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PROVIDENCE HEALTH CARE + PATIENT RESPONSE TO CANADIAN GOVERNMENT 
DECISION IMPACTING HEROIN ADDICTION TREATMENT

Note: The SALOME clinical trial is continuing and is not affected by the Canadian 
government’s regulatory changes. The regulations affect treatment post-trial.
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THE SALOME CLINICAL TRIAL

1. WHAT IS THE SALOME STUDY AND WHAT ARE ITS OBJECTIVES? 

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.

2. WHO IS ELIGIBLE FOR SALOME?

Stringent controls were placed on the 
screening of participants to ensure that only 
those who fall within the “chronic” category 
are 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.

We 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.

3. WHAT ABOUT METHADONE? 
ISN’T THAT TREATMENT EFFECTIVE 
ENOUGH?

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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4. HOW IS THE SALOME PROJECT 
CONDUCTED?

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 now in the third year.

Once in the study, participants visit the clinic 
up to three times per day at which, after 
a pre-treatment assessment (for safety 
reasons), they receive their medication. 
After injecting or ingesting their medication, 
participants are observed until staff 
determine that it is safe for them to leave. 
Addiction medicine doctors oversee and 
monitor the prescriptions for both groups.

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.

A research team conducts individual 
assessments to determine if the treatments 
are being effective. This team works closely 
but independently from the clinical team 
and has no power over clinical decisions.

5. WHO IS SUPERVISING THIS STUDY?

The SALOME study received peer-reviewed 
scientific approval from the Canadian 
Institutes of Health Research as well as 
ethical approval from the University of 
British Columbia/Providence Health Care 
Ethics Board. SALOME has also obtained 
permits and exemptions from Health 
Canada regarding the quality and safety of 
the medication and the clinical procedures. 
All of these organizations receive yearly 
reports on the progress of the study. The 
study has a data and safety monitoring 
board comprised of independent experts 
that periodically review current data and 
make recommendations.
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6. HOW IS THIS STUDY BEING 
FUNDED?

SALOME study receives funding from the 
Canadian Institutes of Health Research 
(CIHR) and private donors through the 
fundraising efforts of the InnerChange 
Foundation. The clinical care provided 
to participants in the study is funded by 
Providence. The total cost of the study is 
$7.4 million.

 
7. WHO’S ON THE SALOME 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.

8. WHAT IS THE DURATION OF THE 
ENTIRE TRIAL?

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. 

9. HOW ARE SALOME AND NAOMI 
TRIALS RELATED?

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. 

Should HDM be proven to be as effective as 
diacetylmorphine, the benefits of this type 
of treatment may be achievable without the 
legal barriers and stigma associated with 
heroin. Therefore, the NAOMI investigators 
designed a study to test this hypothesis.
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SALOME POST-TRIAL

10. WHAT HAPPENS TO THE STUDY PARTICIPANTS WHEN THEY COMPLETE 
THEIR 12-MONTHS IN THE STUDY?

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 the SALOME study 
is testing in phase 1.

As of November 2013, 75 participants have completed their 12 months in the study. Some 
of them have been transferred 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 they be allowed 
to prescribe diacetylmorphine to SALOME 
participants for compassionate use, which in 
their clinical judgement is critical treatment 
for their patients. (See more about the SAP  
in the questions below).

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.
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11. IF SALOME SHOWS POSITIVE 
OUTCOMES, WHAT HAPPENS 
AFTER THE STUDY? DO YOU HAVE A 
PLAN FOR MAKING THIS FORM OF 
TREATMENT LEGAL? 

The results of the study will be submitted to 
the Canadian Institutes for Health Research 
(CIHR) and Health Canada for review as well 
as to peer-reviewed journals for publication. 
If the results are positive, we would then 
be in a position to investigate the licensing 
of HDM as a substitution treatment for 
heroin dependency, adding another option 
for physicians and their patients alongside 
existing medication such as methadone and 
Suboxone. 

As a shorter-term solution, HDM – currently 
licensed for use in pain relief – could 
be prescribed “off-label” as a heroin 
substitution treatment. Doctors outside 
of Providence would then need to consider 
if they would be willing to prescribe HDM 
based on the results of SALOME alone, as 
international medical evidence is based on 
Diacetylmorphine (Heroin). Such off-label 
use would require permission from the 
College of Physicians and Surgeons of BC.

12. DOES SALOME AIM TO PROMOTE 
LEGALIZATION OF HEROIN?

No. We are trying to find alternative 
treatments for people who have not 
benefited from methadone and other 
treatments. Treatment with medically 
prescribed opioids is a last resort for people 
who have tried all other treatment options 
without success. This applies to only 
approximately 10 per cent of the heroin-
addicted population.

13. DOES THE RESEARCH TEAM 
FOLLOW UP WITH SALOME 
PARTICIPANTS AFTER THEIR 
TREATMENT AT SALOME IS FINISHED?

The research team meets with each 
participant during the study and six months 
after finishing the treatment period of the 
study for a follow-up interview. Participants 
are interviewed about their status (i.e. 
Addiction Severity Index, use of illicit drugs 
during the study period, criminal activity, 
health status), to provide data for a more 
accurate picture of their daily lives. To 
avoid biases in the study, participants are 
monitored even if they chose to not receive 
treatment post SALOME.



SPECIAL ACCESS PROGRAMME (SAP) & 
SALOME’S POST-TRIAL PATIENTS

14. DID PROVIDENCE DOCTORS APPLY FOR SPECIAL ACCESS TO THE STUDY 
MEDICATIONS FOR PATIENTS LEAVING THE TRIAL? HOW MANY WERE 
APPROVED?

Citing the urgency of those SALOME participants’ exit plans, Providence doctors had 
been submitting applications, where appropriate and clinically indicated, to the SAP at 
Health Canada, requesting that diacetylmorphine be allowed to be provided to SALOME 
participants for compassionate use, based on their clinical judgement and international 
medical evidence. Based on clinical assessment, these doctors determined that 
diacetylmorphine was critical 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.

15. HOW MANY SALOME PATIENTS 
ARE EXPECTED TO NEED THIS 
TREATMENT?

As the study is ongoing, we do not yet 
have a final figure. After completion of the 
study, participants and their doctor discuss 
together the best treatment plan based on 
the available options.

16. HAVE YOU STARTED PROVIDING 
HEROIN TREATMENT TO THE 21 
PATIENTS THAT RECEIVED SPECIAL 
ACCESS? WHY OR WHY NOT?

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, has 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.



17. WHY CAN’T THE OTHER SALOME 
PATIENTS RECEIVE SAP APPROVALS? 
HOW MANY HAVE BEEN REJECTED? 
OR ARE OUTSTANDING?

On Oct. 3, 2013, within days of the SAP 
approvals, Rona Ambrose, Canada’s Federal 
Minister of Health, announced that the 
federal government was making immediate 
changes to the SAP that would ensure 
diacetylmorphine was no longer eligible 
for authorization for use in the clinical 
treatment of patients.

Providence doctors had applied to Health 
Canada for special access for 36 participants 
of SALOME when they finished their 
12-month study.

On October 4, 2013, after 21 approvals, 
PHC received notification of rejection 
from Health Canada for the first of 
the outstanding SALOME patient SAP 
applications. Since then, the remaining 14 
rejection letters have come in. 

Diacetylmorphine can continue to be used 
for the SALOME randomized control trial 
because permission had already been 
obtained by Health Canada, but cannot be 
used for clinical care.

18. HEALTH CANADA HAS A “SPECIAL 
ACCESS PROGRAM (SAP),” WHICH 
IS DESIGNED TO GIVE CANADIANS 
WITH RARE DISEASES OR TERMINAL 
ILLNESSES ACCESS TO MEDICATIONS 
THAT ARE NOT OTHERWISE 
APPROVED FOR USE IN CANADA. 
SHOULD HEROIN TREATMENT BE 
AVAILABLE IN THIS PROGRAM?

We need to start recognizing that heroin 
addiction is a chronic illness, like heart 
disease or diabetes. SAP is designed 
to let patients in exceptional cases get 
medications normally not allowed in Canada. 
People living with chronic addictions 
are sick. On that basis, Health Canada 
authorized this treatment.



LEGAL CHALLENGE

19. WHAT LEGAL ACTION ARE PROVIDENCE AND THE SALOME PATIENTS 
TAKING?

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 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 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.



20. HOW IS THIS LEGAL CHALLENGE 
BEING PAID FOR?

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

21. WHY IS PROVIDENCE TAKING 
LEGAL ACTION?

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 
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.

22. IS IT LEGAL TO PROVIDE HEROIN 
TO PERSONS WITH AN ADDICTION?

As a result of the recent changes to the 
SAP, the only legal mechanism available 
in Canada for making heroin available is 
through federally approved scientific studies 
like SALOME.



CANADIAN AND INTERNATIONAL EVIDENCE

23. WHAT EVIDENCE SUPPORTS USE OF HEROIN FOR THIS GROUP OF 
PATIENTS?

The NAOMI Trial results, published in the prestigious medical publication the New England 
Journal of Medicine, showed that participants 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/

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 



EXPERTS WHO FURTHER REVIEWED 
THIS DATA IN 2011 CONCLUDED: 

“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



25. WHY ARE HEROIN DEPENDENT 
PEOPLE SO STIGMATIZED AND WHY IS 
THIS HARMFUL?

As a society, we are afraid of the things 
we don’t truly understand, or things which 
seem far away from our own life experience. 
Like people living with mental illness, HIV 
or other disabilities, people with heroin 
addiction are often misunderstood and 
the realities of their lives remain unknown 
to most Canadians. Addiction is now 
globally accepted as an illness, not a choice; 
however, the lack of reliable information 
about addiction in the wider community 
allows prejudice and stigma to take the 
place of real facts. 

The pathway to addiction is complex, 
highly individual and often traumatic. 
People using heroin have often experienced 
traumatic events including childhood abuse 
and neglect, generational trauma from 
residential schools or poverty, dysfunctional 
family life, lack of access to education, 
employment and housing and abusive 
relationships. For many users, heroin 
provides a form of self-medicated relief 

from both their emotional pain and social 
reality. Once addicted, heroin users have 
no choice but to keep on using heroin or 
experience dangerous withdrawal. The most 
common treatment for heroin addiction, 
methadone, does not work for everyone. 
Some people become very sick from the 
methadone, whilst for others it is ineffective 
in managing their withdrawal.

Crime, sex work and marginalization are 
seen as part of heroin addiction because 
Canadian society is not providing the 
prevention, treatment and support that 
people living with addiction need – pushing 
people into difficult, compromised and 
marginalized lifestyles.  Of course, we 
would like to see an end to the number of 
people addicted to heroin, but for those who 
already are, it is essential that we provide 
the very best care based on the very best 
evidence. Addiction affects individuals, 
families and communities, all of whom rely 
on health professionals to do their very best 
to help people recover.  

HEROIN ADDICTION IN CANADA

24. HOW SERIOUS OF A PROBLEM IS HEROIN ADDICTION IN CANADA?

Heroin addiction affects 60,000 to 90,000 Canadians. The risks include deadly overdoses, 
life-threatening diseases such as HIV and hepatitis C, unemployment, social disintegration, 
violence and crime. Heroin addiction is extremely expensive. Finding a solution will save money 
over time. 

Every person dependent on heroin and left untreated costs taxpayers at least $45,000 per year. 
These costs stem from overdoses, costs such as medical care, public health, policing, criminal 
justice and jail expenses as well as public disorder and crimes against people and property.



27. IS THE INTENT FOR PEOPLE 
WHO RECEIVE HAT TO REMAIN ON 
GOVERNMENT-SUPPLIED HEROIN FOR 
THE REST OF THEIR LIVES? 

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

The relapsing nature of this condition means 
people go through different stages in their 
drug dependence along their life: abstinence, 
recovery, substitution treatment, etc. 

This is highly dependent on the person’s 
individual circumstances, the social context 
and the available services in the community.

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.

28. IS IT POSSIBLE TO QUANTIFY HOW 
MANY PEOPLE TREATED WITH HAT 
EVENTUALLY STOP NEEDING THIS 
TREATMENT?

Studies and current programs show that 
whilst some people may require long-term 
maintenance, a large number are able to 
transition from HAT to another treatment, 
or to become entirely abstinent from drugs. 
In Switzerland, which now operates 23 HAT 
centres throughout the country, over 40 per 
cent of those who leave HAT enter into oral 
methadone and abstinence-based programs.

29. WON’T HEROIN PATIENTS BECOME 
ADDICTED TO HAT?

Patients taking HAT are already addicted 
to heroin from their street use, so no new 
addictions are created. 

We believe that heroin addiction should be 
viewed in the same way as other chronic 
health conditions that require ongoing 
treatment and support.   

HAT uses pharmaceutical grade medicines, 
like diacetylmorphine, to assist individuals 
to stabilize their lives and gives them 
the opportunity to wean themselves off 
gradually and begin to deal with their 
underlying psychological and mental health 
issues that contribute to their addiction.

HEROIN-ASSISTED TREATMENT (HAT)

26. WHAT IS HAT?

Prescription heroin treatment, known as diacetylmorphine or Heroin-Assisted Treatment 
(HAT), allows a doctor to prescribe pharmaceutical grade heroin to a patient. 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. It is an addiction medicine doctor who prescribes the precise dose that 
the patient requires. 

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 
methadone and is also more cost-effective.


