per week. These
additional three hours per day will be used for client case work;
adm nistration; setting up and cleaning up; hand-over between
shifts; and regular staff mneetings.

Wth the additional participant nunbers in pilot 2, the clinic
will be staffed from 0630 to 2030.

For both pilots 1 and 2 there will be two rostered shifts.
During pilot 1, excess hours have been budgeted for to give staff,
in conjunction wth participants, the necessary flexibility to
develop the Dbest possible «clinic operation for Australian
conditions. The excess hours can also be used to assist in the
devel opment of a case work systemin the methadone program

Further details on the day-to-day operation of the clinic are
presented in Whrking Paper E (in preparation).

Pilot term nation

If a decision to ternminate is made during the operation of the
pilots, this is unlikely to result in financial problens because
noney will already have been conmitted for the expected original
duration of the pilot.

If the decision at the end of pilot 1 or pilot 2 is that the
pilot was not a success and therefore that there should not be a

progression to a further stage, this wll have financi al
implications. Staff contracts should be witten with this in mnd.

Addi tional funding should be made available for one nmonth at
the end of pilot 1 and for two nonths at the end of pilot 2 to allow
participants to be transferred to other treatnment prograns and staff
to find new enpl oynent.

This could cost around $50,000 for pilot 1 and $200,000 for
pilot 2.

Clinic staff costs

Seni or speci ali st

Because the pilots are innovative, high profile and highly
political, the head of the clinical service should be a senior

specialist with an established reputation in the illicit drug
treatnent field. This person will have a half clinical load and, in
addition will be responsible for the clinical service budget; the
snooth  running of the clinical servi ce; liaison with the

researchers; and dealing with visitors to the program and the nedia.

The senior specialist will be the only nedical practitioner
enployed in pilot 1. The period of enploynent shoul d begin one nonth
before the commencenent of the pilot. Hence the period of enpl oynent
will be 37 weeks in pilot 1 and 45 weeks in pilot 2.

The annual salary for a senior specialist is $95,470.
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Al l owances are $2,737 for administrator in charge; 16 per cent
($15,275) in lieu of private practice; $16,612 special allowance (in
lieu of on-call paynments); and $1,336 office all owance.

On costs, calculated at 25 per cent of the annual salary, are
$23, 868.

Qher nmedically qualified staff—-Comunity Medical Oficers

Additional nedically qualified staff will be needed in pilot 2.
A ratio of one doctor to 100 participants has been allowed. G ven
that the senior specialist has a half clinical load (50
participants), a 0.75 position will be needed for pilot 2.

The role of the medically qualified staff wll include
partici pant assessnment, establishment of a stabilising dose, dose
adjustnents (if necessary), and advising on and nonitoring
transitions between the various available pharmaceutical options
(di acetyl norphine al one, di acetyl norphine plus nmethadone and
net hadone alone). Staff should have training in the alcohol and
other drug field and experience in, at |east, nethadone naintenance
treatnment of illicit drug users.

These staff have been budgeted at Community Medical Oficer
(CMO) level 2 at an annual salary of $60,052. Allowance has been
made for the doctor(s) in this position to begin work tw weeks
before pilot 2. On-costs are calculated at 25 per cent.
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Servi ce nanager

The service nanager will have responsibility for t he
preparatory phase (pre-pilot 1) and will, wunder direction of the
senior specialist, be responsible for the snmooth running of the
clinical service for the pilots.

In the preparatory phase, the duties of the service manager
will include finding a suitable location for the new clinic;
organi sing refurbishment; hiring and training non-nedical staff; and
establishing policy and procedures for the service delivery (in
consultation with the senior specialist). During the pilots the
service manager will be responsible for liaising wth the
researchers in the recruitnent of participants; the process of
obtaining informed consent from the participants for the clinical
aspects of the pilots; inplenmenting and ensuring the snooth
functioning of a case nmanagenent systeny and liaising with adjunct
services and other treatnent services.

The service manager should have training in the alcohol and
other drug field, experience in providing services to illicit drug
users and nmanagenent and training skills. The service nmanager should
al so have appropriate skills to have a half load in the service
provision (this would cover annual |eave for the other staff).

Thi s position has been budgeted at Senior Oficer Gade B | evel
with an annual salary of $56,063, with on-costs at 25 per cent. This
person will be enployed for the six nmonths preceding pilot 1, as
well as for pilot 2.

Nur si ng st aff

Nursing staff wll have responsibility for dispensing the
prescribed drugs and will, along with counselling staff, be part of
the casework system Each nurse wll be the caseworker for a
specific group of participants and will be responsible for initial
assessnent and review, general support; continuity of care; the
participant’s file; and liaison with nmedical and other staff.

Nurses will work in tw shifts (0630 to 1430 and 1230 to 2030)
and, as well as dispensing and case work duties, wll have
adm ni strative duties and be responsible for setting up and cl eani ng
up at each di spensing session.

Six nurses should be enployed to work on pilot 1; two full-
time, two at 70 per cent of full-time and two at 50 per cent of
full-time (see Wrking Paper E in preparation for exanples of
rosters). One (full-tine) nurse should be enployed at level 2, the
others at level 1. The salary for level 2 is $38,750 and for level 1
34,878; on-costs are calculated at 25 per cent. Penalty rates are
cal cul ated at $5,000 per annum for the level 2 nurse; $4,000 per
annum for the full-tine level 1 nurse; $3,000 for the 70 per cent
nurses and $2,000 for the half-time nurses. The nurses should be
enpl oyed two weeks before the commencenent of pilot 1.

No counselling staff will be enployed in pilot 1. The casework
| oad per full-time equivalent staff nenber will be 9.

Twel ve nurses shoul d be enployed to work on pilot 2; five full-
time, one at 70 per cent; one at 60 per cent; three at 50 per cent;
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one at 40 per cent and one at 20 per cent. On-costs and penalty
rates are calculated in the sane way. Sone new nurses wll be
enpl oyed before the commencenent of pilot 2, others will be phased
in as the nunber of participants increases (for the budget all
cal culations are fromthe beginning of pilot 2). Four nurses nust be
avail able for dispensing at peak denmand tinmes. An exanple of a
roster for pilot 2 is presented in Wrking Paper E (in preparation).

There will be a total of 4.2 counselling positions (see bel ow),
bringing the casework |oad per full-time equivalent staff nenber to
10.
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Counsel |l ors

As well as providing counselling, social support and bei ng case
wor kers, the counsellors (Administrative Service Oficers) could
play an inportant role by being responsible for the snmpoth running
of the waiting room They could undertake a prelimnary check of
participants to ensure that they are not intoxicated wth other
drugs and therefore unsuitable to be dosed. Final responsibility for
assessing participants for fitness to be dosed rests wth the
di spensing staff, but the counsellors could ease the workl oad of the
di spensing staff by dealing with obviously intoxicated participants.
The counsellors could also be responsible for assessing the
participants’ fitness to |eave. However agreement would need to be
reached with the relevant unions for counselling staff to work in
the extended clinic hours and to undertake these new duti es.

Six counsellors should be enployed to work on pilot 2; two
full-time, one at 80 per cent; two at 50 per cent; and one at 40 per
cent. The annual salaries for different levels are as follows: ASO6
$42,719; ASOE $36,518; ASO4 $33,519. On-costs and penalty rates are
calculated as for nurses. The counsellors should be enployed two
weeks before the commencenent of pilot 2. The casework [oad per
full-time equivalent staff nenber will be 10 (see discussion for
nurses above).

Adm ni strative staff

A half-tinme administrative position will be needed at the
clinic in pilot 1 and a full-tine position in pilot 2. The person in
this position should be enployed one nonth before the comencenent
of pilot 1. This position has been budgetted at ASO2 with an annual
sal ary of $26, 967.

The Swi ss experience is t hat t he i ntroduction of
di acetyl norphine prescribing also significantly increases the
wor kl oad of ‘central office’ staff because of outside interest and
enquiries. An additional full-time position has been budgetted for
from the beginning of the preparatory phase. This salary has been
budgetted as Senior Oficer Gade C at an annual salary of $48, 531,
with a $1, 050 senior officer allowance.

On costs are calculated at 25 per cent.

C eaning staff

$16 per hour has been allowed for two hours per day for pilot 1
and four hours per day for pilot 2.

The Swiss have successfully enployed trial participants to
undertake cleaning. This could be tried under the supervision of the
servi ce nanager.

Security staff

A uniforned security officer will be on the prem ses during the
clinic opening times. The cost provided by a security firmfor three
sessions of two hours duration per day, seven days per week is
around $1, 000 per week.
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O her service provision costs

Site nodifications and furnishing
This includes internal alterations; on-off security costs; and
furniture and equipnment. Sonme nodifications and furniture and

equi prent  purchases may be delayed until pilot 2. A nore detailed
proposal is presented in Wrking Paper E (in preparation).
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dinic running costs

This includes the cost of the diacetyl norphine and methadone
injecting equipnment, urinalysis, on-going security costs and
over heads.

The children’s program

The ACT Intravenous Drug Users League should be invited to
expand its playgroup to accomopdate a children’s program which pil ot
participants wll be able to use. This program relies on a
conbi nation of paid workers, parent participation and input from
communi ty nurses.

The children’s program should be open from 0700 to 2030, seven
days per week. There will always be one paid staff nmenber on duty.
The salary has been calculated at the equivalent of three full-tine
staff enpl oyed at ASC6 | evel ($36,518 per annum.

$1,000 per nonth has been allowed to cover other costs,
i ncludi ng i nsurance, furnishings, food, activities and toys.

This item has been budgetted for pilot 2.

Research staff costs

Research Director

The research director wll be responsible for the overal
conduct of the evaluation and for the collation of the analyses and
preparation of the final reports at the end of pilots 1 and 2.

The research director wll collect and analyse data on
stabilisation, integration of treatnents and individual outcones.
Because of the l|arger nunmber of participants, research assistance
will be needed for pilot 2.

The research director will be appointed at the Level D Senior
Fellow with an annual salary of $70,623. On-costs are calculated at
25 per cent. The research director will need to be appointed one

nonth before pilot 2, to recruit and collect data on participants.

Cri m nol ogi st

The criminologist will work with the senior research officer to
devel op a package of indicators to neasure the social inpact of
addi ng injectabl e diacetyl norphine to mai ntenance treatnment in pil ot
1 and to collect and analyse data in order to nonitor social inpact
in pilot 2.

The crininologist will be appointed at Acadenic Level 3 with an
annual salary of $57,184. On-costs are calcul ated at 38 per cent.

Seni or research officer

The senior research officer will work with the crimnologist to
devel op a package of indicators to neasure the social inpact of
addi ng injectabl e diacetyl norphine to mai ntenance treatnment in pil ot
1 and to collect and analyse data in order to nonitor social inpact
in pilot 2.
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The senior research officer will be appointed at Academic Level
2 with an annual salary of $48,770. On-costs are calculated at 38
per cent.
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Statistician

A statistician will be enployed for six nonths full-time in
pilot 2 to develop nethods to analyse data on attraction and
retention rates.

The statistician will be enployed at Level C Fellow at an
annual salary of $59,605, with on-costs calculated at 25 per cent.

Research assi stants

The research director will require research assistance during
pilot 2 to collect and anal yse data on stabilisation, integration of
treatnents and individual outcones.

One full-time research assistant wll be enployed at ANU
Oficer 6 levels with an annual salary of $36,505. On-costs are
cal cul ated at 25 per cent.

O her research costs

An allowance was made for overheads, conputing support and
[imted pharmacoki netic anal ysis.
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$445, 000 over

$5, 040

$8, 028

$16, 548

$56, 146

$29, 343

5 years
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The Australian National University's
Strategi c Devel opnent Fund

A Random sed Controlled Trial of New
Treatnent Options for Heroin
Dependent People (to G Bammer and
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Cri m nol ogy Research Council
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Heroin Users in the ACT

(to G Bammer)
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Honel ess Youth in the ACT

(to G Bammer)

Australian Institute of Aboriginal
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Grant for collaboration wth
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Health Cinic) on HV Ri sk for
Aboriginal Heroin Users in the ACT
(to G Banmer, O Brown, D. McDonald
and

B. Si bt hor pe)

Research Into Drug Abuse Grant for
I[Ilicit Drug Users’ Unnet Treatnment
Needs—hat Can W |learn from

Treat nent Drop-outs?

(to G Bammer, B. Sibthorpe and D.
McDonal d)

National Drug Crinme Prevention Fund
Grant for Narcotic Treatnment and
Road Safety
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G Bammer)
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AlC, to April 1994

Al C, April-Novenber 1994
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Drug and Al cohol Services Council,
SA

Conmmonweal th Attorney-General’s
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Research Assistant, NCEPH
(econom cs of drug markets)

Crimnol ogist, AIC (legal issues)
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Wor kshop partici pants

Wor kshop partici pants

The participants in the workshops on Australian drug nmarkets
research: the contribution of childhood sexual abuse to alcohol,
heroin, and other drug problens; and the design and evaluation of a
trial are listed in Wrking Papers 2, 5, and 8, respectively.

Wbr kshop on Policing |Issues, May 30, 1994

Det ective Sergeant Don Bail ey, ACT Police

Dr Gabri el e Bammer, NCEPH

I nspector Ti m Fenlon, Queensland Police

Det ective Sergeant Tim Fisher, ACT Police

Det ecti ve- Superi ntendent Ted Foster (Co-organiser), ACT Drug Squad
Sergeant Bob Gresham Australian Federal Police Association

Super i nt endent Frank Hansen (Chair and co-organiser), Dr ug
Enf or cement Agency, NSW

Intelligence Oficer Paddy Mhony, Australian Bureau of Crimnal
Intelligence

Deputy Conmi ssi oner Richard McCreadi e, Tasmani an Police
Superintendent Dennis MDernott, ACT Police

Superi ntendent Peter MDonal d, ACT Police

Conmander Rick Ninness, ACT Police

| nspector Steven Vaughn, Victorian Police

Sergeant Rob Wheel er, ACT Legal Services Branch

Dr Grant Wardlaw, AIC

Apol ogi es:  SA Police

Wor kshop on Cost Consi derations for Service Provision for
a '"heroin trial', February 23, 1995

Lia Battinson
Jude Byrne
Phyl | Dance

Deborah Fel ton

Jo Mazengarb

Ti not hy McGregor
Tarquin McPartl an
Julie Perrin

Mar gar et Shanahan
Mari on Wt son
Cheryl WI son
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Wor kshop on Medi cal |ssues Involved in Prescribing Heroin
to Dependent Users, February 28, 1995

Dr Robert Ali, Drug and Al cohol Services Council, SA
Dr Gabri el e Bammer, NCEPH

Prof essor Peter Baume, School of Community Medicine, University of
New Sout h Wl es

Dr Janes Bell, Drug and Al cohol Services, Prince of Wl es Hospital,
NSW

Dr Jack Best, Austral asian Faculty of Public Health Medicine

Dr Nick Cunmings, Al cohol and Drug Service, Launceston

Dr Margaret Deane, Departnment of Human Services and Health

Pr of essor Bob Dougl as, NCEPH

Dr Janelle Hanmilton, ACT Division of General Practice

Dr Nick Lintzeris, Turning Point Al cohol and Drug Centre, Victoria
Dr Jo Mazengarb, Al cohol and Drug Service, ACT Health

Dr Sue Morey, Morey Australia Pty Ltd

Dr Rene Pols, Royal Australian and New Zealand College of
Psychi atrists

Dr Keith Powell, ex-Physician, Al cohol and Drug Service, ACT Health
Dr Adrian Reynolds, Community Drug and Al cohol Service, Brisbane
Nort h

Dr Stephen Rosenman, Drugs Advisory Conmittee, ACT Health

Dr M chael Tedeschi , Royal Australian College of Gener al
Practitioners

Prof essor lan Webster, Drug and Al cohol Services, Liverpool, NSW

Dr Al ex Wodak, Al cohol and Drug Service, St Vincent's Hospital, NSW

Apol ogi es: Dr Bob Allan, AMA, ACT Branch
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Raf f ael e provi ded public rel ati ons advice.

| ai n Anderson, Dorothy Broom Bob Douglas, Adam G aycar, Erich
Kl i ewer, David MDonald and Wayne Smith provided useful coments on
the draft of the final report
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Part 4. Budget for the pilot studies
and budget justification

List of feasibility study publications
Peer -revi ewed papers
Hartl and, N.; MDonald, D.; Dance, P.; Banmrer, G 1992 ‘Australian

reports into drug use and the possibility of heroin nmaintenance
Drug and Al cohol Review, 11, 175-182.

Gstini, R; Bamer, G ; Dance, P.; Goodin, R 1993 ‘'The ethics of
experinental heroin nmaintenance’. Journal of Medical Ethics, 19,

175-182.

McDonal d, D.; Stevens, A.; Dance, P; Bammer, G 1993 ‘Illegal drug use
in the Australian Capital Territory—tnplications for the feasibility
of a heroin trial’. Australian and New Zeal and Journal of

Crimnol ogy, 26, 127-145.

Banmer, G 1993a ‘Should the controlled provision of heroin be a
treatnent option? Australian feasibility considerations’. Addiction,
88, 467-475.

Larson, A.; Stevens, A ; Wardlaw, G 1994 ‘Indirect estinmtes of
‘hi dden’ popul ations: capture-recapture nmethods to estinmate the
numbers of heroin users in the Australian Capital Territory'. Social
Sci ence and Medicine, 6, 823-831.

Bammer, G ; Sengoz, A 1994 ‘Non-fatal heroin overdoses’ The Medica
Journal of Australia, Letters to the Editor, 161, 572-573.

Bammer, G ; Wekes, S. 1994 ‘'Beconing an ex-user: insights into the
process and inplications for treatnment and policy’'. Drug and Al cohol
Revi ew, 13, 285-292

Si bt horpe, B.; Drinkwater, J.; Gardner, K. ; Bamer, G 1995 ‘'Drug use
bi nge drinking and attenpted suicide among honel ess and potentially
honel ess youth’ Australian and New Zeal and Journal of Psychiatry,
Vol unme 29 in press.

Bamrer, G ; Stevens, A ; Dance, P.; Gstini, R; Crawford, D. 1995a
‘Controlled heroin availability in Australia? How and to what end?
I nternational Journal of the Addictions, 30, 991-1007.

Banmer, G ; Dance, P.; Stevens, A ; Mgford, S.; Gstini, R; Crawford,
D. 1995b ‘Attitudes to a proposal for controlled availability of
heroin in Australia: is it tine for a trial? Addiction Research, in
press.

Dance, P.; Crawford, D.; GCstini, R ; Stevens, A ; Bamer, G 1995 ‘Is it
time for a heroin maintenance progranf? Views of users and ex-users’
Submitted to Addiction Research

Stevens, A.; Ostini, R; Dance, P.; Burns, M; Crawford, D.; Bammer, G

1995 ‘' Police opinions of a proposal for controlled availability of
heroin in Australia’ Policing and Society, in press.
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Banmer, G ; Ostini. R ; Sengoz, A 1995c ‘Using anbul ance service
records to exam ne non-fatal heroin overdoses’ Australian Journal of
Public Health, in press.

Bammer, G, Sengoz, A 1995 'The Canberra Christnmas overdoses nystery’
Drug and Al cohol Review in press.

Larson, A.; Bammer, G 1995 ‘Why? Who? How? Estimating nunbers of
illicit drug users. Lessons froman ACT case study’ Submitted to
Australian Journal of Public Health.

Peer-revi ewed chapters

Bammer, G 1992 ‘A trial of controlled availability of heroin for the
ACT?" In Wiite, J. (ed) Drug Problens in Qur Society: Dinensions and
Perspectives (Sel ected Papers from The Wndow of Opportunity, First
Nat i onal Congress. An Intersectoral Approach to Drug Rel ated
Problens in Qur Society, Decenber 2-5, Adelaide) 57-62.

Banmer, G ; Douglas, B.; Mwore, M; Chappell, D. 1993 ‘A heroin trial
for the Australian Capital Territory? An overview of feasibility
research’. In Heather, N.; Wdak, A ; Nadelman, E. A ; O Hare, P.
(eds) Psychoactive Drugs and Harm Reduction: From Faith to Science.
(Sel ected papers fromthe Third International Conference on the
Reduction of Drug-related Harm) Wurr, London, 137-150.

Banmer, G 1995 ‘Australian feasibility research into the controlled
availability of heroin’ Forthcom ng in Medical Presciption of
Nar cotics (Publication of the Thun Sem nar Conference Papers) To be
publ i shed by the Swi ss Federal O fice of Public health.

Reports and Wor ki ng Papers

Volune 1 of Feasibility Research into the Controlled Availability of
Opioids. National Centre for Epidemn ol ogy and Popul ati on Heal th,
Australian National University, Canberra, 1991.

Reprinted in Legislative Assenbly for the Australian Capital
Territory, Select Commttee on HV, Illegal Drugs and Prostitution,
Second InterimReport, ‘A Feasibility Study on the Controlled

Avail ability of Opioids’.

Vol une 2 of Feasibility Research into the Controlled Availability of
Opioids. National Centre for Epidemn ol ogy and Popul ati on Heal th,
Australian National University, Canberra, 1991.

Chapters are:

Stevens, A.; Dance, P.; Bamer, G ‘lllegal drug use in
Canberra’, 1-18.
Rai nforth, J. ‘Literaure review argunments for and against

changing the availability of opioids’, 19-52.

Hartl and, N. ‘The political context’, 53-82.

Martin, B. ‘Interest groups and social controversies’', 83-86.
Nor berry, J. ‘Legal issues’, 87-115.

Banmer, G ; Rainforth, J.; Sibthorpe, B. ‘Possible options for
atrial’, 117-176.

Gstini, R; Bammer, G ‘Ethical issues’, 177-186.
Crawford, D.; Bammer, G ‘Attitudes to a trial’, 187-278.
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Barmer, G; Douglas, RM; Dance, P. ‘Evaluation by a
randomi sed controlled trial’, 279-286

Banmer, G ; Gerrard, G (eds) 1992 Heroin Treatment—New Al ternatives.
Proceedi ngs of a One-day Sem nar, Becker House, Canberra, Novenber
1991.

Larson, A. 1992 Estimating the nunbers of heroin users in the ACT
Feasibility Research into the Controlled Availability of Opioids
Stage 2 Worki ng Papers Nunmber 1.

Bammer, G (editor) 1993b Australian drug markets research: Wat are we
doi ng? Where are we goi ng? What are the gaps? Proceedi ngs of a one-
day workshop held at the Scarth Room University House, ANU, 22
February 1993. Feasibility Research into the Controlled Availability
of Opioids Stage 2 Wrking Papers Number 2.

Si bt horpe, B.; Sengoz, A.; Banmer, G in collaboration with The Youth
Affairs Network of the ACT, 1993 Drug use and H V risk anpng
honel ess and potentially honel ess youth in the Australian Capita
Territory. Feasibility Research into the Controlled Availability of
Opi 0i ds Stage 2 Working Papers Nunber 3

Youth Affairs Network of the ACT (YANACT) and National Centre for
Epi demi ol ogy and Popul ation Health (NCEPH), 1992 Gooni es and G een
A survey of drug and al cohol use anong honel ess and potentially
honel ess young people in the ACT.

Banmer, G ; Wekes, S. 1993 Beconi ng an ex-user—would the controlled
availability of heroin make a difference? Feasibility Research into
the Controlled Availability of Opioids Stage 2 Wrking Papers Number
4,

Bammer, G (editor) 1993c Does chil dhood sexual abuse contribute to
al cohol, heroin and/or other drug problens? Proceedi ngs of a one-day
wor kshop held at the National Centre for Epideniol ogy and Popul ati on
Heal th, The Australian National University, 22 June 1993.
Feasibility Research into the Controlled Availability of Opioids
Stage 2 Worki ng Papers Number 5.

Hunes, G ; Ml oney, M; Baas Becking, F.; Bammer, G 1993 “It will kills
us faster than the Wiite invasion”. Views on al cohol and other drug
probl ens and H ' V/ AIDS risk in the Canberral/ Queanbeyan Abori gi na
community and on the suitability of a ‘“heroin trial’ for Aborigina
heroin users. Feasibility Research into the Controlled Availability
of Opioids Stage 2 Wrking Papers Number 6.

Mol oney, M ; Humes, G ; Baas Becking, F.; Bammer, G 1993 “Fi ndi ng Qut
For Qurselves”. An analysis of the needs of ACT/ Queanbeyan
Aboriginal People, especially with regard to al cohol and other drug
probl ens and H V/ AIDS risk. Wnnunga N nmityjah, NCEPH, Australian
Institute of Crimnol ogy.

Butler, J.; Neil, A 1994 Economic issues in a trial of the controlled
provi sion of heroin. Feasibility Research into the Controlled
Availability of Opioids Stage 2 Wrking Papers Number 7.

Nat i onal Centre for Epideniol ogy and Popul ati on Health and Australian

Institute of Crimnology, 1994 Issues for Designing and Evaluating a
‘“Heroin Trial’'. Three Discussion Papers. Feasibility Research into
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the Controlled Availability of Opioids Stage 2 Wirking Papers Nunber
8.

Chapters are:
Banmer, G ; MDonald, D. ‘Report on a workshop on trial evaluation’
1-10.

Jarrett, RG; Solonobn, PJ. ‘An evaluation of possible designs for a
heroin trial (draft)’, 11-30.

McDonal d, D.; Bamrer, G ; Legge, DG ; Sibthorpe, BM °‘ Service
provi sion considerations for the evaluation of a ‘heroin trial’. A
di scussi on paper’, 31-34.

Bammer, G ; Tunnicliff, D.; Chadw ck-Masters, J. 1994a How could an
i nflux of users be prevented if Canberra introduces a trial of
controlled availability of heroin? Feasibility Research into the
Controlled Availability of Opioids Stage 2 Wrking Papers Nunmber 9.

Banmer, G ; Sengoz, A (with assistance from Stowe, A ; Anderson, |I.
Lee, C.; Tunnicliff, D.; GCstini, R) 1994 How would the controlled
avail ablity of heroin affect the illicit market in the Australian
Capital Territory? An exami nation of the structure of the illicit
heroi n market and net hods to neasure changes in price, purity and
availability, including heroin-rel ated overdoses. Feasibility
Research into the Controlled Availability of Opioids Stage 2 Wrking
Papers Nunber 10.

Cica, N. 1994 Civil liability issues associated with a “heroin trial”
Feasibility Research into the Controlled Availability of Opioids
Stage 2 Worki ng Papers Number 11.

Attewell, RG; WIson, SR 1994 Statistical issues in planning a
randomi sed controlled ‘heroin trial’. Feasibility Research into the
Controlled Availability of Opioids Stage 2 Wrking Papers Number 12.
with
Banmer, G ‘Foreword-An evaluation strategy for a ‘heroin trial’’
Vii-Xi.

Banmer, G ; Inkpen, N.; MDonald, D. 1994b ‘ Appendi x. Responses of
peopl e currently on the ACT net hadone program for a range of
vari abl es which nmeasure health, HV risk behaviours, crimnal

behavi our, social functioning and licit and illicit drug use, 11-
14.
Bronitt, S. 1995 Criminal liability issues associated with a “heroin

trial”. Feasibility Research into the Controlled Availability of
Opi 0i ds Stage 2 Working Papers Nunber 13.

Wor ki ng papers in preparation (contributors listed in al phabetica
order)

A. Examination of historical and current international evidence about
the efficacy of treatnent of dependent users with short-acting
psychoactive drugs (Bammrer).

B. A study of ACT net hadone clients and dependent heroin users who have
never been in treatnment or who have dropped out of treatnment to
i nvestigate unnmet needs for treatnment, views about expanding
mai nt enance treatnment to include diacetyl norphine prescription and
behavi ours relevant to neasuring trial outcomes. Study participants
al so participated in the use of a nom nation technique to estimte

106



Pi |l ot studi es budget

nunbers of dependent heroin users (Anderson, Bammer, Larson, Lee,
McDonal d, Si bt horpe, Stowe, Tunnicliff).

C. Results of surveys of the ACT and Australian popul ati ons concerni ng
opi nions of drug use, drug users, treatnent, attitudes to various
drug policy options and their own drug using behaviours. The ACT
survey al so asked a range of nore general attitudinal questions
(Banmer, Butlin, Kelley).

D. Anal ysis of evidence about the effects of diacetyl norphine on driving
skills. Includes analysis of New South Wal es police records of
peopl e charged with driving under the influence of a drug;
literatures reviews of the basic pharmacol ogi cal and physi ol ogi ca
ef fects of diacetyl norphine and effects of diacetyl norphine on
psychonot or perfornance and driving; and a description and
eval uation of various psychomptor tests used to assess the effects
of drugs on driving ability (Banmer, Mascord, Mynham Perl
Starnmer).

E. A detailed proposal for the service provision component of the pilots
and trial, including a draft policy and procedures manual and
exanpl es of staff rosters (Banmer, Felton).

F. A detailed proposal for evaluation of the pilots and trial (Anderson,
Banmer, |nkpen, Lee, MDonald, Stowe).

O her publications

Banmer, G 1991 ‘A heroin trial for the ACT?" National AIDS Bulletin.
5(10) 27-30.
Reprinted in ACTCOSS News January 1992 as ‘Controlled Distribution
Drugs on Trial', 18-21

Bammer, G 1991 ‘ Proposed trial of controlled availability of heroin—
results of police survey' . Australian Federal Police Association
Newsl| etter. No. 20 (Septenber/CQOctober) 15-16.

Banmer, G 1992 ‘A heroin trial for the ACT?" Centrelines. No.10 (June)
12-13. Reprinted in Australian Therapeutic Comunities Association
Magazi ne August 1992 34-35, Drugwi se June 1992 7-8 and (with
postscript) in Australian Association for Adol escent Health Nationa
Newsl etter Nunber 4 1992 5-7.

Bammer, G 1992 ‘Is a trial heroin treatment programin the ACT
feasi ble? Crimnology Australia 4 (2) 16-19.

Newsl| etters were published in May 1992 (nunber 1), Novenber 1992 (nunber
2), July 1993 (nunber 3), October 1993 (nunber 4), February 1994 (nunber
5), May 1994 (nunber 6) and Septenber 1994 (nunber 7).
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