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THE SALOME TRIAL

The Study to Assess Longer-term Opioid Medication Effectiveness (SALOME) is a clinical 
study that tests alternative treatments for people with chronic heroin addiction who are 
currently not benefiting sufficiently from available treatments such as oral methadone.

SALOME compares two similar medications – diacetylmorphine, the active ingredient of 
heroin, and hydromorphone (HDM), a legal, licensed pain medication.

Studies in Canada and Europe have demonstrated that treatment with diacetylmorphine is 
more effective than oral methadone for some of the most vulnerable heroin users. If HDM is 
shown to be as good as diacetylmorphine it could become an alternative for those currently 
not benefitting from methadone and other treatments, and be integrated in the treatment 
continuum available through licensed doctors.

1

ELIgIbLE PARTIcIPAnTS

Stringent controls were placed on the 
screening of participants to ensure that only 
those who fall within the “chronic” category 
were selected. The SALOME study has 
defined “chronic” as persons with a history 
of at least five years of documented drug 
addiction. As well, participants must have 
been using heroin frequently for at least one 
year immediately prior to entry into the study.

The study had specific inclusion and 
exclusion criteria that are verified by lab 
testing, health care and pharmacy records 
to ensure the participation of the right 
candidates.

The study is now full and recruitment phone 
lines are closed.

ROLE Of METHAdOnE

Methadone is an effective treatment for 
heroin addiction for many people. However, 
there are a proportion of people with 
heroin addiction that do not benefit from 
methadone maintenance therapy (MMT). 
Although these individuals represent a 
small proportion of long-term heroin users, 
they account for a disproportionately large 
percentage of the problems and costs 
associated with illicit heroin use.
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STudy PROcESS

SALOME involves two-stages, with each 
trial participant remaining for six months 
in each phase. In stage one, half of the 
202 participants are randomized to receive 
injectable diacetylmorphine, while the 
other half receives injectable HDM. This 
is a double-blind study — neither the 
participants nor the researchers or clinical 
team (other than the pharmacy) are aware 
of which treatment is being administered. 
In the second stage, half of the participants 
are randomized to continue injection 
treatment exactly as in stage one, while the 
other half switch to the oral equivalent of 
the same medication (diacetylmorphine or 
HDM). The oral version is also provided on a 
double-blind basis. SALOME is just finishing 
year two of the planned four year trial.

Throughout the treatment period, an 
interdisciplinary team of physicians, nurses, 
social workers and counselors are available 
to help participants achieve stability in their 
life, seek employment and find suitable 
housing. Some primary care services, HIV, 
hepatitis C and psychiatric care are also 
provided. At any time, participants can 
choose to switch to methadone treatment, 
to drug-free (abstinence) programs, to detox 
programs or any other option available.

RESEARcH TEAM

The study is headed by the Centre for Health 
Evaluation and Outcome Sciences (CHÉOS) 
at Providence Health Care researchers Drs. 
Eugenia Oviedo-Joekes and Michael Krausz. 
A leading addictions researcher, Dr. Oviedo-
Joekes worked on a similar heroin prescription 
trial in Spain as well as Canada’s NAOMI 

project. Dr. Krausz has also conducted another 
heroin trial in Germany, the largest such 
randomized clinical trial in Europe. 

The other co-investigators include Dr. 
Martin T. Schechter (NAOMI’s principal 
investigator), Drs. Aslam H. Anis, Nick 
Bansback, Suzanne Brissette, Julie 
Bruneau, and Christian Schultz, and Amin 
Janmohamed of the University of British 
Columbia, University of Montreal, and 
Providence Health Care.

STudy duRATIOn

The study is planned for four years, from 
recruitment to last follow-up after 18 
months of participation. The study started 
in late 2011 and will conclude in late 2015. 
Phase one treatment will conclude in 
August 2014, and submission to the relevant 
authorities of the full phase one results 
will occur at the end of 2014, followed by 
publication of results in medical journals. 

THE RELATIOnSHIP Of THE nAOMI 
TRIAL

The NAOMI study provided injectable HDM, 
a licensed pain medication, to a small group 
of participants. An unexpected finding 
was that many participants couldn’t tell 
the difference between the effects of 
diacetylmorphine and HDM.

However, the small number of participants 
receiving HDM did not permit researchers 
to draw any definite and scientifically valid 
conclusions as to the efficacy of HDM as a 
treatment option. 
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nAOMI TRIAL RESuLTS

The results, published in the prestigious 
medical publication the New England Journal 
of Medicine, showed that patients treated 
with diacetylmorphine reported improved 
physical and mental health, were 62 per 
cent more likely to remain in addiction 
treatment and 40 per cent less likely to take 
illegal drugs and commit crimes to support 
their habit than were those treated with 
methadone. 

After a year, 88 per cent of those treated 
with diacetylmorphine remained in 
treatment, compared with 54 per cent in the 
methadone group.

Data from NAOMI and other long-term 
studies with medically prescribed heroin 
show that many of the patients of these 
studies also transition from injection to oral 
treatments, detox programs and abstinence.

REfEREncES

Paper: http://www.nejm.org/doi/
full/10.1056/NEJMoa0810635

Globe & Mail Summary: http://www.
theglobeandmail.com/life/health-and-
fitness/health/conditions/use-heroin-to-
treat-diehard-addicts-study/article1322072/

OTHER EvIdEncE TO SuPPORT 
HEROIn-ASSISTEd TREATMEnT

Over the past 15 years, six trials comparing 
medically prescribed heroin and oral 
methadone (including NAOMI) have been 
conducted involving more than 1,500 
patients. They provide strong evidence, 
both individually and collectively, in 
support of the effectiveness of treatment 

with fully supervised self-administered 
injectable heroin, when compared with oral 
methadone, for long-term heroin-dependent 
individuals. Studies have been conducted in 
six countries: Switzerland, the Netherlands, 
Spain, Germany, England and Canada. 

Heroin-assisted treatment has been officially 
adopted in the United Kingdom, Switzerland, 
Germany, Denmark and the Netherlands.

Reference: Heroin maintenance for chronic 
heroin-dependent individuals. Cochrane 
Database Systemic Review*. December 
2011. http://www.ncbi.nlm.nih.gov/
pubmed/22161378

Excerpt of abstract: 

“The available evidence suggests an 
added value of heroin prescribed alongside 
flexible doses of methadone for long-
term, treatment refractory, opioid users, 
to reach a decrease in the use of illicit 
substances, involvement in criminal activity 
and incarceration, a possible reduction 
in mortality; and an increase in retention 
in treatment. Due to the higher rate of 
serious adverse events, heroin prescription 
should remain a treatment for people who 
are currently or have in the past failed 
maintenance treatment, and it should be 
provided in clinical settings where proper 
follow-up is ensured.” -- Ferri M, Davoli M, 
Perucci CA. Interventions, Best Practice and 
Scientific Partners, European Monitoring 
Centre for Drugs and Drug Addiction, Cais do 
Sodre’ 1249-289 Lisbon, Lisbon, Portugal.

* The Cochrane Review is the gold standard 
for evidence-base healthcare. http://www.
cochrane.org/cochrane-reviews
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after the trial
When the participants have completed their 12 months in the trial, they are no longer part of 
the study and become patients of PHC and/or VCH.

After completion of the study, participants and their doctor discuss together, the best 
treatment plan based on the available options.

Diacetylmorphine and HDM are not licensed medications for addiction treatment in Canada. 
HDM’s effectiveness had not yet been proven and this is precisely what phase one of the 
SALOME study is testing.

As of November 2013, 75 participants have completed their 12 months in the study. Some of 
them have been transferred on to methadone or drug-free programs and others onto oral 
hydromorphone. Others critically require diacetylmorphine (heroin) assisted treatment. 

Citing the urgency of those SALOME participants’ exit plans, Providence doctors had 
been submitting applications to the Special Access Programme (SAP) at Health Canada, 
requesting that diacetylmorphine be provided to SALOME participants for compassionate 
use, which in their clinical judgement is critical treatment for their patients.

Twenty-one of these applications were 
approved by Health Canada. These approvals 
are limited to a treatment regime of 90 
days. Providence is making every effort to 
procure the treatment for these patients. 
However, the intervention of the Federal 
Minister of Health, who ordered regulatory 
changes to prevent clinical treatment with 
diacetylmorphine, have created confusion. 
Even if we are able to provide this treatment 
to these specific patients, the approval is 
limited to 90 days and will leave participants 
with no viable treatment options thereafter.

AddIcTIOn And HEROIn-ASSISTEd 
THERAPy (HAT)

Prescription heroin treatment, known 
as diacetylmorphine or Heroin-Assisted 
Treatment (HAT), allows a doctor to prescribe 
pharmaceutical grade heroin to a patient.

HAT programs are based on the 
understanding that heroin addiction is a 
chronic illness, like heart disease or diabetes. 

The drug is produced in a hygienic 
pharmaceutical laboratory. It is provided 
to the patient in a controlled environment, 
such as a specialized medical clinic, and is 
then injected by the patient under medical 
supervision.

Research has unanimously shown that 
HAT, delivered in a clinical setting with 
appropriate safeguards and supports, is a 
more effective treatment for problematic 
heroin use than oral methadone

Data from long-term studies with 
diacetylmorphine in Europe and current HAT 
programs show many patients transition 
from injection to oral substitution and also 
to abstinence while some patients remain 
on this treatment for years. 
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legal challenge
On November 13, 2013, Providence and five SALOME patients launched a constitutional 
challenge to overturn a recent decision by the federal government of Canada that prevents 
the delivery of life-saving treatment to vulnerable addictions patients. 

Providence and the five patients filed a Notice of Civil Claim in the BC Supreme Court today 
jointly, requesting, among other things, a declaration that the new federal government 
regulations infringe on the patients’ Charter Rights, are unconstitutional, and should be 
struck down.

The patient plaintiffs are David Murray, Deborah Bartosch, Larry Love, Douglas Lidstrom and 
Charles English.

Along with the declaration, the individuals and Providence are asking the court to strike 
down the regulations and allow the SAP applications for SALOME participants to be 
considered under the old regulations until the constitutional issues are determined by the court.

Providence has retained Joseph Arvay as legal 
counsel in the court action. The patients 
joining the action are represented by Scott 
Bernstein of the Pivot Legal Society. Arvay is 
a renowned Canadian lawyer who has argued 
numerous landmark cases involving civil 
liberties and constitutional rights, including 
Vancouver’s Supervised Injection Site case in 
the Supreme Court of Canada.

fundIng fOR LEgAL cHALLEngE

Legal fees will be paid through donated 
funds, not through operational funds.

ObjEcTIvES Of THE LEgAL 
cHALLEngE

Providence is very concerned that because 
the federal government’s decision to amend 
the regulatory regime, makes it impossible 
to access scientifically validated treatment 
through the SAP, many of our patients 
will lose the health gains they have made 
throughout the study and most are likely to 
relapse to the use of illicit heroin. For many, 
this is a death sentence.

Illicit heroin is a very dangerous street 
drug. Because it is of unknown dose and 
purity, people using the drug face the risk 
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of infection, overdose and death. As it is 
illegal, many people using heroin avoid 
health care venues and inject the drug in 
unsafe circumstances, without medical 
supervision and potentially without access 
to clean injection equipment. This places 
heroin users at high risk of being infected 
by or transmitting HIV and other blood 
borne diseases like hepatitis C. Using poorly 
controlled drugs in unsafe settings means 
that users often need emergency medical 
care or have complicated medical conditions 
requiring frequent hospitalisation.  

Providence feels it is unethical to do 
nothing to fight for the human rights of 
one of Canada’s most vulnerable groups of 
people. Providence’s mission states that as 
a Catholic health care community we must 
respect the sacredness of all aspects of life. 

To us, this includes the lives of those most 
vulnerable individuals in society; those who 
are suffering from long term heroin addiction. 

This community has very limited life-
sustaining treatment options (the available 
options have failed) and consequently are 
often marginalized from both the health 
care system and from wider society. 

At Providence we feel a moral obligation to 
see the humanity in all people, embrace this 
community, bring them back into society 
and explore all the options that may enable 
them to live healthier, meaningful lives 
within the larger community. 

This legal action is true to our values and 
belief in social justice. The ultimate goal of 
our care is to give those who are ill, through 
our care, a reason to hope.


