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Disclaimer for Health Care Providers

The recommendations in this guidance document represent the view of the National Operational
Guidance Document Review Committee, arrived at after careful consideration of the available
scientific evidence and external expert peer review. The application of the guidance contained in
this document does not override the responsibility of health care professionals to make decisions
appropriate to the needs, preferences, and values of an individual patient, in consultation with
that patient (and their guardian(s] or family members, when appropriate), and, when appropriate,
external experts (e.g., speciality consultation). When exercising clinical judgment in the treatment
of opioid use disorder, health care professionals are expected to take this guidance document fully
into account while upholding their duties to adhere to the fundamental principles and values of the
Canadian Medical Association Code of Ethics, especially: compassion, beneficence, non-maleficence,
respect for persons, justice, and accountability, as well as the required standards for good clinical
practice defined by relevant governing bodies within regional or local jurisdictions. Nothing in this
guidance document should be interpreted in a way that would be inconsistent with compliance with
those duties.
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Legal Disclaimer

While the individuals and groups involved in the production of this document have made every effort
to ensure the accuracy of the information contained in this guidance document, please note that the
information is provided “as is” and that CIHR and CRISM make no representation or warranty of any
kind, either expressed or implied, as to the accuracy of the information or the fitness of the informa-
tion for any particular use. To the fullest extent possible under applicable law, CIHR and CRISM disclaim
and will not be bound by any express, implied, or statutory representation or warranty (including,
without limitation, representations or warranties of title or non-infringement).

This documentisintended to provide guidance to build an injectable opioid agonist treatment program.
This guidance document is not intended as a substitute for the advice or professional judgment of a
health care professional, nor is it intended to be the only approach to the management of a clinical
problem. We cannot respond to patients or patient advocates requesting advice on issues related to
medical conditions. If you need medical advice, please contact a local health care professional.
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Executive Summary

Opioid use disorder (OUD) is one of the most challenging forms of substance use disorder facing
the health care system in Canada and a major driver of the recent increase in overdose deaths
across the country. In 2018, at least 4,460 Canadians died from an opioid overdose, with 94%
determined to be unintentional (accidental) overdose. This represents a 9% increase in over-
dose deaths from 2017 and a 48% increase from 2016. The recent emergence of street fentanyl,
carfentanil, and other highly potent synthetic opioids increasingly cut into heroin and other street
drugs is a pressing public health concern, which has contributed significantly to the overdose
emergency. Fentanyl and other synthetic analogues were implicated in 73% of opioid-related
deaths in Canada in 2018, compared to 67% in 2017 and 50% in 2016. Although pan-Canadian
opioid-related deaths were not tracked before 2016, at least 655 fentanyl-related deaths occurred
between 2009 and 2014, compared to an estimated 3,256 deaths involving fentanyl or fentanyl
analogues in 2018 alone.

This unprecedented public health emergency underscores the importance of developing comprehen-
sive, collaborative, compassionate, and evidence-based health care services to address the harms
related to untreated OUD. Injectable opioid agonist treatment (iOAT) is an evidence-based, high
intensity, cost-effective treatment option for OUD for those patients who have not benefitted from
other treatments and those whose individual situations and needs indicate they may benefit from
injectable opioid agonist treatment.

When OUD is treated effectively, the benefits are not only to the individual (e.g., reduction in morbidity
and mortality) but also to the community (e.g., reduced involvement in the criminal justice system).
The primary aim of iOAT is to improve the health of the individual by reducing overdose risk and other
imminent health and social harms associated with ongoing injection drug use. The second aim of iOAT
is to engage individuals in addiction treatment who have not benefited from less-intensive treatments
or who have been otherwise unable to access other forms of treatment. Patients may not benefit
from oral medications such as buprenorphine/naloxone, methadone, and slow-release oral morphine
for a variety of reasons, including side effects, cravings persisting despite optimal OAT dosing, or being
unable to reach a therapeutic dose. Repeated oral treatment attempts without significant benefit for
these patients may result in increased risk of poor health and social outcomes, including fatal and
non-fatal overdose(s).

The Canadian Research Initiative in Substance Misuse (CRISM), a Canadian Institutes of Health
Research (CIHR)—funded research network, assembled an expert interdisciplinary committee
composed of 26 individuals, including representation from physicians, nurses, pharmacists,
people with lived experience, researchers, and front-line staff to develop this document. This guid-
ance document provides an overview of the rationale for and evidence supporting iOAT, as well
as guidance on implementation, operation, and evaluation of iOAT programs. Its partner docu-
ment, National Injectable Opioid Agonist Treatment for Opioid Use Disorder Clinical Guideline
provides three key clinical recommendations as well as clinical guidance on the provision of iOAT.
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The target audience of this document is policy makers, clinical and operational leads in health
authorities, team leaders, funders, and organizations that provide substance use disorder and
addictions treatment and care.
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1.0 Introduction

1.1 PURPOSE AND SCOPE

This guidance document was developed to provide an overview of the rationale for and evidence
supporting injectable opioid agonist treatment (iOAT), as well as guidance on implementation, opera-
tion, and evaluation of iOAT programs. Implementation guidance includes an overview of potential
models of care and how to select the most appropriate model for a given site; stakeholder consulta-
tions including appropriate ministries, peer and advocacy groups for people who use drugs, regulatory
colleges, and health authories; staff competencies; and guidance around the acquisition and storage
of injectable medications. Operational guidance includes preparation and provision of injectable
medications, eligibility considerations, and management of ongoing substance use. Evaluation
guidance includes recommended assessment tools and recommendations for further guidance.

The opioid overdose crisis detailed in the following section has revealed significant gaps in the
treatment options for opioid use disorder (OUD) in Canada. The primary purpose of this document is
not to suggest the expansion of iOAT as a panacea for the opioid overdose crisis. Rather, the crisis has
identified a profound need to improve the overall OUD system of care, including expanding treat-
ment for those patients with OUD who have not benefited from other treatments.

The Canadian landscape is continually shifting, including quickly changing potency and contents
of street drugs, evidence-based treatments expanding and becoming more available, and relevant
policies changing. This document is based on currently-available evidence and clinical expertise and
should be understood as creating a framework for offering injectable opioid agonist treatment in
jurisdictions across Canada. This document should be understood as a living document, which will
be updated regularly to reflect changes in evidence, policy, and practice. As the implementation and
expansion of iOAT progresses, additional regulatory and training frameworks will emerge and be
added to this document. Additional materials are available on the CRISM website, including relevant
updates that occur outside of scheduled updates for the full document.

1.1.i Intended Audience

The target audience of this document is policy makers, clinical and operational leads in health authori-
ties, team leaders, funders, and organizations that provide substance use disorder and addictions
treatment and care.

This document’s partner document, National Injectable Opioid Agonist Treatment for Opioid Use
Disorder Clinical Guideline (iOAT Clinical Guideline) provides clinical guidance for the provision of
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iOAT. Those planning, implementing, and/or operating an iOAT program are encouraged to read the
clinical guideline to help inform their activities.

1.2 CANADA OPIOID OVERDOSE EPIDEMIOLOGY

Opioid use disorder is one of the most challenging forms of substance use disorders facing the
health care system in Canada. People with OUD who inject opioids face significant risks to their
health, including fatal overdose, endocarditis, sepsis, human immunodeficiency virus (HIV), hepa-
titis C, emotional and physical violence, and stigmatization and discrimination.?> The burden
on communities includes medical care, public health and criminal justice costs, public disorder,
years of life lost due to unintentional opioid poisonings, and crimes against people and prop-
erty. While current Canadian estimates are lacking, OUD is estimated to affect approximately
0.69% of Americans.?

In 2018, at least 4,460 Canadians died from an opioid overdose, with 94% determined to be unin-
tentional (accidental) overdose.? This represents a 9% increase in overdose deaths from 2017 and
a 48% increase from 2016.* The recent emergence of street fentanyl, carfentanil, and other highly
potent synthetic opioids increasingly cut into heroin and other illicit (or “street”) drugs, including
cocaine and methamphetamine, is a pressing public health concern that has contributed signifi-
cantly to the overdose emergency. Contamination of street drugs is ongoing and progressive, with
new agents such as benzodiazepine analogues being found in substances sold as opioids. Fentanyl
and other synthetic analogues were implicated in 73% of opioid-related deaths in Canada in 2018,
compared to 67% in 2017 and 50% in 2016.* Although pan-Canadian opioid-related deaths were
not tracked before 2016, at least 655 fentanyl-related deaths occurred between 2009 and 2014,°
compared to an estimated 3,256 deaths involving fentanyl or fentanyl analogues in 2018 alone.*

Although every part of Canada has been impacted by the opioid crisis, not all provinces and terri-
tories have been impacted to the same extent. Provincial overdose statistics and rate per 100,000
population help put the extent of the crisis in perspective. British Columbia has seen both the highest
number of opioid overdose deaths (1,008 in 2016, 1,512 in 2017, and 1525 in 2018) and the highest
rate (30.6/100,000 in 2018). Ontario has experienced the next highest number of overdose deaths
(867 in 2016, 1265 in 2017, and 1471 in 2018; rate of 10.3/100,000 in 2018), while Alberta has the
second-highest rate (18.0/100,000 in 2018; 775 deaths).* In each of these jurisdictions, and others
in Canada, overdose death rates have increased annually over the past three years. Substance use
patterns continue to rapidly change.

a Epidemiological data and research literature often use the term “overdose” or “accidental overdose” to refer to fatal and non-fatal
dose intolerances to both prescription and illicit opioids. In the context of the drug supply being contaminated with fentanyl and other
highly potent synthetic opioids, fatal and non-fatal overdoses may be reasonably considered “poisonings,” as the adulteration of the
drug supply makes it difficult if not impossible to determine a safe dose without knowing the composition and strength of illicit opioids
and other substances which may also contain highly potent synthetic opioids.
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This unprecedented public health emergency underscores the importance of developing compre-
hensive, collaborative, compassionate, and evidence-based health services to address the harms
associated with OUD. Opioid agonist treatment (OAT) has proven to be the most effective strategy
to reduce morbidity and mortality associated with OUD.5%° Per CRISM’s National Guideline for the
Clinical Management of Opioid Use Disorder, oral OAT with buprenorphine/naloxone or methadone
should be considered the first- and second-line pharmacological treatments for OUD, with slow-
release oral morphine (SROM) considered an alternative option. While oral OAT represents a vital and
foundational component of treating opioid use disorder, there are known limitations for some indi-
viduals with OUD. There is substantial evidence supporting the use of iOAT in individuals with severe
opioid use disorder who have not benefitted from oral OAT.**2 Thus, the purpose of this document is
to provide guidance to policy makers, clinical and operational leads in health authorities, and funders

making decisions regarding implementing and expanding iOAT provision in their region.

1.3 THE CONTINUUM OF CARE FOR OPIOID
USE DISORDER

The continuum of care for OUD includes pharmacological (oral and injectable OAT) and non-pharma-
cological (e.g., psychosocial) treatment interventions and supports in order to meet individual and
population needs. CRISM’s National Guideline for the Clinical Management of Opioid Use Disorder
provides guidance on oral OAT and discusses the evidence supporting the use of naltrexone, an opioid
antagonist, for OUD, while this document focuses specifically on the role of iOAT.

Opioid agonist treatments have proven to be the most effective approach to supporting abstinence
from illicit opioid use, while also reducing morbidity and mortality.®° In Canada, buprenorphine/
naloxone, methadone, and, increasingly, slow-release oral morphine are most commonly used to treat
OUD. Buprenorphine and methadone are supported by a large body of evidence for the treatment
of OUD,% and are included on the World Health Organization’s list of essential medicines.* However,
there are known limitations, including side effects,” adverse events, cost of medication, and incon-
sistent long-term retention rates. While Canadian statistics are lacking, one 2012 study of Medicaid-
enrolled individuals in the United States found that 63% of new OUD treatment episodes did not
include OAT.” Of those who are started on OAT, long-term retention on OAT and relapse prevention
remains an ongoing challenge. For example, 36—92.5% of patients who initiate methadone-based OAT
discontinue treatment in the first year and relapse to opioid use.®***” Additionally, studies have found
that 34.3—74.0% of individuals who are initiated on buprenorphine/naloxone-based OAT have discon-
tinued treatment at the 6-month mark.417.18

b Although side effects for opioids are a class effect, individuals may have different experiences on different opioid medications.
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1.3.i Injectable Opioid Agonist Treatment

Individuals with opioid use disorder may not benefit from oral OAT medications for a variety of
reasons, including: inadequate management of opioid withdrawal symptoms; opioid cravings
persisting despite trying to optimize dosing; adverse events associated with oral OAT; contraindica-
tions to one or more OAT medications; insufficient improvements in health, social function, or quality
of life; or a related patient preference to not initiate oral OAT (e.g., previous experience with oral OAT
including intolerable reactions to specific medication(s) or insufficient reduction in craving and illicit
drug use). Individuals who do not benefit from first-line medications, like other individuals using illicit
opioids, face significant risks, including premature death, non-fatal overdose, acquiring and trans-
mitting blood-borne infectious diseases (e.g., HIV and hepatitis C), violence, and arrest.> Research
has shown that, among patients who are treatment refractory® to methadone, prescription inject-
able diacetylmorphine—administered under the supervision of trained health professionals in a clinic
setting—reduces illicit opioid use, premature treatment discontinuation (or "treatment drop-out"),
criminal activity, incarceration, and mortality.1121920

While iOAT is still considered an emerging treatment in Canada, this treatment is an established stan-
dard of care in several other jurisdictions where, typically, diacetylmorphine is supplemented with
flexible doses of oral OAT at the patient’s and prescriber’s discretion.? In almost all countries where
it is available,? prescription diacetylmorphine is provided within supervised clinic settings (which
ensures adherence and allows monitoring for safety and diversion), to patients with severe, treat-
ment-refractory OUD.* Some jurisdictions have expanded their eligibility criteria beyond those with
treatment-refractory OUD. For example, between 2005 and 2010 in Switzerland, over 90% of patients
receiving diacetylmorphine-based iOAT had been on oral OAT, leaving a small but notable minority
of patients who had not previously received oral OAT.}?! Retention rates for diacetylmorphine treat-
ment in clinical trials are consistently high, with an 87.8% 12-month retention rate found in the NAOMI
trial,?® and findings of 12-month retention rates between 67-88% overall,?*>*>? compared to a 54.1%
12-month retention rate for methadone in the NAOMI trial.?° Retention rates for diacetylmorphine
and hydromorphone were similar in the SALOME trial, based in Vancouver, BC. Six month clinical trial
retention rates (receiving study medications at least 28 in the prior 30 days) were found to be 80% for
diacetylmorphine and 77% for hydromorphone.?

Several randomized trials and cohort studies have shown that iOAT provided in dedicated clinics is
feasible, safe, and effective when treating long-term, chronic injection opioid users for whom the avail-
able oral OAT options have not been effective.?>?228 In these studies, patients treated with diacetylmor-
phine and hydromorphone showed improvements in a number of dimensions, including reductions in

¢ Itshould be noted that there has been an intentional shift away from this term, as it may inadvertently perpetuate stigma against indi-
viduals with opioid use disorder. Substance use disorders are known to be chronic, relapsing conditions, which may require multiple
treatment approaches across the life span. This document uses this term, when necessary, to reflect its use in the scientific literature.

d Switzerland, Germany, Denmark, and the Netherlands use this model. The UK’s unsupervised take-home model and Spain’s limited
weekday clinics are exceptions. See Appendix 1 for more information on iOAT in other jurisdictions.
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illicit heroin and, in the SALOME trial, other illicit opioids,*® as well as cocaine use, decreased criminal
activity, and improvements in physical and mental health.?®?2%¢ |n addition, studies in both Europe
and Canada have found injectable diacetylmorphine treatment to be more cost-effective than oral
methadone treatment, due to significant reductions in criminal activity and associated costs.?®3!
Similarly, hydromorphone has been found to be more effective and less costly than oral metha-
done treatment, due to significant reductions in criminal activity and hospitalization and associated
costs.?? In addition to cost effectiveness, data from British Columbia shows that individuals receiving
injectable hydromorphone and diacetylmorphine gain more quality-adjusted life years (QALYs) than
individuals receiving methadone (8.4 [95% confidence interval (Cl)=7.4 to 9.5] and 8.3 [95% Cl= 7.2
to 9.5] versus 7.4 [95% Cl=6.5 to 8.3], respectively). See Appendix 1 for a thorough review of the
evidence supporting iOAT, including safety and cost effectiveness.

Summary of evidence supporting iOAT

36-92.5% of patients are retained on methadone treatment in the first year®+’

e 26.0-65.7% of patients are retained on buprenorphine/naloxone treatment in the first six months!+17.1
e 67-88% of patients are retained on injectable diacetylmorphine in the first year?%2%23

e 77% of patients are retained on injectable hydromorphone in the first six months®®

e Supervised injectable diacetylmorphine treatment is beneficial in terms of reducing illicit opioid use,
premature treatment discontinuation, criminal activity, incarceration, and mortality!*!*1°

1.4 DEVELOPMENT PROCESS

1.4.i Content Development

The Canadian Research Initiative in Substance Misuse (CRISM), a Canadian Institutes of Health
Research (CIHR)—funded research network composed of four regional networks (nodes) distributed
across Canada (British Columbia, the Prairies, Ontario, and Quebec—Atlantic), developed this national
operational guidance document using a structured literature review approach. Relevant search terms
and structured search strategies were used to search PubMed, the Cochrane Library databases, and
reference lists (up to August 1, 2018) using a hierarchical approach, whereby meta-analyses and
systematic reviews were given the most weight, followed by individual randomized controlled trials
(RCTs), quasi-experimental studies, observational studies, and, lastly, expert opinion. The medical
writer manually reviewed titles, abstracts, and full text of identified citations, selected evidence for
inclusion, and compiled an evidence review for the guidance document review panel. Any questions
or uncertainties in the literature search, evidence review, and synthesis processes were brought to
the chairs for clarity and consensus. The guidance in this document can be understood as operational
guidance informed by the existing literature and expert consensus from the National iOAT Operational
Guidance Document Review Committee.
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1.4.ii Review Process

The National iOAT Operational Guidance Document was written by the National iOAT Operational
Guidance Document Review Committee. Once finalized, the operational document was reviewed by
the National iOAT Clinical Guideline Review Committee, followed by external review by people with
lived experience, international experts in the subject matter, and a family member impacted by opioid
use disorder.

Composition of Guideline Review Committee

The CRISM National iOAT Steering Committee was assembled to coordinate guideline preparation
activities including recruiting the committee, with representation sought from each of the four
CRISM nodes (BC, Prairies, Ontario, and Quebec-Atlantic). The Steering Committee included repre-
sentation from BC, Alberta, Ontario, and Quebec; each member had relevant expertise, including
injectable opioid agonist treatment prescribing, research, and service planning. The National iOAT
Steering Committee decided to create two complementary documents: A clinical guideline and
an operational guidance document. To that end, the National iOAT Steering Committee assem-
bled expert committees for each document. Each member of the Steering Committee was invited
to nominate relevant experts from their own province and across the country. As committee
members accepted the invitation to join, they were encouraged to nominate additional members
to ensure a diverse committee representing a range of experience and expertise. Final committee
composition was determined by co-chair consensus. The National iOAT Operational Guidance
Document Review committee was composed of 26 individuals, including the four co-chairs, which
included physicians, nurses, pharmacists, people with lived experience, researchers, and front-
line staff.
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2.0 Implementation

The provision of iOAT requires not only the implementation and operation of logistical and program-
matic elements, but embedding a core value of patient-centred care throughout the planning, imple-
mentation, and operation of iOAT, regardless of the model(s) of care chosen. This philosophical
approach should underpin iOAT provision in order to provide care that is respectful and responsive to
individual patient needs. We begin with an introduction to patient centred-care, followed by logistical
considerations including consultation, staffing competencies, models of care currently in operation,
space requirements, and cost and medication coverage considerations.

2.1 PHILOSOPHICAL APPROACH—PATIENT-CENTRED
CARE AND HARM REDUCTION

Patient-centred care takes into account the unique needs, values, and preferences of each patient,
and aims to engage and empower patients as experts in their own care, including acting as the primary
agent for reducing harms related to substance use, setting individualized treatment goals that are real-
istic and meaningful, and collaboratively selecting treatment options or interventions that will best
support achieving their individual goals.*® Patient-centred care encompasses a variety of approaches
that attempt to account for power imbalances and experiences of marginalization while maintaining
a commitment to the principles of harm reduction. Broadly defined, harm reduction refers to policies,
programs, and practices that aim to reduce the adverse health, social, and economic consequences of
licit and illicit substance use.?* Several core principles of harm reduction have been identified,* which
should also be understood to inform the provision of iOAT. These include:

e Pragmatism: accept that non-medical use of psychoactive or mood-altering substances is
a near-universal human cultural phenomenon;

e Human rights: respect the basic human dignity and rights of people who use injection
drugs, including right to self-determination and informed decision making in a judgment-
free context, which may include continuing to use illicit opioids and other substances;

e Focus on harms: prioritize decreasing the negative consequences of drug use to the
person and others and recognize incremental changes as success;

¢ Maximize intervention options: recognize that there are a variety of different prevention
or treatment approaches and people who use injection drugs should be able to choose
and access a broad range of interventions;

e Priority of immediate goals: meet the person where they are in their drug use and
address immediate needs first; and
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* Drug user involvement: involve individuals as an active participant in their own care
and in the planning of harm reduction policies and interventions. Recognize individuals’
competency to make choices and change their own lives.

It is recommended that each iOAT program develop their own set of values, based on the above
philosophical approach, which will guide the program. These values may include a commitment to
the philosophy and principles of harm reduction (including Indigenous Harm Reduction Principles

and Practices, which integrate cultural ways of knowing into harm reduction strategies and services);
a commitment to patient-centred care; a commitment to recognizing and addressing barriers to care
for marginalized groups; and a commitment to providing evidence-based care.

2.1.i Trauma-Informed Care

Individuals with substance use disorders have higher rates of past trauma and comorbid post-traumatic
stress disorder compared to the general population.?® For example, an Australian systematic review
found 12-month rates of PTSD in individuals with substance use disorders of 5-66%,*” while epide-
miological studies have found lifetime rates of 26-52%.%® Thus, iOAT programs should integrate the
principles of trauma-informed practice (i.e., trauma awareness; safety and trustworthiness; choice,
collaboration, and connection; strengths-based approaches and skill building) into their design, service
provision, and clinical care. There are several useful resources for learning about and integrating
trauma-informed practice. These include the Canadian Centre on Substance Abuse’s The Essentials of
Trauma-informed Care, Klinic Community Health Centre’s Trauma-informed: The Trauma Toolkit, and
the Centre of Excellence in Women’s Health’s Trauma-Informed Practice and the Opioid Crisis.

2.1.ii Providing Care to Groups at Risk of Marginalizing
Experiences

The social determinants of health can be understood as “the social and economic factors that influ-
ence people’s health.”*® They include income, housing, social exclusion, gender, Aboriginal status,
race, and disability status, among others,* which impact health along a social gradient, with those at
the lowest socioeconomic levels experiencing the worst health outcomes.* Injectable opioid agonist
treatment programs providing care to groups at risk of marginalizing experiences, which includes
people who inject drugs as well as Indigenous peoples, racialized people, gender and sexual minori-
ties, women, sex workers, people with disabilities, people with chronic pain, newcomers and others
with language barriers, and people living in poverty, should be sensitive to the ways that these social
locations are subject to unequal distributions of power, economic opportunity, and resources.*
Programs and providers should also be aware of the fact that a person’s multiple social locations (e.g.,
gender, race, and sexuality) interact with and impact each other,*! and should endeavour to remove
any barriers to accessing care patients may experience.

Safety should be prioritized for all patients, including emotional and cultural safety. Patients belonging
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to groups at risk of marginalizing experiences may also benefit from patient advocacy, for example,
to secure housing, apply for disability assistance, or access psychosocial services. Injectable opioid
agonist treatment programs should ensure that staff are aware of the social determinants of health,
sensitive to the power differential between staff and patients, and able to provide support for
patients—through staff care or referral—to improve the social determinants of health.

2.1.iii Cultural Safety and Humility When Working with
Indigenous Peoples

Cultural safety can be understood as an outcome in which people feel safe when receiving care in
an environment free from racism and discrimination, which results from respectful engagement that
seeks to address power imbalances inherent in the health care system. Cultural humility is a process
undertaken to understand, through self-reflection, personal and systemic biases, and to develop and
maintain respectful processes and relationships based on mutual trust; it requires humbly acknowl-
edging oneself as a learner when attempting to understand another person’s experience.®

For an understanding of how the dominant health care system is frequently hostile and cultur-
ally unsafe to Indigenous peoples and how health care providers may lack insight into how their
approaches, behaviours, and programs create barriers to Indigenous community members, this docu-
ment strongly recommends that non-Indigenous prescribers and staff undertake cultural safety and
humility training to improve their ability to establish positive partnerships with Indigenous clients
seeking care for substance use and related harms. There are several health-specific cultural safety
learning opportunities online, including training programs and webinars. These are generally designed
to increase knowledge, enhance self-awareness, and strengthen the skills of those who work both
directly and indirectly with Indigenous peoples. These include the National Indigenous Cultural Safety
Collaborative Learning Series; the Ontario Indigenous Cultural Safety Program; Nunavut Program’s
Cultural Competency Modules; the Saskatoon Health Region Cultural Competency & Cultural Safety
Tool Kit; the Manitoba Indigenous Cultural Safety Training; the College & Association of Registered
Nurses of Alberta’s Cultural Safety Webinar; the San’yas Indigenous Cultural Safety Training, devel-
oped by the Provincial Health Services Authority (PHSA) Aboriginal Health Program in BC, and First
Nations Health Authority (FNHA) and BC Patient Safety & Quality Council’s Cultural Safety and Cultural
Humility Webinar Series. In addition, in-person trainings are available in some jurisdictions.

In order to improve cultural safety, iOAT programs are encouraged to partner with local Indigenous
communities and programs such as Indigenous patient nurse navigators, patient navigators, and Elders.
For more information on providing culturally safe and competent care, see iOAT Clinical Guideline.

e Definitions borrowed and lightly adapted from the First Nation’s Health Authority.

PAGE 24 | National Injectable Opioid Agonist Treatment for Opioid Use Disorder


http://www.icscollaborative.com/
http://www.icscollaborative.com/
http://soahac.on.ca/ICS-training/
http://www.octc.ca/en/Nunavut-Program-Modules
http://www.octc.ca/en/Nunavut-Program-Modules
https://www.saskatoonhealthregion.ca/locations_services/Services/Health-Observatory/Documents/Resource-Centre/CCCS%20Toolkit%20%20Reflection%20Infographic%20-%20combined.pdf
https://www.saskatoonhealthregion.ca/locations_services/Services/Health-Observatory/Documents/Resource-Centre/CCCS%20Toolkit%20%20Reflection%20Infographic%20-%20combined.pdf
http://www.wrha.mb.ca/aboriginalhealth/education/MICST.php
https://www.nurses.ab.ca/practice-and-learning/learning-opportunities/webinars/webinar/cultural-safety
http://www.sanyas.ca/training
http://www.fnha.ca/wellness/cultural-humility
http://www.fnha.ca/wellness/cultural-humility
https://crism.ca/projects/ioat-guideline/
http://www.fnha.ca/wellness/cultural-humility

2.1.iv 2SLGBTQ+ Populations

Two-Spirit, lesbian, gay, bisexual, trans, queer, and other gender and sexually diverse individuals
(2SLGBTQ+) face unique challenges that should be addressed when providing care to 2SLGBTQ+ patients
with opioid use disorder. 2SLGBTQ+ individuals report disproportionate rates of substance use****and
enter treatment with greater severity of substance use problems.* Injectable opioid agonist treatment
programs should be culturally sensitive and ensure staff have an awareness of the issues that 2SLGBTQ+
individuals are likely to face.

Injectable opioid agonist treatment programs should actively communicate that services are available
for 2SLGBTQ+ patients, build relationships with organizations serving diverse marginalized communi-
ties, and use inclusive language in forms, clinical materials, and during appointments.* Injectable
opioid agonist treatment programs should develop a referral list of local support groups and resources
for 2SLGBTQ+ individuals. Injectable opioid agonist treatment programs should also endeavour to
make their services accessible specifically to trans and gender nonconforming individuals. Strategies
to demonstrate trans awareness and sensitivity include placing trans inclusive brochures and posters
in waiting rooms, asking about gender identity on intake forms (and avoiding conflating gender and
sex’),** making gender neutral bathrooms available, and ensuring staff are non-judgemental, aware of,
and sensitive to the barriers trans people can face in accessing health care.

For more information on providing care to this population, see iOAT Clinical Guideline.

2.1.v Wellness and Self-Defined Progress

One of the goals of treatment across the continuum of care for OUD should be wellness, with an
understanding that wellness looks different for each person, with many different possible paths.

Injectable opioid agonist treatment programs should incorporate and use language that promotes
wellness in their service provision. This includes ensuring respect of the patient’s autonomy and
individuality, emphasizing skills and strengths, and avoiding reinforcement of paternalistic models
of care provision.*” The importance of peer navigators and peer support should also be recognized
across the continuum of care for opioid use disorders. For wellness planning, iOAT programs should
consider incorporating peer navigators to support long term, patient-centered treatment goals. See
iOAT Clinical Guideline for more information on supporting wellness and self-defined progress.

f  Sex generally refers to the designation of a person as male, female, or intersex at birth, usually based on the appearance of their
external anatomy, whereas gender refers to one’s internal, deeply held sense of their gender, which may or may not align with the sex
they were assigned at birth. A person’s sex should not be assumed to match their gender, for example, that a person will have specific
genitalia or reproductive anatomy based on their gender identity.
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2.1.vi Referral Pathways and Primary Care

Regardless of the model(s) of care chosen, iOAT requires a multidisciplinary care approach in which
individuals receive, as needed and appropriate, addiction care; primary care; mental health care;
chronic pain management; and psychosocial services including access to housing, employment
services, trauma therapy, and specialized services for women, youth, and Indigenous peoples.

As part of their implementation and operation, iOAT programs should establish fully functioning
referral pathways to addiction, recovery-oriented, and substance use treatment programs, and harm
reduction supports and services in their local area, to ensure access to a variety of related services.

Providers should discuss with their patients which type of program is most suited to their evolving
goals, needs, and interests. Patients should be linked to a primary care provider or integrated primary
care team. Depending on the population served, patient need, co-located services, and infrastructural
barriers, some or all of the following additional/wrap-around services may be offered or referred to:

* Primary care e Elder support

e Addiction care e Psychiatry

e Counselling e Spiritual support

e Social work e Women’s only hours

e Mental health care e Harm reduction supplies

e Dental care e Supervised consumption
services

e Nutritional support and food programs
e [ntensive case management

e Respiratory therapy (“wrap around service”)

* Medication management e Housing assistance

¢ Money management and financial
assistance

* legal assistance

e Palliative care
e Qutreach and home health

e Peer support
e Sex worker support

e Specialized medical care
¢ Pain management
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2.1.vii Family and Social Circle Involvement in Care

This document emphasizes the important role of families—as defined by patients, which may include
romantic partners, close friends, and other people of significance who may or may not be legally recog-
nized as family—as partners in patient care when appropriate. It is recommended that family members
be included in decision-making processes and care at all levels when deemed appropriate by the adult
patient and their care team. Patients should not be pressured to include family members and should be
given full discretion on the decision to include family, if at all. Family members wanting support should
be referred to external services and supports, to avoid overlap of service providers, which may impact
client trust and create concerns about confidentiality or perceived conflicts of interest.

Injectable opioid agonist treatment programs can support the active and positive involvement of
family (when chosen by the patient) through education—on iOAT and other treatment options as well
as harm reduction including naloxone training—and the provision of resources for family members. A
list of resources and referrals for family members can be found in Appendix 4. For parents and/or care-
givers of youth, offering group or individual sessions (e.g., parent guidance sessions) may be helpful.
As mentioned above, unless the client has provided explicit consent for them to receive services from
the same providers, parents and/or caretakers should be referred to external services to avoid overlap
of service providers.

The care team must have current and complete knowledge of consent protocols for releasing infor-
mation, including their jurisdiction’s privacy legislations. For more information on including family and
other people of significance in care, see iOAT Clinical Guideline.

2.2 PRE-IMPLEMENTATION CONSULTATION

Once funding has been secured and program planning has begun, there are a variety of stakeholders,
regulators, and other entities that may need to be consulted and/or informed during the pre-imple-
mentation phase when designing an iOAT program or programs. As with any new or expanded medical
treatment, consultation can help facilitate implementation, however, this process should be in service
of program planning and should not hinder planning or create barriers. Rather, these consultations
should be understood as processes undertaken to facilitate planning and service delivery. Different
communities and contexts will require different levels and types of consultation.
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2.2.1 People with Lived Experience

The vital importance of including individuals with lived experience,? including peer navigators, peer
support, and drug user groups should be recognized across the continuum of care for opioid use disor-
ders. This document and its authors gratefully recognize the tireless advocacy and organizing of peer
and advocacy groups for people who use drugs including the Canadian Association of People Who
Use Drugs (CAPUD) and the Vancouver Area Network of Drug Users (VANDU) in advocating for expan-
sion of iOAT and the need for it to be low-barrier, especially in the current context of criminalization
creating a toxic drug supply contaminated with fentanyl and other highly potent synthetic opioids.

Peer and advocacy groups for people who use drugs (also called first voices in Atlantic Canada), patient
advocacy groups, and peer workers should be integrated into all stages of iOAT implementation, from
planning to operation. Peer and advocacy groups for people who use drugs can help in identifying
iOAT needs, barriers, and strategies for implementation and frequently have active community and
political networks to support the program. Strategic plans should include the voices of those clients
who will access these services. Local groups in each jurisdiction should be consulted. A list of peer and
advocacy groups for people who use drugs can be found in Appendix 4. In jurisdictions in which iOAT
has never been offered, it may be helpful to consult external groups whose members have experience
receiving and/or supporting the expansion of iOAT.

“Nothing About Us Without Us”—Greater, Meaningful Involvement of People Who Use Drugs: A
Public Health, Ethical, and Human Rights Imperative identifies several important benefits to peer
involvement especially relevant for the provision of iOAT. These include more patient “buy-in” to the
program; the ability for patients’ needs to be recognized and addressed; service delivery that meets
the needs of patients by being realistic, low-barrier, and useful; and providing a sense of ownership
for the peers.®® A qualitative study of a peer-run overdose response program in emergency shelters
identified several factors that lead to increased feelings of safety from peer workers compared to
non-peer paid staff, including social safety due to shared experiences, an absence of uneven power
dynamics, and a perception of being cared for that contrasted with their everyday experiences.*
Peer workers working at VANDU have identified several significant benefits to their work, including
decreased risks associated with sex work, drug dealing, or theft as well as increased social contact,

social recognition, structure, collective purpose, and an acknowledgment of their work.*

g People with lived experience are referred to by many names, including peers, people who use drugs, first voices, and drug users. This
document primarily uses “people with lived experience” to highlight the knowledge and insights individuals with lived experience of
opioid use disorder have. Generally, “peer” is used to denote when individuals with lived experience would be acting as a peer to other
service users (e.g., peer workers).
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2.2.ii Professional Regulatory Bodies

The appropriate professional regulatory bodies in each jurisdiction may be consulted while planning
and implementing iOAT programs. The form of consultation will vary with the jurisdiction and regula-
tory body, and may range from a true collaborative process to informing and/or gathering support.

The regulatory body for physicians and surgeons in each jurisdiction may be educated about iOAT
to help garner support for including iOAT in the continuum of care and, where appropriate, may be
consulted to help implement a process for ensuring the necessary education and training require-
ments have been met.

The regulatory body for nurses in each jurisdiction should be consulted to ensure that iOAT care is
included in the scope of practice for nurses, which may include intra-muscular injection in the case of
patients who cannot self-administer their dose as well as prescribing privileges for nurse practitioners;
that a process for ensuring the necessary education and training requirements have been met; and
that policies and practices meet the standards, limits, conditions, and safe prescribing practices set out
by the regulatory body, including any requirements for prescribing controlled drugs and substances.

The regulatory body for social workers in each jurisdiction may be consulted to ensure that iOAT care
is included in scope of practice; that a process for ensuring the necessary education and training
requirements have been met; and that policies and practices meet the standards, limits, and condi-
tions set out by the regulatory body.

In jurisdictions where the pharmacy model (see Models of Care) will be implemented, the regula-
tory body for pharmacists should be consulted to ensure that iOAT dispensing and supervision is
included in the scope of care for pharmacists; that a process for ensuring the necessary education
and training requirements have been met; and that policies and practices meet the standards, limits,
conditions, and safe prescribing practices set out by the regulatory body, including any requirements
for dispensing controlled drugs and substances. The regulatory body should also work with local phar-
macies interested in providing iOAT to ensure they are able to meet facility requirements.

2.2.iii Relevant Provincial Ministries

In order to build collaborative relationships and ensure access to evidence-based care, iOAT program
planners are encouraged to consult the relevant ministries in each jurisdiction in the planning stage. The
ministry responsible for health, which determines which services and medications are to be offered in
each jurisdiction, may be consulted. This ministry will also determine coverage for services and medica-
tions. See Cost and Coverage and Diacetylmorphine-Specific Consultation in this document. The ministry
responsible for justice and public safety may also be consulted, as reduction in crime and criminal justice
costs represent a significant benefit of iOAT provision. In addition, the ministry responsible for justice
and public safety should be consulted to ensure continuity of treatment in the case of incarceration.
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2.2.iv Regional Health Authority or Equivalent

If a health authority is operating an iOAT program, they should create internal policy for where iOAT
programs will be located, as well as policies ensuring initial and ongoing funding. Regional health
authorities will also determine which clinicians can staff their internal iOAT programs and the required
training, the number of patient spots available, overall staffing needs, and medication storage require-
ments. Clinicians working outside of the health authority system do not need to consult with the
health authority but may wish to do so in order to support and maintain collaborative relationships.

In jurisdictions without a comprehensive prescription monitoring program, it is recommended that
regional health authorities should work collaboratively with the relevant regulatory bodies to develop
one to help ensure patient safety, adequate controls, and monitoring, especially when offering new
treatment options.

2.2.v Local Authorities

Local authorities including municipal governments and police departments should be consulted and
educated in order to build positive relationships and assist in regulatory issues.

2.2.vi Political and Community Support

Implementation and expansion of iOAT may face political opposition in some communities. In commu-
nities where significant political opposition is a concern, political support may be garnered through
education of local elected officials and government, community groups, police, and medical associa-
tions on harm reduction approaches, the continuum of care for opioid use disorder, and iOAT as an
extension of existing care approaches. However, as with the expansion of other medical treatments,
this should not be considered a requirement for starting an iOAT program.

2.2.vii Health Canada

The Health Canada Therapeutic Products Directorate is responsible for licensing hydromorphone and
diacetylmorphine for the treatment of opioid use disorder. As iOAT is expanded in jurisdictions across
Canada, health administrators and ministries responsible for health care should consult with Health
Canadato ensure adequate access to the required medications. This may include working with domestic
pharmaceutical manufacturers to secure a drug identification number (DIN) for diacetylmorphine and
to begin domestic production, as well as securing more hydromorphone products (for example 100
mg/mL and 200 mg/mL, which would reduce the volume of medication needed for each dose).

Diacetylmorphine-Specific Consultation

Due to the regulatory barriers limiting importation and provision of diacetylmorphine, there are specific
additional considerations for those programs which will provide diacetylmorphine.
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If prescribers are seeking to prescribe diacetylmorphine as part of their iOAT program, they must apply
through Health Canada’s Special Access Programme for each patient.

For access to diacetylmorphine for a large number of patients, the provincial or territorial public health
official can request the addition of diacetylmorphine be made to Health Canada’s List of Drugs for an
Urgent Public Health Need. Note: As of April 25, 2019, diacetylmorphine has been added to the List of
Drugs for an Urgent Public Health Need for the whole country. If this changes in the future, the above
text should guide those wishing to prescribe diacetylmorphine.

Health Canada’s Office of Controlled Substances must be consulted to ensure adequate planning for
diacetylmorphine importation. This will ensure unexpected supply issues are avoided.

See Determining Which Medication(s) to Provide in this document for more considerations around
medication selection.

2.3 MODELS OF CARE

Each iOAT program must determine which model(s) of care should be offered, depending upon a variety
of factors including need, community context, resources available, and jurisdiction-specific regulations.
Depending upon the needs, capacity, and existing services, iOAT programs may adopt one of the existing
models of care in operation across Canada or may adopt elements from one or more models of care in
designing a unique program. Regardless of which elements make up the model(s) of care offered, iOAT
provision should be guided by the philosophical approach identified above, which includes patient-
centred care, harm reduction, trauma-informed care, patient safety, and cultural safety and humility
(see Philosophical Approach). The provision of iOAT requires a multidisciplinary care approach in which
individuals have access to, as needed and appropriate, addictions care; primary care; harm reduction
services; mental health care; chronic pain management; and psychosocial services including access to

housing, employment services, trauma therapy, and specialized services for women, youth, 2SLGBTQ+
individuals, and Indigenous peoples.

2.3.i Existing Models of Care in Operation Across Canada

Several models of care are currently in operation across Canada. For the sake of clarity, this docu-
ment presents four discrete models of care, however, the models have significant areas of overlap
and many iOAT programs currently in existence use elements of one or more models of care, in order
to best meet the needs of their clients. Model 1 (A Comprehensive and Dedicated Injectable Opioid
Agonist Treatment Program) is the most studied and has been in operation in Europe for many years.
The other three models are newer, having been first implemented in British Columbia. More research
is needed on these three newer models. An overview of each model of care follows.
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1. A Comprehensive and Dedicated Injectable Opioid Agonist
Treatment Program

In this model of care, a comprehensive model of care dedicated specifically to the delivery of super-
vised iOAT for people with severe, long-term OUD is instituted. This may be a stand-alone facility or
located at a hospital or other acute care centre. In addition to attending the clinic up to three times
per day for injectable hydromorphone or diacetylmorphine doses under the supervision of quali-
fied health professionals or trained staff supervised by qualified health professionals, patients can
be linked with ancillary services co-located at the clinic or referred to community services. These
services may include addictions care; primary care; mental health care; chronic pain management;
and psychosocial services including housing, employment services, trauma therapy, and specialized
services for women, youth, 2SLGBTQ+ individuals, and Indigenous peoples. The Providence Health
Care Crosstown Clinic in Vancouver and the iOAT clinic at Sheldon M. Chumir Health Centre in Calgary
are examples of a comprehensive and dedicated supervised iOAT model. The majority of European
jurisdictions that offer iOAT (Switzerland, Germany, Denmark, and the Netherlands) also use the
comprehensive and dedicated supervised model, with a combination of stand-alone clinics and clinics
co-located with other addictions and psychosocial services (England, with its unsupervised take-home
model, and Spain, which has a very limited weekday program, are exceptions).

2. Integrated or Embedded Injectable Opioid Agonist Treatment Program

In this model of care, existing community health clinics, harm reduction programs (such as supervised
consumption sites), and housing programs integrate an iOAT program within their range of treatments
and programs offered. Similar to the comprehensive and dedicated iOAT program presented above,
the integrated model fosters client and health care provider relationships, continuity, and comprehen-
siveness of care. As patients may already be familiar with the staff and services in the existing program,
the integration of an iOAT program represents an extension of the range of programs already offered
to clients. Additional services, which may not be available on site, should be referred out. These may
include addictions care; primary care; mental health care; chronic pain management; psychosocial
services including housing, employment services, trauma therapy; and specialized services for women,
youth, and Indigenous peoples.

Examples of this integrated or embedded program include iOAT programs embedded in existing health
clinics and acute care settings, shelters, overdose prevention sites, hospice care, and supportive housing
programs. Several such programs are in existence, including programs embedded in existing health
clinics and supportive housing programs in Vancouver, BC, and the residential managed opioid program
in Ottawa, Ontario. This model could also be integrated into pre-existing supervised injection sites.

3. Pharmacy-Based Injectable Opioid Agonist Treatment Program

In this model of care, primary care and addiction services are provided in existing clinics with super-
vision of iOAT administration provided by appropriately trained pharmacists at select pharmacy
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locations once patients have been initiated onto medication and reached a stable dose. This allows
for access to iOAT in communities where the integrated/embedded model may not be appropriate
or feasible. This model also allows for more flexibility for patients who may be at a point in their life
where they do not require or want more comprehensive models of care, for example, for those who
prefer the ability to access a pharmacy closer to where they reside. This option may be appropriate,
in jurisdictions where it is feasible, for patients who are already well connected to other services
and/or in places where it makes more sense logistically to provide medications in a pharmacy and
connect patients to services provided in other settings. Patients who are not connected to adequate
services should be referred as needed. These services may include mental health care; chronic pain
management; and psychosocial services including housing, employment services, trauma therapy,
and specialized services for women, youth, LGBT2Q+ individuals, and Indigenous peoples.

Similar to daily pharmacy-witnessed methadone ingestion, prescribed hydromorphone or diacetyl-
morphine syringes are prepared, dispensed, and self-administration is witnessed by trained pharma-
cists, nurses, or trained supervised staff. Patients are titrated onto a stable dose at their prescriber’s
office or clinic, with injection supervised by qualified health professionals or trained staff supervised
by qualified health professionals and then transferred to the pharmacy for supervised injection, with
ongoing regular prescriber visits to ensure appropriate dosing and provision of other addiction care.
This model requires that pharmacies develop processes to ensure the safe delivery of iOAT (e.g.,
prevent diversion, ensure overdose risk is addressed) and pharmacy staff undergo additional training
(e.g., overdose response, education on preventing diversion, first aid). In this pharmacy-based super-
vised iOAT model, it would be the responsibility of the pharmacist to complete the pre- and post-intake
evaluations (see iOAT Clinical Guideline) and provide referral to ongoing treatment of needle-site
wounds. Onsite supervision allows for immediate intervention and treatment in case of an adverse

event or dose intolerance (i.e., call 911, administer naloxone, perform rescue breathing or provide
oxygen, as appropriate), ensuring the safety of the patient.

In this model, the pharmacist and prescriber work closely together to ensure adequate dosing, make
any changes to dosing as needed, and provide ongoing addiction care to ensure patients’ basic health
and psychosocial needs are met. Ongoing coordination of care and regular communication between
pharmacist and prescriber help ensure that any emerging care issues outside the scope of practice
for pharmacy professionals (e.g., wound care) can be quickly referred to the prescribing physician or
nurse practitioner for follow-up.

All pharmacies must follow the applicable bylaws of their province’s regulatory body for pharmacists,
including requirements for security, disposal of drugs, proper documentation, and inventory manage-
ment. In addition, those pharmacies providing pharmacy-based supervision of iOAT must provide
reports to prescribers and update provincial electronic health records with regard to doses adminis-
tered, report on adverse events, and (where applicable) manage injection space including managing
supplies and equipment, attending to overdoses, and reporting overdoses.
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4. Hospital-Based Injectable Opioid Agonist Program

In this model of care, iOAT is initiated in hospital (including psychiatric hospitals), with transfer to
community-based prescribers at the time of discharge. Initiations may be performed for hospi-
talized patients during admission or at on-site hospital-based outpatient services (e.g., St Paul’s
Hospital’s Rapid Access Addiction Clinic in Vancouver, BC) or inpatient addictions services (e.g., the
Royal Alexandra Hospital’s Addiction Recovery and Community Health (ARCH) Team via the inpatient
Supervised Consumption Site in Edmonton, Alberta). This model could also be used in psychiatric
hospitals, to ensure access to iOAT for individuals with concurrent opioid use and psychiatric disor-
ders. Hospital-based programs should have a process in place for transfer of care from the hospital to
a community iOAT prescriber before initiating treatment.

The hospital model can also provide iOAT for individuals admitted to hospital who are already stabi-
lized on community iOAT. See Hospitalization for more information on programmatic requirements
for initiating iOAT in hospital and Hospitalization and Acute Pain Events for more information on the
policies and procedures that should be put in place.

2.3.ii Additional Elements for All Models of Care

All iOAT programs should integrate harm reduction education, supplies, and services (including
naloxone provision and training), develop rules to guide their program, and ensure that patient
flow allows for constant observation and monitoring regardless of the model(s) of care offered. See
Minimum Recommended Criteria for more information.

2.3.1ii Site Design

Each iOAT program’s site design will vary, based on a number of factors, including the physical space,
number of clients, model(s) of care offered, and existing infrastructure. Generally, each site should
have designated areas for assessment, administration of injectable medications, a monitoring or
“chill-out” space, and a private space for conversation with social workers and others, and ensure
that patient flow allows for constant observation and monitoring. A variety of supplementary mate-
rials are available on the CRISM website, including an example of physical site design from an existing
iOAT program.

Harm Reduction

Across Canada, established harm reduction initiatives include needle/syringe distribution programs,
overdose prevention with take-home naloxone, and supervised injection or consumption services.
Including these harm reduction approaches within the continuum of addiction care provides addi-
tional mechanisms for promoting health and safety in diverse patient populations, including indi-
viduals who have difficulties achieving abstinence or reduction in use. There is substantial evidence
that uptake of harm reduction services is associated with significant decreases in substance-related
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harms, including risky behaviours, HIV and hepatitis C infection, and overdose deaths.5**8In addition,
research has shown that participation in harm reduction services can promote entry into addiction
treatment.>*%2 Beyond specific harm reduction interventions, programs should take a non-punitive
approach to treatment that utilizes a strength-based approach and meets patients where they are.

There are a variety of harm reduction services and networks in existence across Canada. These
include—but are not limited to: Toward the Heart, which provides an online directory of harm reduc-
tion services and supplies in British Columbia; Street Connections, which provides a searchable map
of harm reduction service locations in Winnipeg, Manitoba; Alberta Health Services, SafeWorks
Harm Reduction Program, and the Alberta Community Council on HIV Harm Reduction Projects; the
Ontario Harm Reduction Distribution Program, which has a searchable harm reduction services data-
base; the Nova Scotia Take-Home Naloxone Program; CACTUS Montréal, which provides harm reduc-
tion services and supplies and operates a supervised injection site, Méta d’Ame, a peer group which
provides harm reduction training and supplies, and LAssociation Québécoise pour la promotion de Ia
santé des personnes utilisatrices de drogues (AQPSUD), which provides harm reduction services and
supplies in Quebec; the Safe Works Access Program in Newfoundland and Labrador, which operates
a needle exchange program and provides education on harm reduction; the Prince Edward Island
Needle Exchange Program, which offers a variety of harm reduction services and supplies; the Blood
Ties Four Directions Centre, which offers harm reduction supplies and a listing of other services in the
Yukon, and the Whitehorse Outreach Van program.

Naloxone

Injectable opioid agonist treatment programs should institute policies which ensure that all iOAT
patients receive overdose prevention education and naloxone distribution when they initiate iOAT
and have ongoing and continuous access to harm reduction services and supplies. Families and other
people of significance (potentially including colleagues, friends, and other loved ones) should also
be engaged to receive overdose response and prevention education and naloxone kit use training. In
jurisdictions where naloxone is not available free of charge, iOAT programs should include provision
of naloxone kits in their budget.

Safety Contracts/Patient Agreements

Each iOAT program should develop its own set of rules, in collaboration with service users and peers,
which should be included in the orientation and consent process for patients. The development of
rules or patient agreements should be guided by principles of patient safety and dignity and staff
safety and should be developed in collaboration with staff, patients, and peer groups.

Rules may include respectful treatment of staff and other clients; not presenting to care intoxicated;
and rules around attempted diversion; as well as rules suggested by clients, such as a patient bill of
rights. Example program expectations and patient bill of rights are available in the supplementary
materials available on the CRISM website.
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Programs should also develop rules that outline the care that individuals deemed not suited for iOAT
or for a specific model of care should receive (for example, an individual requiring more intensive
care than available through the pharmacy-based model). This should include referral and follow-up of
these individuals, to ensure that they receive the care and treatment they require.

2.4 CONSIDERATIONS FOR DETERMINING MODEL(S)
OF CARE TO BE IMPLEMENTED

For the sake of clarity, this document presents four separate models of care (comprehensive and
dedicated, integrated or embedded, pharmacy-based, and hospital-based), however, in reality there
is significant overlap between these models and particular programs may have one or more models
of care offered or a unique model of care made up of elements from one or more models. The model
or models of care to be offered in a given jurisdiction will depend on multiple factors. These include:

The number of patients who would benefit from iOAT;
e The infrastructure and services already in place;
e The method of drug procurement (e.g., in hospital or out of hospital);

e The existing model of care already in place (where applicable; e.g., a supervised injection
site or community clinic);

e The funding available;

e The setting—among other considerations, rural vs. urban settings will likely have different
infrastructure and number of eligible patients;

e Patient population and needs (e.g., individuals requiring very close medical supervision
due to concurrent stimulant and opioid use leading to repeated instances of stimulant and
opioid mixed toxicity require a more intensive level of care such as the comprehensive
and dedicated injectable iOAT program);

e The number of staff available and staffing models available (this may include physicians
[primary care vs. specialists], nurse practitioners, social workers, pharmacists, mental
health workers, and peer support workers, and is dependent on professional scope of
practice and jurisdictional laws and regulations);

e Access to other ancillary staff and services, including addiction services, psychologists,
counsellors, dieticians, physical therapists, and occupational therapists; and

¢ The feasibility of co-locating or embedding iOAT programs within other programs (e.g.,
safe consumption facilities, overdose prevention sites, hospital emergency departments,
psychiatric hospitals, or primary care clinics).
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2.4.i Determining the Number of Potential Patients

Each jurisdiction will have to determine the potential number of patients who would be eligible for
and benefit from iOAT. Although there is no simple algorithm to determine this number, there are
several factors that should be considered. In the European jurisdictions in which iOAT is offered,
iOAT represents <1% to 12% of all patients engaged in treatment for OUD.?*%*% Switzerland, which
has offered iOAT as a standard of care for the past twenty years reports 12% of their OAT patients
as receiving iOAT.®* Thus, it may be estimated that, in specific urban locales with high numbers of
injection opioid users, approximately 10-15% of patients eligible for OAT would benefit from iOAT.
In addition to individuals on oral OAT who are not adequately benefiting from treatment, individuals
accessing safe consumption sites represent a population that should be connected with physicians
for assessment, some of whom may benefit from referral to iOAT programs. In addition, the Swiss
programs have consistently found that approximately 30% of iOAT clients self-select to transition to
oral OAT every year, with some transitioning back to iOAT as needed.®’

2.4.1i Community Context

There are multiple ways to plan, design, and implement iOAT services, depending on the community
context, the number of individuals who would benefit from iOAT, availability of medications, existing
network of services for people who use drugs, jurisdictional issues including coverage, and resources
available, which include funding, space, and staff. These considerations, and others which emerge
through the consultation process, will all inform the model(s) of care to be implemented. As with any
new treatment, local people who use drugs should be involved in the planning and execution of such
feasibility work and service planning. In communities without experience with iOAT, it may also be useful
to include non-local people who have experienced treatment with iOAT in the planning process.

In addition to feasibility and planning work for iOAT services, each regional health authority should
strive to create a community context in which there is robust addiction treatment available across
the continuum of care. As such, it is recommended that regional health authorities also prioritize the
scaling-up of oral OAT to ensure that same-day initiation of buprenorphine/naloxone, methadone,
and SROM is available in addition to a full range of addiction treatment and supports, including iOAT.
This increased capacity should not be understood as a pre-requisite to offering iOAT but rather the
necessary expansion of all evidence-based treatments across the country, to ensure patients and
their families have access to a full continuum of care for the treatment of OUD in each region.

2.4.iii Minimum Recommended Criteria for Models of Care

Each model of care, regardless of the specific details, should meet the following minimum recom-
mended criteria in order to ensure patients’ safety and provide continuity of care. These criteria
should be achievable in a variety of settings, with programming tailored to the needs and capacities
of the community.
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Minimum Recommended Criteria

e Dedicated space for supervised self-administration;
e Dedicated space for post-dose observation (or “chill out” space);
e Capacity to observe patients before, during, and after administration of medication;

e Trained health professionals to provide health care provider administered injection when
clinically appropriate, as well as pre- and post-dose assessment, monitoring, and response
to adverse events, see iOAT Clinical Guideline;

e Staff trained in harm reduction and patient-centred care;

e At least one nurse practitioner, Registered Nurse, Registered Psychiatric Nurse, or pharma-
cist who has the authority and experience to manage opioids under the Controlled Drugs
and Substances Act to oversee the program;

¢ A plan for patient safety in case of overdose or other adverse event and appropriate
equipment to manage an overdose prior to transfer to a higher level of care;

e A plan to prevent diversion and manage attempts at diversion;

¢ Provision for adequate access to medication (starting with a minimum of 3 hours between
doses, most patients require 3 doses per day), including oral OAT, seven days per week;

e Ability to provide individually titrated, patient-specific doses;

e Secure, locked storage for medication;

o A staff-to-patient ratio that is appropriate to the space and number of patients;
e Ongoing and consistent access to prescribers to allow medication adjustment;

e Ongoing and consistent access to consultation with addiction medicine specialists (for
example, the RACEline in BC or the Opioid Use Disorder Consult Service in Alberta);

e Capacity to distribute naloxone and sterile injection supplies and provide instruction on
safer injecting practices;

e Ability to provide primary care or link patients to primary care; and

e Ability to provide or refer patients to ancillary services.
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2.5 OBTAINING AND STORING INJECTABLE
MEDICATIONS

The ministry responsible for health care in each jurisdiction should identify appropriate and sustainable
suppliers for each medication. Once the suppliers have been identified and an agreement has been
reached, the division responsible for pharmacy services should work with each iOAT program to ensure
timely access to the required medications. The Office of Controlled Substances must be informed when
both diacetylmorphine and hydromorphone are being prescribed, including amounts, as unexpected
increases can impact the available supply, resulting in a shortage that creates gaps in treatment.

2.5.i Determining Which Medication(s) to Provide

Both hydromorphone and diacetylmorphine may be considered a reasonable medication choice, based on
availability, patient choice, and prescriber judgement. However, due to significant limitations on importa-
tion of diacetylmorphine, the feasibility of offering diacetylmorphine in most jurisdictions is currently low.
A domestic producer of diacetylmorphine is required in order to make it widely available to those who
need it. Thus, for most jurisdictions, hydromorphone will be the primary medication available for iOAT.

2.5.1i Obtaining Injectable Hydromorphone

Hydromorphone may be dispensed by pharmaciesin two ways—eitherthrough advanced compounding
and preparation of doses in a NAPRA-compliant pharmacy®® or via delivery of single-use vials by a
local pharmacy, which are drawn into a syringe prior to administration. The decision of which format
is utilized will vary based on the number of patients for whom the medication is needed in a partic-
ular setting as well as available infrastructure and resources and provincial regulations for health
care professionals at the site. Advanced compounding has advantages, when possible, including the
prevention of drug wastage and potential for diversion, however, the lack of an embedded pharmacy
to provide this service should not preclude consideration of offering this treatment to patients who
would benefit. In jurisdictions with more established iOAT programs, more options may be available
(e.g., single-use vials, higher potency formulations). However, while advocacy continues for more
formulations and increased access to services, newly established iOAT programs are working to meet
an urgent public health need with existing options.

2.5.iii Obtaining Injectable Diacetylmorphine

Diacetylmorphine is available in 100mL (100mg/mL) vials. Health authorities should be involved in
providing this medication and/or contracting for pharmacy services within their area. It is important
to note that the procurement mechanisms for access to diacetylmorphine are evolving rapidly. The
information contained herein is the most up-to-date and accurate information at the time of publica-
tion. Updates to this document are planned for every two years. Developments that occur outside of
the update schedule will be posted on the CRISM website.
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Diacetylmorphine is currently available via two federal mechanisms:

1. List of Drugs for an Urgent Public Health Need (UPHN)®”: The drugs identified on this web-
based list have been requested by a federal or provincial public health official to address
an immediate and urgent public health need within their jurisdiction. This mechanism is
to support population needs rather than individual patient needs (which are addressed via
the Special Access Programme). Drugs accessed via the UPHN regulatory pathway enable a
public health official to request a quantity of drug deemed necessary for use in their juris-
diction for an urgent public health need in Canada, and allow for repeated importation of
the drug as needed for a period of one year. Drugs included on this list can be renewed by
the jurisdictional public health officer on a yearly basis. Those wishing to obtain diacetyl-
morphine via the UPHN mechanism are encouraged to contact the ministry responsible for
health in their jurisdiction for assistance in navigating access to this medication.

2. Special Access Programme (SAP): This program offers another avenue to allow access to
drugs that are not authorized for sale in Canada. This regulatory mechanism is designed to
address individual patient needs. The decision to authorize or deny an SAP request is discre-
tionary and made on a case-by-case basis. This is based on availability of alternative medi-
cations and information provided by the requesting practitioner regarding the use, safety,
and efficacy of the drug. If the request is approved and access to the drug is granted, the
practitioner must report on the use of the drug in that particular patient. This includes any
adverse events that occur, in addition to accounting for all quantities received; the informa-
tion should be provided to both the drug manufacturer and the SAP.

It is important to note that, as of May 19, 2018, paragraph 24(4) of the Narcotic Control Regulations
restricts the sale and provision of diacetylmorphine in the following way. Diacetylmorphine may be
sold or provided by a licensed dealer to the following:

(a) another licensed dealer;
(b) a hospital employee, if that hospital provides care or treatment to persons;
(c) a practitioner of medicine or a nurse practitioner;

(c.1) if practising in a hospital that provides care or treatment to persons, a practitioner
of dentistry;
(c.2) a pharmacist; or

(d) a person exempted under section 56 of the Act with respect to the possession of that

narcotic for a scientific purpose.

Diacetylmorphine can only be imported into Canada from the manufacturer in Switzerland by a Health
Canada licensed dealer. The role of the licensed dealer is outlined in the Narcotic Control Regulations,
with compliance requiring highly specialized knowledge, facilities, and processes. Specific eligibility
criteria must be met, with applications reviewed on a case-by-case basis.
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The public health office or health authority is responsible for narcotic accountability at all stages
including reporting on medication wastage, loss, and destruction of the drug. Expertise is required
in managing the timing of import and export permits to ensure adequate supply of medication while
meeting necessary storage requirements.

When to Use the Special Access Programme vs. List of Drugs for an Urgent
Public Health Need

Although individual patients may receive approval for diacetylmorphine through the SAP, the SAP
should be understood as an advocacy tool advancing the need for increased access to diacetylmor-
phine, rather than a process by which patients may receive diacetylmorphine. Due to the absence of
a domestic producer, all diacetylmorphine must be imported, which is not feasible for small numbers
of patients.

Thus, the List of Drugs for an Urgent Public Health Need is more useful for procuring diacetylmorphine.
In order for diacetylmorphine to be added to the List of Drugs for an Urgent Public Health Need, an
emergency must be declared by a public health officer. More information on adding medications to
the List of Drugs for an Urgent Public Health Need list can be found in Health Canada’s “Questions and
Answers: Access to Drugs in Exceptional Circumstances.” Note: As of April 25, 2019, diacetylmorphine
has been added to the List of Drugs for an Urgent Public Health Need List for the whole country. If
this changes in the future, the above text should guide those wishing to prescribe diacetylmorphine.

2.5.iv Storage Requirements
All pharmacies must follow the applicable bylaws of their jurisdiction’s regulatory body for pharma-
cists, including requirements for security, disposal of drugs, proper documentation, and inventory

management.

Both diacetylmorphine and hydromorphone must be transported like any other opioid.

2.6 STAFF COMPETENCIES AND TRAINING

Any staff working in an iOAT program, including prescribers, nurses, social workers, pharmacists,
peers, and non-health care unregulated staff (e.g., front-desk or administrative staff) should have
the following general competencies: trauma-informed practice (see Trauma-Informed Practice)
including strengths-based approaches; competence with culturally safe care (see Cultural Safety and
Humility); an understanding of the power differentials inherent in working with marginalized commu-
nities as someone with institutional power (see Providing Care to Groups at Risk of Marginalizing

Experiences); training in non-violent crisis intervention, de-escalation, or similar; overdose response,

National Injectable Opioid Agonist Treatment for Opioid Use Disorder | PAGE 41


https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/access-drugs-exceptional-circumstances/drugs-urgent-public-health-need-questions-answers.pdf
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/access-drugs-exceptional-circumstances/drugs-urgent-public-health-need-questions-answers.pdf
https://www.iriss.org.uk/sites/default/files/iriss-insight-16.pdf

including calling for assistance or administration of naloxone; and an understanding of non-stigma-
tizing approaches.

Several best practice and payment standards documents for employing people who use drugs
exist. These include a Peer Engagement Principles and Best Practices document and Peer Payment
Standards from the BC Centre for Disease Control, Harm Reduction at Work: A Guide for Organizations
Employing People Who Use Drugs from Open Society Foundations, and Best Practices in Peer Support
from Addictions & Mental Health Ontario, which provide guidance for programs engaging with and
employing people with lived experience. Programs employing peer workers may consider, in concert
with peer workers, instituting mentoring and/or other support mechanisms for peer workers,
to support their wellness and self-defined progress. Peer workers should be understood as equal
members of the team, who should be fully integrated and compensated fairly.

In addition, staff should be trained (as appropriate to their role and responsibilities) on the following:

e Protocols and procedures, including:
- Supervision of injections,
- Pre-dose assessment,

- Post-dose assessment and treatment of adverse events (e.g., dose
intolerance—see iOAT Clinical Guideline for a sample protocol),

- Missed dose protocol;

e Goals of the program;

e Approaches and policies on issues like disruptive behaviour, missed appointments,
and the importance of consistency across staff;

e Strategies to make patients feel welcome and supported;

e Preventing and mitigating stigma by avoiding and rejecting stigmatizing language,
labels, and behaviour;"

e Familiarity with relevant legislation, including legislation that governs mental health care,
adult guardianship, and the mental health certification process;

e Athorough understanding of the range of treatment options along the continuum of care
and local community programs and resources;

e Training in harm reduction philosophy, practices, and patient education including counsel-
ling on safer injection practices and naloxone administration.

h  Toward the Heart has multiple resources on reducing stigma, including training modules and guidance on respectful language.
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In addition to training opportunities available in each jurisdiction, the BC Centre on Substance Use
provides general addiction care training, including modules on treating opioid use disorder, patient-
centred care, cultural competency, and working with LGBT2Q+ communities through its Addiction
Care and Treatment Online Certificate, which is open to individuals across Canada.

Each program will determine its own staffing needs, models, and roles. The following suggested
competencies should not be understood as a requirement for each staff type to be included on all
care teams, but rather basic suggested competencies for staff members by staff role.

2.6.i Peers

In addition to the general competencies above, peer staff should receive training to equip them to
provide peer orientations for new clients. Peers can also be trained to identify infection and provide
education on safer injection practices, which will enable them to confirm track marks for patients who
are uncomfortable with a health care provider doing so during a physical exam. In some jurisdictions,
peers may also be able to assist with injections for clients who have difficulty self-administering their
doses. Those peers should be trained in safe injection practices. For individuals interested in further
training and certification, Peer Support Accreditation and Certification Canada (PSACC) provides
National Peer Support Certification and Peer Support Mentor Certification.

2.6.ii Prescribers

Health Canada permits both physicians and nurse practitioners to prescribe diacetylmorphine and
hydromorphone. However, the regulatory body responsible for nurse practitioners in each jurisdic-
tion will have to determine whether prescribing iOAT is within scope for nurse practitioners and what
training they require.

Each jurisdiction will have its own expectations for the training and maintenance of competency
of prescribers. This is determined by health ministries/departments, regional health authorities,
and/or regulatory colleges. However, the following experience and training are recommended as
minimum requirements:

e Previous experience and training with oral OAT prescribing;

e An understanding of the biopsychosocial model of addiction and the factors that
impact addiction;

e Training in motivational interviewing;
e Completion of iOAT-specific training;
e A preceptorship (which could be completed remotely through telehealth); and

e The capacity to work collaboratively on an interprofessional team.
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The BC Centre on Substance Use provides online training on iOAT prescribing through the Provincial
Opioid Addiction Treatment Support Program.

2.6.iii Nurses

In addition to the general competencies outlined above, nurses (which may include Registered Nurses,
Registered Psychiatric Nurses, Registered Practical Nurses, and Licensed Practical Nurses) should have
the following competencies:

¢ Vein finding;
e Previous experience and training in addictions care;
e Completion of iOAT-specific training.

The BC Centre on Substance Use provides online training on iOAT prescribing through the Provincial
Opioid Addiction Treatment Support Program.

The following competencies are also recommended:

e An understanding of the biopsychosocial model of addiction and the factors that
impact addiction;

¢ Training in motivational interviewing and adequate knowledge to provide or make appropriate
referrals for the following modalities: cognitive behavioural therapy, dialectical behaviour
therapy, solution-focused therapy, group therapy, family systems theory;

e Case management skills;
¢ An understanding of the stages of change model;

e An ability to conduct a psychosocial assessment with an addiction focus (e.g., history of
use, history of treatment, determining patient readiness for change); and

e The capacity to work collaboratively on an interprofessional team.

2.6.iv Pharmacists

In addition to the general competencies outlined above, pharmacists should have the following
competencies and authorizations:

e Previous experience in addiction care, including provision of oral OAT;

e Completion of iOAT-specific training;
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¢ The capacity to collaborate and communicate across disciplines and roles;
e Authorization to administer drugs by injection;
e Current certification in CPR and First Aid; and

e Authorization to prescribe drugs (dependent on the specific jurisdiction in which the
pharmacist practices).

2.6.v Social Workers

In addition to the general competencies outlined above, the following competencies are recom-
mended for social workers in iOAT programs:

¢ An understanding of the biopsychosocial model of addiction and the factors that
impact addiction;

¢ Training in motivational interviewing and adequate knowledge to provide or make appropriate
referrals for the following modalities: cognitive behavioural therapy, dialectical behaviour
therapy, solution-focused therapy, group therapy, family systems theory;

¢ An understanding of frequently co-occurring mental health disorders, the DSM-5, and
basic psychopharmacology;

e Case management skills;

e An understanding of frequently used licit and illicit substances and their effects on
the body;

¢ The ability to conduct a psychosocial assessment with an addiction focus (e.g., history of
use, history of treatment, determining patient readiness for change); and

¢ The capacity to work collaboratively on an interprofessional team.

2.6.vi Non-Health Care Staff

In addition to the general competencies outlined above, non-health care unregulated staff should
receive training to ensure they understand the requirements of confidentiality and its limits as well as
training in administering naloxone to reverse overdoses.
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2.7 STAFFING

Staffing levels and roles will depend on both the model of care and number of patients enrolled in
the program. The following responsibilities must be planned for, with the appropriate staff members
tasked with them.

2.7.i Patient Orientation and Education

Prior to admission, individuals identified as likely to benefit from iOAT should go through an admis-
sion process that involves informed consent and an orientation provided by peer workers, to ensure
program regulations, time commitments, and other requirements are fully understood. Some patients
starting iOAT have not previously been engaged in care in the health system; these patients may
benefit from peer support in navigating the system and advocacy as needed.

Peers should also be included in the education of potential patients and the larger community.
Working with peers to create clear messaging about the expectations, benefits, and requirements of
iOAT will help ensure that new patients have realistic expectations for the treatment.

2.7.ii Supervision of Injection

Clients self-administer under supervision of a qualified staff member." Training for staff who will
be supervising injection includes training on conducting pre- and post-injection assessments,
responding to overdose, and aftercare, as well as orientation to an existing supervised injection
program, where possible.

Supervision of self-administered injection involves completing a pre-injection assessment, coaching
or assisting with vein finding or landmarking (for intramuscular injection), coaching on vein health and
maintenance, direct observation of the injection, and a post-injection assessment (see iOAT Clinical
Guideline for more information on pre- and post-injection assessments).

2.7.iii Increasing and Decreasing Doses

A physician, nurse practitioner, pharmacist (depending on the model; in consultation with the
prescribing physician or nurse practitioner), or nurse (in consultation with the prescribing physician
or nurse practitioner) may, in consultation with the patient, order a lower dose based on patient
response and safety concerns. Patients may also choose to not inject the full dose prescribed. Only
prescribers (physicians and nurse practitioners, where applicable) may increase a dose or perma-
nently decrease a dose.

i Any appropriately trained unregulated health care worker may supervise injection as long as a regulated health professional is also in
the room and can attend to any issues that may arise.
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2.7.iv Health Care Provider Administration of Injectable
Medication

Depending on the model of care and jurisdiction, health care providers may provide subcutaneous
injections or IM injections in the deltoid, ventrogluteal, or dorsogluteal muscles. Nurses may be able
to provide IV injection when requested by the patient and determined to be appropriate. However,
regional differences may exist in terms of what medications can be administered by IV injection
by nursing professionals. Institutional policies should be developed to outline appropriate orders
required, standard protocols for IV injection, and necessary staff education. See iOAT Clinical Guideline
for more information on health care provider administration of injectable medication.

2.7.v Additional Services and Wrap-Around Care

Additional services may include outpatient, inpatient, and residential treatment programs; recovery-
oriented services including peer-support programs; supportive recovery housing; psychosocial treat-
ment interventions and supports; chronic pain management; primary care; addiction medicine
specialist consultation; trauma therapy; and specialized services for women, youth, 2SLGBTQ+ indi-
viduals, and Indigenous peoples.

Some programs may co-locate or partner with community organizations which provide psychosocial
services, others may offer some services on-site (e.g., counselling, housing workers) and refer out to
other community services, and others will utilize referral pathways to ensure service users can access
the psychosocial services they need and will benefit from. Programs that provide ancillary services on
site will need to ensure adequate staffing.

2.7.vi Outreach/Follow-up

Injectable opioid agonist treatment programs should ensure provisions are made for outreach and
follow-up services as necessary. This may involve program staff, including social workers, nurses,
mental health workers, and other staff members, or partnering with existing outreach teams. In some
cases, the iOAT program may negotiate protocols in advance for follow-up of the admitted patients in
cases of unexpected incarceration or hospital admission.

2.8 SPACE

Space requirements will vary with the model(s) of care offered, the number of patients seen, and
any other services or programs co-located. General space requirements include a dedicated injec-
tion area and, ideally, a storage area for patients’ belongings; a storage area for injection supplies; a
secure area for storage and preparation of medications; syringe disposal that allows for the counting
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and examination of syringes; narcotic security tailored to setting and capacity; controlled entry to the
injection room; space for post-injection monitoring; space for treatment if required in the event of
an overdose; and a private space for conversation with social workers or other health care providers.
Space requirements for each model of care can be found in Appendix 2.

2.9 SECURITY

Specific security requirements will vary with the model(s) of care offered and medications provided.
General requirements include supervision of self-administered injections to observe for diversion;
narcotic security tailored to setting and capacity; controlled entry to the medication preparation and
injection room; syringe disposal that allows for the counting and examination of syringes; and syringe
labelling that meets the requirements of relevant regulatory bodies. Security requirements for each
model of care can be found in Appendix 2. General storage requirements for both diacetylmorphine
and hydromorphone can be found in Storage Requirements.

2.10 MEDICAL RECORDS

Medical records, whether electronic medical records (EMRs) or other medical records that are accessible
for communication of important patient care details, should be used as appropriate to communicate
important care details. For example, medical records should be shared with in-hospital care providers in
the event that a patient is hospitalized to communicate important care details such as the date and size
of the last dose received by the patient, as well as contact information for the iOAT program.

Where feasible, EMRs can be used to track doses and trigger the missed dose protocol (see iOAT
Clinical Guideline), as well as provide a reminder for when prescriptions need to be renewed.

2.11 PROTOCOLS AND PRE-PRINTED ORDERS

Each program may have the following in place (practices are dependent upon jurisdiction [province/
territory] and specific professional regulations and authorizations):

* Pre- and post-dose assessment and treatment protocols with, where necessary, a
client-specific prescriber’s order to apply the protocols if an unforeseen critical incident
arises (e.g., dose intolerance, seizure) (see iOAT Clinical Guideline)

e Hospitalization and acute pain events (see Hospitalization and Acute Pain Events)

PAGE 48 | National Injectable Opioid Agonist Treatment for Opioid Use Disorder


https://crism.ca/projects/ioat-guideline
https://crism.ca/projects/ioat-guideline
https://crism.ca/projects/ioat-guideline

¢ Transition to oral OAT, for both short and long-term transitions (see Transition to Oral OAT)

e Missed doses (see iOAT Clinical Guideline)

Example treatment protocols are available in the supplementary materials available on the
CRISM website.

2.11.i Pre-Printed Orders

Where possible, a variety of pre-printed orders may be used to save time, reduce potential for medi-
cation errors, reduce the need for follow up with prescribers, and improve documentation. Practices
are dependent upon jurisdiction (province/territory) and specific professional regulations and autho-
rizations. Examples of pre-printed orders that may be used include:

e Titration orders for diacetylmorphine

Missed days orders for post-initiation dose of diacetylmorphine

e Titration orders for high-dose hydromorphone

Missed days protocol for post-initiation dose of high-dose hydromorphone

Medication orders

In some provinces (for example, Alberta), nurses may require a pre-printed order to be for a specific
client and signed by the prescriber prior to implementation of the orders. These orders can then be
used for that patient’s care while in the clinic or until their condition warrants a change in orders.

Example pre-printed orders are available in the supplementary materials available on the CRISM website.

2.12 COST AND COVERAGE

2.12.i Cost

Cost will depend on several factors, including the model(s) of care offered, number of patients, the
staffing model used, and medication(s) provided. As described elsewhere in this document, in the
population that continues to use illicit opioids despite attempts at oral OAT, iOAT is superior to oral
OAT. Injectable opioid agonist treatment is both more effective and more cost effective than oral
OAT,®32therefore, iOAT should be expanded. However, it should be noted that cost savings will depend
upon the price of the medications. See Cost Effectiveness for more information on cost effectiveness.
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The cost of hydromorphone will vary by jurisdiction (province/territory), depending on the price
negotiated, the number of patients, and program specifics (for example, hospital vs. non-hospital).
The cost of hydromorphone may differ significantly, depending on the negotiations made between
each province and supplier. Health Canada’s recent approval of injectable hydromorphone for the
treatment of severe opioid use disorder may contribute to a lower cost in the future.”®’?

See Appendix 2 for more information on budgetary considerations.

Negotiating Medication Costs

Each jurisdiction will have to negotiate with the supplier to determine which products (that is, what
potency) will be added to its formulary and the price per unit. Because this process can take a signifi-
cantamount of time, it is recommended that planners begin negotiations early in the planning process.

Each jurisdiction may have additional stakeholders who should be involved in negotiations, but, gener-
ally, the following stakeholders will be involved: ministry or ministries responsible for health, Health
Canada—Therapeutics Products Directorate, and the potential supplier(s). Additional stakeholders
who may support negotiations include the pan-Canadian Pharmaceutical Alliance, which conducts joint
provincial/territorial/federal negotiations and has been successful at lowering drug prices in the past,
and pharmacy consulting firms, which may assist in negotiating prices. Provincial ministries responsible
for health may also choose to work together to reduce price as a combined procurement strategy.

Currently, Sandoz produces the hydromorphone indicated for treatment of severe opioid use disorder
in Canada.”* Hydromorphone HP 10 (10mg/mL), Hydromorphone HP 20 (20mg/mL), Hydromorphone
HP 50 (50mg/mL), and Hydromorphone HP Forte (100mg/mL) are all indicated for supervised iOAT in
adults with severe OUD who inject opioids and have not benefitted from previous oral OAT attempts.”
In the future, additional suppliers could allow for more negotiation of price.

Diamo produces and exports the diacetylmorphine used to treat severe opioid use disorder in Canada,
currently. However, if a Canadian producer were to be secured, this would both bring the price down
and eliminate the barriers to more patients receiving diacetylmorphine-based iOAT.

2.12.ii Coverage

Drug coverage is determined by each province’s ministry or department of health. For a discussion of
cost effectiveness, see Appendix 1.
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3.0 Operational

3.1 SUMMARY OF CLINICAL PRACTICE GUIDANCE

The following table summarizes the clinical guidance provided in the iOAT Clinical Guideline, this
document’s partner document. In-depth clinical guidance is available in the clinical guideline, as well
as three key clinical recommendations made using the Grading of Recommendations Assessment,
Development, and Evaluation (GRADE) tool and evidence supporting each one.

General
considerations

Individuals with severe opioid use disorder who inject opioids and have continued to
experience significant health/and or social consequences who have not benefitted
from previous attempts at oral opioid agonist treatment, or other circumstances and
risks that indicate they may benefit from iOAT.

Recommended considerations for eligibility in concert with clinical judgment and

Eligibility precautions.
Medication Both hydromorphone and diacetylmorphine are reasonable choices, based on
selection availability, patient choice, and prescriber judgment.

Titration process

The titration protocol should be followed.

Pre-intake
assessment

Performed by a qualified health professional or other trained staff member
supervised by a health professional to ensure the patient is not intoxicated or
in any other contraindicated acute clinical condition.

Administration
of injectable
medications

Generally, up to 3 visits per day are recommended.
Individuals should self-administer under supervision of a qualified health professional.
Patients may inject intravenously, intramuscularly, or subcutaneously.

Intravenous injection is recommended in upper extremities only. Lower extremity
injection should be discussed and risks identified for those who cannot find an
appropriate site in their upper extremities or who otherwise prefer intravenous
injection in their legs or feet.

Intramuscular sites should be identified by a qualified health professional and
rotated according to established practice standards.

Post-intake
assessment

Performed by a qualified health professional or other trained staff member
supervised by a health professional to ensure safety and attend to dose intolerance
or other adverse event.

Co-prescription of
oral OAT

Consider co-prescription of slow release oral morphine or methadone to prevent
withdrawal and cravings between iOAT doses, particularly overnight.

Missed doses

The short-acting nature of iOAT medications requires adequate supervision for
missed doses. Refer to missed doses protocol.

Ongoing
substance use

Ongoing substance use while on iOAT may be an indication to intensify treatment,
which may include dose increases, transferring to a more intensive model of care,
and/or increasing psychosocial and other supports. See substance-specific guidance.
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3.2 GENERAL CONSIDERATIONS

Injectable opioid agonist treatment is generally considered for those individuals with severe OUD who
inject opioids and have continued to experience significant health and social consequences related
to their OUD despite past experience or attempts with appropriately dosed oral OAT (per CRISM’s
National Guideline for the Clinical Management of Opioid Use Disorder), previous attempts at oral
OAT without being able to achieve a therapeutic dose, or other circumstances and risks that indicate
the patient may benefit from iOAT (see iOAT Clinical Guideline).

3.3 PATIENT POPULATION AND ELIGIBILITY

As individual situations vary, considerations for eligibility, eligibility precautions, and general cautions
for treatment, rather than strict eligibility criteria, are presented in the iOAT Clinical Guideline. In
operationalizing the eligibility considerations, program managers are advised to allow for clinical
judgment and collaborative decision-making in determining with each individual which treatment(s)
have the highest likelihood of ensuring the goals of care, which should include survival, reduction in
the harms related to drug use, stabilization, increased quality of life, and any other patient-defined

goals based on their context and needs.
3.3.1 Specific Populations

Hospitalization

Hospitals (including psychiatric settings) providing iOAT inductions should have a policy which
governs inductions, ongoing care, and transition to community care. The policy should include the
following components:

e Eligibility considerations

- These should include clinical stability and assessment by a physician with expertise in iOAT.

¢ Close supervision and education around safe injection techniques for individuals with
existing injection-related infection.

e Education and supports for health care staff to provide patient-centred and culturally safe
care (see Philosophical Approach in this document).

j Definitions of stabilization will be patient-specific. See entry in Glossary for more information.
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e Requirements that hospital-based inductions be performed in coordination with an outpa-
tient prescriber and/or program who agrees to receive the patient into care upon discharge.

e A defined process for seamless transfer of care, which may include a pre-discharge appoint-
ment with the community social worker, an accompanied visit to the new program to meet
the community prescriber (for example, with an outreach, peer, or social worker), and a
discharge package that includes information about dosage, time and size of last dose, and a
take-home naloxone kit.

Youth

The research to date on iOAT has not included participants younger than 18 years old (19 in British
Columbia). Thus, the research evidence presented in the iOAT Clinical Guideline has been extrapolated
from studies conducted in adult populations, with the recognition that prescribers may encounter
adolescent (aged 12—17 years) and young adult (aged 18-25 years) populations with severe OUD who
do meet some or all of the considerations for eligibility for iOAT in their practice. Treatment decisions

for youth (12-25) should be made by or with consultation from health care professionals with experi-
ence in treatment of adolescents and young adults with substance use disorders. Injectable opioid
agonist treatment programs that may encounter youth who meet some or all of the considerations
for eligibility for iOAT should ensure they have referral pathways in place for youth, if the care of youth
is beyond the scope of practice, expertise, or experience of the program’s staff. More information on
treating youth can be found in iOAT Clinical Guideline.

As with any treatment, youth under the legal age of majority of Canada do not need parental consent
in order to receive treatment. Capacity to consent for these youth is determined based on the capacity
to fully understand the treatment and possible consequences of treatment, except in Quebec, where
the age of consent is 14 years and older,”> and New Brunswick, where the age of consent is 16 unless
two medical practitioners are in agreement that the individual is capable of consenting and that the
medical procedure in question is in the patient’s best interest.” Injectable opioid agonist treatment
programs should have policies and training in place that ensure all staff are familiar with their juris-
diction’s age of consent (where applicable) or how to determine capacity to consent and the limits of
confidentially (for example, duty to report). For more information on determining capacity to provide
consent in those under the age of majority, refer to guidance from the Canadian Medical Protective

Association® and Royal College of Physicians and Surgeons of Canada.”

Youth-Centered Environment and Approach

Several studies on oral OAT and substance use treatment more generally have found that adoles-
cents and youth experience the adult-oriented environment of most treatment services as a barrier
to accessing and continuing treatment.”*’¢ It should be noted, however, that the evidence base is for
substance use disorder treatment more generally and oral OAT rather than iOAT. Injectable opioid
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agonist treatment programs that serve youth should consider the age range of staff and clients,
make referrals to youth-focused ancillary services (e.g., mental health care, housing workers, trauma
therapy) when possible, and consider inclusion of youth peer navigators and peer support workers,
which may also support a youth-centered approach, for example, by helping youth who may be
ambivalent about receiving care from adult professionals who have not experienced OUD feel more
comfortable accessing treatment. More information on youth-centred approaches can be found in
iOAT Clinical Guideline.

Women

Women starting iOAT face additional vulnerabilities compared to men, including higher rates of life-
time physical and sexual abuse, HIV and hepatitis C infections, cocaine use, suicide attempts, past-
month sex work, lower age, and lower rates of employment.”””° In addition to these vulnerabilities,
a recent study of overdose prevention sites (OPS) in Vancouver, BC, found that many OPS designated
gender neutral are experienced as male-dominated or “masculine” spaces, which can act as a barrier
to access for women. Women reported routinely experiencing harassment from men at OPS, including
from men accessing OPS who had previously victimized them.2°For these reasons, where feasible, it is
recommended that women-only services or hours be offered.

Pregnancy and People of Child-Bearing Capacity

Injectable opioid agonist treatment programs should ensure that all patients of childbearing capacity
starting iOAT are offered screening for pregnancy at intake, with contraceptive counselling and
prescriptions offered as appropriate, and ongoing sexual health and pregnancy planning provided as
is standard in primary care. Contraceptive counselling services and supplies should also be offered
to patients who are currently pregnant in order to reduce the likelihood of a subsequent unplanned
pregnancy as short intervals between pregnancies may disrupt ongoing treatment and amplify poten-
tial risks to recovery and long-term health.®!

For a review of evidence and guidance on iOAT for pregnant people, see the iOAT Clinical Guideline.

3.4 PREPARATION AND PROVISION OF
INJECTABLE MEDICATIONS

See Obtaining and Storing Injectable Medications, above, for information on obtaining and storing the
injectable medications.
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3.4.i Preparation of Hydromorphone

Hydromorphone may be prepared at point of care for immediate use or in advance if appropriate
infrastructure and procedures are in place. Beyond use dating is dependent upon several factors,
including equipment and infrastructure. Injectable opioid agonist treatment programs should refer
to the National Association of Pharmacy Regulatory Authorities (NAPRA) sterile compounding stan-
dards®® and bylaws of each province’s regulatory body for pharmacists. Please see the relevant regu-
latory body’s website for more information on bylaws. Regional health authorities should be involved
in providing the service or contracting for pharmacy services within their area. The decision of which
format is to be utilized will vary based on the number of individuals for whom the medication is needed
in a particular setting as well as available infrastructure and resources. Advanced compounding has
advantages, when possible, including the prevention of drug wastage and potential for diversion,
however, the lack of an embedded pharmacy to provide this service should not preclude consider-
ation of offering this treatment to patients who would benefit.

3.4.ii Preparation of Diacetylmorphine

Currently, diacetylmorphine hydrochloride is purchased from the supplier as lyophilized powder
(10g vials) and prepared for injection with sterile water to a final concentration of 100mg/mL under
a Laminar Flow hood, per standard operating procedures, such as those defined in the National
Association of Pharmacy Regulatory Authorities (NAPRA) sterile compounding standards or the
Canadian Society of Hospital Pharmacists’ Compounding Guidelines. In the future, as access to diace-
tylmorphine expands, and if a Canadian supplier is secured, diacetylmorphine may be prepared at
point of care for immediate use or in advance if appropriate infrastructure and procedures are in
place. Beyond use dating is dependent upon several factors, including equipment and infrastructure.
Injectable opioid agonist treatment programs should refer to the National Association of Pharmacy
Regulatory Authorities (NAPRA) sterile compounding standards® and bylaws of each province’s regu-
latory body for pharmacists. Please see the relevant regulatory body’s website for more informa-
tion on bylaws. Regional health authorities should be involved in providing this medication and/or
contracting for pharmacy services within their area. It is important to note that the procurement
mechanisms for access to diacetylmorphine are evolving rapidly and this document will be updated
every two years to reflect the most up-to-date information. Developments that occur outside of
scheduled updates will be listed on the CRISM website.

3.4.iii Supervision of Injections

Service users self-administer under the supervision of a qualified staff member,“ or may, when clini-
cally indicated and feasible, receive health care provider administered injection (see iOAT Clinical
Guideline). The options available for health care provider administered injection will be determined

k  Any appropriately trained unregulated health care worker may supervise injection as long as a regulated health professional is also in
the room and can attend to any issues that may arise.
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by each province’s regulations and the health care professional’s scope of practice. Training for staff
members involves orientation to an existing supervised injection program, along with training on
conducting pre- and post-injection assessments, responding to overdose, and aftercare.

Supervision of self-administered injection involves completing a pre-injection assessment, direct
observation of the injection, and a post-injection assessment (see following section for more informa-
tion on pre- and post-injection assessments).

3.4.iv Pre- and Post-Injection Assessment

The purpose of the pre-injection assessment is to ensure that the patient is not intoxicated, including
by centrally-acting sedatives and/or stimulants, or in any other acute clinical condition that would
increase the risk of an adverse event with the administration of iOAT.

Patients can leave the premises when they are deemed fit to do so after the minimum 15-minute
post-dose observation period. Each program should create a policy on post-dose observation periods,
depending on the context and patient population, which prioritizes patient safety. The post-injection
observation period may be an ideal time to engage service users in psychosocial services and other
medical care, although some individuals may not wish to engage after receiving their dose.

The pre- and post-injection assessment protocols can be found in iOAT Clinical Guideline.

3.4.v Administration of Injectable Medications

It is recommended that patients have access to the iOAT program up to three times per day, however,
some programs may provide additional doses per day when feasible and required, while others may
provide two injections per day due to patient preference and/or operational constraints. Patients
self-administer their prepared dose under the supervision of a qualified health professional. For
safety reasons, it is recommended that intravenous injection only be allowed in the upper extremi-
ties (hands or arms, no jugular or femoral vein use permitted), while intramuscular injections can be
allowed in deltoid, ventrogluteal, or dorsogluteal muscles. However, for individuals who cannot find
appropriate sites in their upper extremities, intravenous injection may be permitted in legs or feet.
Subcutaneous injection or short-term transition to oral OAT is also an option for those patients who
need to give their veins a rest to heal venous damage.

When clinically indicated, certain health care providers can administer the injectable medication. See
iOAT Clinical Guideline for more information on health care provider administered injection.

3.4.vi Provision of Supplementary Oral OAT

Oral OAT (methadone or slow-release oral morphine) is frequently co-prescribed with iOAT in order
to prevent withdrawal and cravings between iOAT doses, particularly overnight during the longest
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between-dose period, as the injectable medications are relatively short-acting. In this way, co-prescrip-
tion of oral OAT helps provide greater clinical stability. Injectable opioid agonist treatment programs
may provide supplementary oral OAT onsite when patients present for one of their doses, or may
refer out to a local pharmacy for these doses.

3.5 ONGOING SUBSTANCE USE

Ongoing substance use while on iOAT may be an indication to intensify treatment, which may include
dose increases, transferring to a more intensive model of care, and/or increasing psychosocial and
other supports, depending on which substances are being used. See iOAT Clinical Guideline for clinical
guidance on addressing ongoing substance use. Those planning iOAT programs must ensure that their
programming and training reflects the needs of the patients they will serve (for example, in jurisdic-
tions in which polysubstance use is common, services and supports must be in place to appropriately
manage ongoing polysubstance use).

3.6 TREATMENT TRANSITIONS

This document recommends the use of a stepped and integrated continuum of care model for treat-
ment of OUD, where treatment approaches are continually adjusted to match individual patient
needs and circumstances over time and recognizes that many individuals may benefit from the
ability to move between treatments. This includes intensification (e.g., initiating iOAT when oral OAT
approaches have not been met with success), deintensification (e.g., transitioning from iOAT to oral
OAT) when patients achieve successful outcomes and wish to transition to lower intensity treatments,
and the ability to reinitiate iOAT as needed, if an individual is not benefitting adequately from oral OAT
after transitioning from iOAT.

Decisions to transition to another type of care should be made collaboratively between the patient
(and their family, if included in their care), iOAT prescriber, and any other relevant health care
providers, rather than imposed by the prescriber or program policies.

Injectable opioid agonist programs should have policies and procedures in place which ensure that
patients do not have their treatment discontinued without consent. For example, there should be
procedures in place to ensure that, in the case of a prescriber retiring or moving, the patient would
have the choice to be transferred to another iOAT prescriber, be slowly titrated off of iOAT, or transi-
tioned to oral OAT, as well as policies for specific transitions such as hospitalization, travel, and incar-
ceration (see following sections in this document). As outlined in the iOAT Clinical Guideline, patients
and care teams may also benefit from filling out a client safety care plan or behaviour agreement at
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the beginning of treatment. This would include identification of triggers and irritants, calming strate-
gies, and an agreement for how staff will respond if a patient is upset or is otherwise violating program
rules (such as behaviour that threatens staff or other clients), with the aim of ensuring safety for all
clients and staff and maintaining access to care whenever possible.

More information on strategies for treatment transitions can be found in iOAT Clinical Guideline.

3.6.i Hospitalization and Acute Pain Events

Individuals on iOAT may have comorbidities which put them at increased risk for hospitalization,
whether for acute or chronic physical or mental health conditions. For this reason, community-based
iOAT programs must have protocols in place for when patients are hospitalized. As part of the treat-
ment agreement and consent process (see Appendix 3), consent should be sought for communication
between health care providers, to ensure safety and continuity of care.

The following components are recommended, when possible, in order to support continuity of care:

¢ Protocol in place for community prescriber to contact in-hospital most responsible provider
(MRP) to inform them that patient is on iOAT and, thus, will have a high opioid tolerance.

¢ Protocol in place for community prescriber to contact addiction medicine consult team
(AMCT) in hospitals where these services exist. In the absence of these services, the
community provider should be consulted to support inpatient care.

¢ Protocol in place for acute care prescribers and addiction medicine consult services to
contact the community prescriber.

¢ Protocol in place for the hospital team providing care to access date and size of last dose
received by patient (for example, uploaded to provincial electronic health record or
prescription monitoring program, where possible).

¢ Contact information for all iOAT programs, including ability to contact program outside of
program hours.

More information on hospitalization and acute events can be found in the iOAT Clinical Guideline.

3.6.ii Transition to Oral Treatment

Individuals receiving iOAT may need to transition to oral treatment on a short-term basis (e.g., for
travel) or longer term (e.g., due to incarceration). Injectable opioid agonist treatment programs
should have protocols in place for both short-term and longer-term transitions to oral treatment.

For short-term transition for travel, methadone or SROM may be prescribed. Prescribers should ensure
that witnessed ingestion of SROM or methadone is possible at the location the client is travelling to
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and be aware that prescriptions filled outside the province or territory of residence may not be reim-
bursed by the patient’s drug plan. Specific guidance on short-term transition to oral OAT, including a
conversion table, can be found in the iOAT Clinical Guideline.

Incarceration should not result in inadequate treatment for OUD, and best efforts should be made to
provide the best standard of care for OUD regardless of setting. However, at this point in time, iOAT
is not provided to individuals in correctional facilities in Canada. It should be noted, however, that
there are two prison-based iOAT programs currently in operation in Switzerland.®! In addition, a 2018
case study reported on the successful integration of iOAT into a drug court treatment program in B.C.,
with positive health and social outcomes reported for the individual.®? Custodial settings represent an
important site for expansion of iOAT, given the high prevalence of opioid use both immediately prior
to and during incarceration,®*% and the risk of overdose in the post-release period.®® Patients who
have been convicted of a crime and face a period of incarceration must be transitioned to a suitable
oral OAT option prior to, or as quickly as possible following, their entry into the correctional system.
Detailed recommendations for managing this transition can be found iniOAT Clinical Guideline.

The following components are recommended, when possible, in order to support continuity of care:

e Protocol in place for community prescriber to contact MRP in correctional facility to
inform them that patient is on iOAT and, thus, will have a high opioid tolerance.'

e Protocol in place for community prescriber to communicate and make recommendations
for management should a patient be subjected to a custodial environment while on iOAT.

e Protocol in place for MRP in correctional facility to contact the community prescriber.

e Protocol in place for the correctional health care team providing care to access date and
size of last dose received by patient (for example, uploaded to provincial electronic health
record or prescription monitoring program, where possible).

e Contact information for all iOAT programs, including ability to contact program outside of
program hours.

3.6.iii Continuity of Care

Programs should ensure that, regardless of which decisions are made regarding transition from iOAT
to oral OAT, individuals have continued access to the ancillary services offered as part of the iOAT
program (for example, social workers, housing workers, psychosocial supports) to ensure that conti-
nuity is maintained and that patients continue to receive a high quality of care.

| Provincial electronic medical records or prescription monitoring programs are ideal, however, in jurisdictions lacking these systems,
programs should provide patients with documents (for example, a wallet card) that can be given to corrections staff.
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4.0: Evaluation

Emerging iOAT programs are encouraged to consider embedding evaluation into planning activities as
early as possible. Evaluation of iOAT should be understood as a priority to inform ongoing planning,
policy, and practice, with recognition of the potential strengths of collaboration to generate a national
data set. Table 1, below, lists a variety of validated assessment tools that may be used for evaluating
iOAT programs. A logic model may be useful when planning evaluation activities. Program planners
are encouraged to contact CRISM leadership for additional guidance on program evaluation.

Table 1: Assessment Tools

Assessment Tool Purpose Administration Time

Maudsley Addiction Profile®’ Treatment related outcomes 12 minutes

Basic diagnostic information;
Addiction Severity Index® assessment of change in client status 30-45 minutes
and treatment outcome

Opiate Treatment Index®® Measures effectiveness of drug treatment 20-30 minutes

Treatment Perception
Questionnaire®!

Client Satisfaction
Questionnaire®? paired with two
open-ended questions:*?

Treatment satisfaction 3 minutes

. . Treatment satisfaction 3 to 8 minutes
What did you like about the

program?

What could be improved?
EuroQol (Eq-5D)%4% Health-related quality of life <10 minutes

A systematic method of measuring
Treatment Outcomes Profile%® qualitative and quantitative progress to <10 minutes
assess impact of treatment

Self-assessment for a broad range of psycho-

. 12 to 15 minutes
logical problems

Symptom Checklist-90-Revised®’

Provides an overview of symptoms
Brief Symptom Inventory? related to psychological problems and 8 to 10 minutes
their intensity
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5.0 Program Planning Timeline

The time it takes for each program to move through the entire planning and implementation
process will vary considerably, depending upon local infrastructure, provincial or territorial regu-
lations, funding, local context, and other factors. Thus, a universally applicable timeline is not
possible to provide. However, based on other programs, a general range of 6-12 months should
be considered a reasonable timeline for planning, implementing, and operationalizing a new
iOAT program.

Each program will need to plan for and address the following: Funding approvals for the program;
prescriber funding approval; prescriber hiring processes; site selection; community consultation
and engagement; medication funding; staff hiring; staff orientation processes.

5.1 PROGRAM PLANNING TIMELINE

Although each program’s timeline and specific order may vary, the following steps must be completed:

1. Determine need for iOAT

2. Begin consultations

3. Determine model(s) of care to be offered

4. Begin negotiations with medication producer(s) and provincial funders
5.  Procure space

6. Determine staffing model

7. Draft program rules

8. Draft pre-printed orders and/or protocols

9. Plan for program evaluation

10. Implement program

11. Assess program results
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Program planners, administrators, and staff of existing iOAT programs have identified several
lessons they have learned in the planning process, which may aide those undertaking the planning
and implementation process. These lessons learned have been compiled and are available on the

CRISM website.
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Appendices

APPENDIX 1: EVIDENCE SUPPORTING INJECTABLE
OPIOID AGONIST TREATMENT FOR OPIOID USE
DISORDER

Injectable Opioid Agonist Treatment in Other Jurisdictions

The United Kingdom has provided unsupervised prescription injectable diacetylmorphine for the
treatment of OUD for over a century.?"® Supervised prescription diacetylmorphine treatment has
been available in Switzerland starting with a national clinical study in 1994% (followed by a large
cohort study that ran from 1994 to 2000%) and as a standard drug treatment since 1999.%” In 2008,
as part of a national referendum, 68% of Swiss voters supported the permanent institution of a legal-
ized prescription diacetylmorphine program funded by national health insurance.®® More recently,
Germany, Denmark, and the Netherlands also adopted supervised prescription diacetylmorphine
treatment for those with severe, treatment-refractory OUD.? In these countries, diacetylmorphine
is used for <1% to 12% of all patients engaged in treatment for OUD,?%*% and has been regis-
tered as a medicinal product by the National Medicine Evaluation Boards in the Netherlands'® and
Germany.’®The Comprehensive and Dedicated Injectable Opioid Agonist Treatment Program model
has been widely applied in European jurisdictions,”™ wherein patients receive comprehensive addic-
tions care, with the aim of meeting as many of the patients’ health and psychosocial needs as possible
on-site. There are both stand-alone clinics and clinics co-located with (or very close to) other addic-
tions and psychosocial services.?

Evidence Summary

Meta-analyses of clinical trials involving patients with long-term, treatment refractory heroin addic-
tion have demonstrated the efficacy of diacetylmorphine in comparison to methadone in terms of
reducing illicit heroin use, criminal activity, and involvement in sex work, as well as improving overall
health and social functioning.**2 These meta-analyses include a 2011 Cochrane Review which exam-
ined eight randomized controlled trials and found that supervised injection of diacetylmorphine,
paired with flexible doses of methadone, was superior to oral methadone alone in retaining treat-
ment refractory patients in treatment while helping reduce the use of illicit drugs.'* The authors of

m Switzerland, Germany, Denmark, and the Netherlands use this model. The UK’s unsupervised take-home model and Spain’s limited
weekday clinics are exceptions.
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the Cochrane review concluded that there is value in co-prescribing diacetylmorphine with flexible
doses of methadone and that, due to the higher risk of adverse events, treatment with diacetylmor-
phine in clinical settings which ensure appropriate follow-up should be considered for those who
have not benefited from oral agonist treatment.!! In 2015, the lead investigators of iOAT treatment
trials conducted a systematic review and meta-analysis on the efficacy of injectable diacetylmor-
phine, to complement the Cochrane Review.'? Six randomized controlled trials" (in Switzerland, the
Netherlands, Spain, Germany, Canada, and England) were identified and included in the analysis,
which found greater reductions in illicit heroin use among individuals who received supervised inject-
able diacetylmorphine compared to those who received oral methadone treatment alone.'? Further
supporting the use of iOAT for those who have not benefitted from oral OAT, a 2017 evidence review
undertaken and released by Public Health Ontario concluded that the available literature on iOAT
demonstrates efficacy for iOAT over methadone in terms of treatment retention, reduction in illicit
drug use, and reduction in criminal activities.!®

Although treatment with diacetylmorphine is a standard of care in a number of countries,? it is
considered an emerging treatment in Canada and, currently, can only be accessed through Health
Canada’s Special Access Programme or inclusion in Health Canada’s List of Drugs for an Urgent
Public Health Need in provinces that apply for it. Due to the restrictions on accessing diacetyl-
morphine, the Study to Assess Longer-term Opioid Medication Effectiveness (SALOME), a phase 3,
double-blind randomized controlled trial conducted in Vancouver, BC, compared diacetylmorphine
with injectable hydromorphone in a population of individuals with long-term, treatment-refractory
OUD.* After six months of treatment, researchers found that injectable hydromorphone was not
inferior to injectable diacetylmorphine for long-term injection street opioid users not currently
benefitting from available treatments.° Both medications, delivered in identical conditions, have
been shown to have positive outcomes such as high retention rates (over 77% intention to treat
[ITT]; over 92% per protocol [PP] analysis), reduction of street opioid use (from daily to a few days
per month), and reduction in illegal activities.’ Thus, in jurisdictions where diacetylmorphine is
currently not available, or in patients where it is contraindicated or unsuccessful, hydromorphone
provides an effective, licensed alternative.®®

Treatment Duration

A loss of treatment benefit when prescription diacetylmorphine treatment was discontinued at a
predetermined end date has been found in two post-randomized controlled trial observational
cohorts. 2% Both of these studies found an increase in street heroin use post-treatment end to levels

n These six studies were also included in the 2011 systematic review. The 2015 systematic review was restricted to injectable diacetyl-
morphine, which excluded one study on inhalable diacetylmorphine.?® It also excluded a study which compared unsupervised diacetyl-
morphine treatment (treatment as usual) with oral methadone (experimental condition).1®

o This study was a non-inferiority trial, which is a study design based on the assumption that a finding of non-inferiority indicates that the
trial medication would prove superior to placebo in a placebo-controlled trial. Given that the results of the trial showed non-inferiority
to diacetylmorphine, the assumption is made that hydromorphone would show the same (that is, non-inferior) effectiveness as diace-
tylmorphine when compared to methadone.*®
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comparable to that of the control group. One study found that 82% of those who completed the inject-
able arm and showed treatment response at 12 months deteriorated significantly by 14 months.%
The other study, which followed up at 15 months, 3 months post-treatment termination, found that
street heroin use had increased significantly in the experimental (methadone plus diacetylmorphine)
group and that the difference between groups was no longer significant.’** Another study compared
individuals who voluntarily transitioned from injectable diacetylmorphine to oral methadone prior to
the completion of a randomized controlled trial to those who were involuntarily transitioned at the
end of the 12-month trial.’® While both groups had reduced their heroin use compared to baseline at
24 months, the mean prior 30 days of illicit heroin use was higher in the involuntary group than the
voluntary group, and the retention in treatment rate was significantly lower. Thus, the iOAT Clinical
Guideline recommends that iOAT be provided as an open-ended treatment, in line with a recommen-
dation from the World Health Organization that opioid agonist treatment be provided as an open-
ended treatment.1%

Expanded Eligibility

The majority of clinical trials evaluating iOAT have restricted participation to individuals who have
previously undergone oral OAT treatment; thus, the evidence base can be understood as supportive
of iOAT for the treatment of patients who have not benefited from oral OAT. However, one large
randomized trial comparing injectable diacetylmorphine with oral methadone included a subset of
participants (n=107 of 1,015 total) with severe OUD but no previous experience with oral OAT.2%1%
Study authors found that outcomes of diacetylmorphine treatment were similar whether individuals
had prior oral OAT experience or not, and within the subset of participants with no prior OAT experi-
ence, diacetylmorphine was superior to methadone in reducing nonmedical heroin use and criminal
involvement, and as effective as methadone in improving overall health and retaining individuals
in treatment.'®” Clinical practice in British Columbia has also shifted to broader eligibility consider-
ations, which includes past experience with appropriately dosed oral OAT while continuing to experi-
ence significant health and social consequences related to their OUD; multiple attempts at oral OAT
without being able to achieve a therapeutic dose; or other circumstances and risks that indicate the
individual may benefit from iOAT. In addition, some European jurisdictions have expanded their eligi-
bility criteria beyond those who have tried and not benefitted sufficiently from oral OAT.

Safety

Optimizing patient safety has been an important factor in the designation of iOAT as an alternative
intervention when oral OAT has not been successful (in jurisdictions where iOAT is available), and in
requiring doses to be administered in structured, supervised clinical settings. Any frequently admin-
istered injectable treatment is associated with higher risks of cutaneous and infectious complications
compared to its equivalent oral formulation. In the context of iOAT, the more rapid onset of action
and shorter duration to reach peak effects (including respiratory depression) achieved with injec-
tion rather than oral ingestion of high-dose, full agonist opioid medications must also be considered.
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For this reason, and as emphasized throughout this document, iOAT should only be administered in
designated clinical settings, with sterile supplies and in clean and safe conditions, and under super-
vision of qualified staff trained to intervene in the event of an adverse event or emergency. Further,
while injectable treatment may confer higher risks of adverse effects than oral treatment, it is impor-
tant to note that risks of injecting street drugs are considered to be significantly higher than injecting
prescribed iOAT.

Studies in Europe and Canada have reported instances of significant respiratory depression events
in people receiving injectable opioids, at an overall rate of about 1 in every 6000 injections, which is
significantly lower than the risk present when injecting street heroin.'? Each of these incidents was
safely managed with appropriate resuscitation measures, which speaks to the necessity of injection
being supervised by trained staff.?? It should be noted that hydromorphone had significantly fewer
adverse events and serious adverse events (SAEs) in the SALOME trial,*® thus diacetylmorphine may
pose an increased risk of other adverse events (e.g., histamine reactions, seizures, and dose intol-
erances) compared to injectable hydromorphone®® and oral methadone.'*? It is important to note
that the majority of serious adverse events (SAEs) occur within a few minutes of receiving an injec-
tion;? therefore, the recommended post-injection supervision period of 15 minutes, which would
be required regardless of program type or treatment setting, would be sufficient to recognize and
resolve the majority of SAEs. Additionally, the combination of prescription diacetylmorphine and flex-
ible doses of oral methadone may have a protective effect against fatal overdose, as demonstrated by
a non-statistically significant reduced mortality risk compared to oral methadone alone.***?

An additional concern with ongoing injection-based opioid agonist treatment is a heightened risk of
infectious complications such as sepsis, osteomyelitis, cellulitis, and abscesses. When the skin is punc-
tured (even with a sterile needle in a clinical setting), it provides a potential port of entry for bacteria
or other microorganisms, particularly when the injections are being given multiple times per day
(as is the case with diacetylmorphine and hydromorphone). With that said, the risk of infection and
infectious sequelae in a sterile and supervised setting is only a fraction of the risk for those injecting
street heroin. For example, in the 12-month NAOMI trial, two SAEs involving sepsis or other infec-
tions were reported, while three SAEs involving abscesses or cellulitis were reported, across a total
of 89,924 injections.® In the SALOME trial, over the 180-day treatment period, 18 adverse events
involving infectious complications were reported (14 cellulitis, 4 subcutaneous abscesses) over a total
of 85,451 injections, which translates to 3.4% and 4.8% of all adverse events deemed related to inject-
able hydromorphone and diacetylmorphine treatment, respectively.'®® Although difficult to compare
and more data is needed, this is compared to 6-12 month prevalence rates of skin and soft tissue
infections in people who inject illicit drugs, which range from 6.9% to 37.3%.%° Additionally, the risk of
contracting a blood-borne illness (e.g., HIV or hepatitis C) is eliminated with the use of sterile equip-
ment in a supervised setting.

In the majority of the studies on prescribed diacetylmorphine, nurses supervised patients’ self-admin-
istration of medication and closely monitored patients to ensure their safety both before (e.g., no
signs of intoxication) and after (e.g., no signs of over-sedation or respiratory depression) treatment
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was administered. If a dose intolerance occurred after injection of the medication, supervision
allowed for immediate onsite treatment, ensuring the safety of the patient; it is for this reason that
supervised administration of iOAT is recommended rather than take-home dosing.'*2% Provision
of injectable opioids under supervision also ensures the safety of the community by, for example,
preventing diversion of a prescribed injectable opioid into the street for illicit use. While concern has
been expressed over security, public safety, and potential for diversion from sites offering prescribed
injectable opioids, findings after more than two decades suggest no negative effects for public safety.?

Cost Effectiveness

Studies in both Europe and Canada have found injectable diacetylmorphine treatment to be more
cost-effective than oral methadone treatment, due to significant reductions in criminal activity and
the costs associated.?*-31Similarly, hydromorphone has been found to be more effective and less costly
than oral methadone treatment, due to significant reductions in criminal activity and hospitalization
and the associated costs.* It should be noted that these cost savings rely on the effective negotiation
of hydromorphone prices. In addition to cost effectiveness, data from British Columbia shows that
individuals receiving injectable hydromorphone and diacetylmorphine gain more quality-adjusted
life years (QALYs) than individuals receiving methadone (8.4 [95% CI=7.4-9.5] and 8.3 [95% CI=7.2—
9.5] versus 7.4 [95% CI=6.5—8.3], respectively).3 This accords with data from Switzerland and the
Netherlands showing cost effectiveness and increased QALYs per patient.231,1010
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APPENDIX 2: OPERATIONAL AND BUDGETARY
CONSIDERATIONS

Each of the current models of care in operation have operational and budgetary requirements which
include the physical space, storage and preparation, safety, compounding pharmacy, staffing, and
security requirements. Many of these requirements are similar, while some vary with the specific
infrastructure and setting of each. The requirements for each of the four models is laid out below.

Operational Requirements

Table 2: Operational Requirements

Specific
. All
Requirements Models Notes
Models
Only
Injection Area - ] |
All models except hospital-
. . . S based in which nurses
Private room with space for supervised injection X . .

administer the injectable
medication

Table/bench space with surface that is fully

) X

cleanable (i.e., not wood)

Seating that is easily moved and cleaned

Model 1—Round table

Model 2—Injection booths (If more than

one injection booth, adequate lateral space X

between each patient)

Mirrored tile or mirror in front of each injection X

space to enable supervision

Space for monitoring post-injection X

Space for treatment if required in event X

of overdose

Private space for conversation with social X Recommended, where

worker and others possible

Storage area for patient’s belongings to X

prevent diversion
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Storage and Preparation

Specific
Models

Storage area for tourniquets, Steri-Wipes, and
needles of various gauges

Secure area for storage and preparation of the
medication that is not accessible to patients X
or outsiders

Drug log tracking vials in and out, batch
numbers, dose used, and disposal of any X
unused medication.

All

21 Models

Only

Specific
Models

Syringe disposal that enables syringes to be
examined and counted prior to being placed in X
a destruction container

Access to electronic recordkeeping method to
record each prescription, dose, time, and X
variances such as pre-waste

Monitoring system to ensure minimum of 3 hours
between doses

A system that enables 2 staff members to check
inventory and witness any destruction of doses, X
as a safeguard against diversion

Resuscitation equipment X

Compounding Pharmacy Requirements

Pharmacies wishing to compound injectable
medications must comply with the National Associ-

ation of Pharmacy Regulatory Authorities’ (NAPRA)
Model Standards for Pharmacy Compounding of
Non-Hazardous Sterile Preparations®

Only

Specific
Models
Only

Specific
Models
Only

Qualified health professionals or supervised trained
staff for pre- and post-assessment, administration
of correct dose, supervision of self-administered
injections, and response to adverse events

All pharmacy staff must be trained to follow the
policies and procedures put in place, including
clinical procedures if pharmacy is acting as a clinic
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A minimum of two pharmacy staff must be
available at all times, to ensure an adequate
response in the event of a dose intolerance

Access to qualified health professionals and
trained staff 7 days per week, 365 days per year

Hours of operation must allow a minimum of 3
hours between dosing

Peer workers and/or allied health worker for
support and connection to community agencies
and services

Prescriber for regular assessments, dose
adjustments, and transition to other medications

Security Considerations

Supervision of self-administered injections to
observe for diversion

Narcotic security tailored to setting and capacity
(e.g., safe for storage in community, locked
narcotic cupboard or closed loop medication
system in hospital setting)

Bolted down time-lock safes

Maintenance of Daily Perpetual Inventory
accounting for every milligram produced,
wasted, lost in production, dispensed,
pre-wasted, unused, waiting for destruction,
and destroyed

Monthly reports accounting for daily count
of above to ensure proper reconciliation

Controlled entry to the injection room (can be
simple accompaniment from staff member)

Syringes must be accounted for post-injection and
prior to client leaving facility

Syringe labelling requirements of relevant
regulatory bodies should be followed

Optional: Syringes may be marked (for example,
with a coloured sticker) to prevent program
syringes being switched with externally sourced
syringes for the purpose of diversion

X

All
Models

X

Specific

Models
Only

Pharmacy model only

All models except
hospital-based in which
nurses administer the
injectable medication

Pharmacy model only

Pharmacy model only

Pharmacy model only

All models except
hospital-based in which
nurses administer the
injectable medication
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Budgetary Considerations

The delivery of iOAT requires a prescriber, medication, pharmacy support, a room where patients can
self-administer the medication, and a qualified health professional or trained staff member supervised
by a qualified health professional to supervise self-administration, additional psychosocial services or
referral to such, and necessary supplies. Budgetary considerations will depend on the model of care,
the number of patients served per day, and labour costs for any ancillary services delivered on-site.
Because of the possible variation in costs due to number of patients, labour costs, and community
contexts, the following provides budgetary considerations rather than projected costs.

The medication costs vary per dose. Coverage of hydromorphone and diacetylmorphine will have to
be determined at the jurisdictional level. See Cost and Coverage for more information.

Operational considerations for each of the three models of care are outlined below.

1. A Comprehensive and Dedicated Injectable Opioid Agonist
Treatment Program

Based on the operations of Crosstown Clinic in Vancouver, BC, it is estimated that the comprehen-
sive and dedicated iOAT model of care would require 4.5 nurses for the clinic to operate for 12 hours
a day, serving up to approximately 150 patients per day who attend at different, scheduled times.
Those clinics licensed to provide diacetylmorphine in addition to hydromorphone will require certain
logistical and security features that would need to be built into the overall budget (see Obtaining and
Storing Injectable Medications).

Additional costs would include wages for clinic coordinator, physicians and/or nurse practitioners,
social workers, counsellors, peer-workers, and other required staff, as well as non-labour costs.
Non-labour costs include clinic security, equipment repair and maintenance, and medical and office
supplies.

For those comprehensive and dedicated iOAT programs located in hospitals or other acute settings,
labour costs can be significantly reduced through referral to ancillary services located in the hospital
or other acute setting.

2. Integrated or Embedded Injectable Opioid Agonist Treatment Program

Inthe integrated or embedded setting, costs include dedicated injecting space, qualified health profes-
sionals or trained staff supervised by qualified health professionals for supervising self-administration,
and physician and nursing care in a primary care setting until the patient has been stabilized. Some of
the costs associated with the comprehensive and dedicated model of care can be offset through the
co-location of this service with existing services, for example, clinic coordinator, non-labour costs, and
any other service providers already located at that site.
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3. Pharmacy-Based Injectable Opioid Agonist Treatment Program

In the pharmacy-based iOAT model, costs include dedicated injecting space, qualified health profes-
sionals or trained staff supervised by qualified health professionals for supervising self-administra-
tion, physician and nursing care in a primary care setting until the patient has been stabilized, medica-
tion costs, and pharmacy related costs.

4. Hospital-Based Injectable Opioid Agonist Treatment Program
In the hospital-based iOAT model, costs include dedicated injecting space, qualified health profes-

sionals or trained staff supervised by qualified health professionals for supervising self-administra-
tion, medication costs, and pharmacy related costs.

PAGE 72 | National Injectable Opioid Agonist Treatment for Opioid Use Disorder



APPENDIX 3: SAMPLE TREATMENT AGREEMENT AND CONSENT

Injectable Opioid Agonist Treatment Agreement and Consent

Patient Information

Surname: Given name(s):

Date of birth: PHN:

Patient Agreement

I understand and agree that:

O I am being started on:
O Hydromorphone for the treatment of opioid use disorder.
[0 Diacetylmorphine for the treatment of opioid use disorder.

O While | am receiving hydromorphone/diacetylmorphine treatment, | will not obtain opioid prescriptions or other
psychoactive medications (e.g., sleeping pills or pain medication) from other doctors, nurse practitioners, clinics, or
elsewhere. If | need opioids for the treatment of acute pain, | will inform the prescriber that | am on iOAT and will agree
to communication between this prescriber and my iOAT prescriber to help coordinate safety.

[0 For my safety, | give consent to my hydromorphone/diacetylmorphine prescriber to communicate with my pharmacist
and any other physicians or nurse practitioners currently or previously involved in my care, and to check my province’s
prescription monitoring program.

O I will work with my treatment team to develop a treatment plan and set goals. We will review them regularly and change
as needed.

[0 In addition to hydromorphone/diacetylmorphine, | can participate in counseling or peer-support groups and other
programs as part of my treatment plan. My treatment team will give me information about the options and programs
available in my community.

O My treating team may include some or all of the following: prescriber, nurses, social worker, pharmacist, and others.
My treating team will work collaboratively and respectfully with me in planning treatment and providing care.

[0 I can expect confidentiality about my treatment from my treatment team and other health care providers. My personal
information will not be shared except with other health care providers as | agreed to above. | understand that confidentiality
will need to be breached if | am a danger to myself or others or if a child is at risk.

[0 I can decide if | want to continue, stop, or change my treatment plan at any time. | agree to make this decision with my prescriber.

[0 Hydromorphone/diacetylmorphine treatment will require multiple daily trips to the facility where | receive my medication,
which may impact my work, school, or other responsibilities.

O If 1 do not attend the facility where | receive my medication for 3 consecutive doses or 1 day (number of missed doses may
change once | am clinically stable), my prescriber and | will discuss the reasons for missed doses.

O I understand that missing more than 6 to 9 doses (3 days) may cause a loss of tolerance and may require that, for my safety,
| take a lower dose until | stabilize.

[J If 1 am assessed to be intoxicated during the pre-injection assessment, my dose will be postponed or withheld for my safety.

O I have discussed potential side effects and adverse events (seizure, overdose, constipation, pruritus [severe skin itching],
hypogonadism [hormonal abnormalities that can lead to low testosterone levels, erectile dysfunction, and menstrual
disturbances], and sleep apnea) associated with iOAT with my health care provider and we have agreed on plans to mitigate risk.

O I will not be cut off from treatment. If hydromorphone/diacetylmorphine is not providing the results expected, my
prescriber will work with me to adjust my dosage, increase psychosocial supports, and/or explore other treatment options.
If my prescriber can no longer provide care for me, they will refer me to another prescriber who can.
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| understand that | am expected to:

O Provide urine for drug testing when asked.

O Provide urine samples at the clinic and that these samples are not to be altered. Urine samples that are cold or appear to
have been altered will be treated as a serious issue and may affect my treatment plan.

[0 Avoid using alcohol or other drugs, such as prescription or over-the-counter opioid medications, sleeping pills, or tranquil-
izers. | understand that combining these medications with hydromorphone/diacetylmorphine can lead to overdose and other
serious harms and may affect my treatment plan.

O Notify any health care provider that | receive care from that | am taking hydromorphone/diacetylmorphine for treatment of
opioid use disorder.

[0 Notify my primary care provider if | become pregnant (if applicable).
| understand that | must inform my prescriber if | am pregnant, suspect | may be pregnant, or if | am planning a pregnancy.

[0 Treat staff and other patients with respect.

Patient-ldentified Goals

Treating Team Agreement

“

| confirm that:

[0 This form has been reviewed in detail with the patient and they understand its content fully. This should be reviewed
again when the patient is not in withdrawal.

O The patient was given time to ask questions and seek clarification before signing this document.
O The evidence for other treatment options was reviewed, and the patient agrees to hydromorphone/diacetylmorphine.
O Information and resources to support psychosocial treatment interventions and supports will be provided to the patient.

O The provincial prescription drug monitoring program was reviewed (where applicable) to identify other prescribed
medications, and will be checked at each subsequent appointment.

O A treatment plan with clear goals was developed with the patient, and will be reviewed and documented regularly
during treatment.

Consent

Patient’s signature: Date:

Staff member’s signature: Date:
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APPENDIX 4: RESOURCES FOR REFERRAL

1. Resources for Care Teams

A variety of supplementary resources are available on the CRISM website. These include:

Example pre-printed orders

Frequently asked questions for patients and their families

Case studies

An example treatment plan

2. Resources for Patients and People Who Use Drugs

Opioids: A Survivor’s Guide is written by and for individuals on OAT in British Columbia.

If they are not already connected, some iOAT clients may benefit from connecting with peer and advo-
cacy groups for people who use drugs.

British Columbia and Yukon

Vancouver Area Network of Drug Users (VANDU)

SOLID (Victoria)

BC Association of People on Methadone (BCAPOM)

SALOME and NAOMI Association of Patients (SNAP)

Western Aboriginal Harm Reduction Society (WAHRS)

i2i Peer Support (Sunshine Coast)

The Diverse Organization Providing Education and Regional Services (DOPERS; Langley and Surrey)

BC/Yukon Drug War Survivors

The Coalition of Substance Users in the North (CSUN)

AIDS Network Kootenay Outreach and Support Society (ANKORS)
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https://crism.ca/projects/ioat-guideline/
http://www.bccsu.ca/opioids-survivors-guide/
https://www.vandu.org/
https://solidvictoria.org/
https://solidvictoria.org/
https://www.facebook.com/pages/category/Nonprofit-Organization/BCAPOM-The-British-Columbia-Association-for-People-on-Methadone-100331856682761/
https://www.facebook.com/NaomiPatientsAssociationnpa/
http://wahrs.ca/
https://www.facebook.com/The-i2i-Peer-Support-Project-356342251545720/
https://www.facebook.com/The-i2i-Peer-Support-Project-356342251545720/
http://www.drugwarsurvivors.com/
https://www.facebook.com/CSUN-207077823459438/?__tn__=HHH-R
https://ankors.bc.ca/

Substance Users Society Teaching Advocacy Instead of Neglect (SUSTAIN; Powell River)

Alberta

Alberta Addicts Who Educate and Advocate Responsibly

Alberta Community Council on HIV

Ontario

Toronto Drug Users Union

Drug Users Advocacy League Ottawa (DUAL)

The Community Addictions Peer Support Association (CAPSA)

Quebec

LAssociation Québécoise pour la promotion de la santé des personnes utilisatrices de drogues
(AQPSUD)

Méta d’Ame

Nova Scotia

Halifax Area Network of Drug Using People (HANDUP)

National

The Canadian Association of People Who Use Drugs (CAPUD)

3. Resources for Family Members

Family and Caregiver Resources is a resource hub hosted by the BCCSU for family members and care-
givers whose loved ones are living with an addiction or who have lost someone to addiction.

Moms Stop the Harm is a network of Canadian families whose loved ones have died due to substance

use or who hope for recovery.
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http://prepsociety.org/
http://www.aawear.org/
https://acch.ca/resources/harm-reduction/
http://tduu.blogspot.com/
https://dualottawa.wordpress.com/
http://www.capsa.ca/
http://linjecteur.ca/
http://linjecteur.ca/
https://metadame.org/
https://www.facebook.com/HANDUPhalifax
http://capud.ca/
http://www.bccsu.ca/family-and-caregiver-resources/
http://www.momsstoptheharm.com/

From Grief to Action is a BC-based advocacy and support group for families and friends impacted by

drug use.

Niagara Area Moms Ending Stigma (NAMES) is an advocacy and support group of parents and family
members in the Niagara Region in Ontario who have lost loved ones to substance-related harms or
are still dealing with addiction.

Families for Addiction Recovery (FARCanada) provides education and phone support across Canada
for parents whose children (of all ages) are dealing with addiction.

mums united and mandated to saving the lives of Drug Users (mumsDU) is a coalition of Canadian
mothers and fathers who have lost sons and daughters to a drug overdose and other drug related
harms.

Grief Recovery After a Substance Passing (GRASP) is a grief and support group for individuals who have
lost a loved one to substance-related harms, with chapters in Alberta, British Columbia, and Ontario.

Broken No More provides online support groups for those who have lost loved ones to substance-
related harms.

National Injectable Opioid Agonist Treatment for Opioid Use Disorder

| PAGE 77


https://www.fromgrieftoaction.com/
http://namesniagara.ca/
https://www.farcanada.org/
http://www.mumsdu.com/
http://grasphelp.org/
http://grasphelp.org/community/meetings/canada-chapters/alberta/
http://grasphelp.org/community/meetings/canada-chapters/british-columbia/
http://grasphelp.org/community/meetings/canada-chapters/ontario/
http://broken-no-more.org/

APPENDIX 5: FREQUENTLY ASKED QUESTIONS

Please note, these frequently asked questions (FAQ) are tailored to the target audience of this docu-
ment (policy makers, clinical and operational leads in health authorities, team leaders, funders, and
organizations that provide substance use disorder and addictions treatment and care). Additional
FAQs tailored to patients and members of the public are available on the CRISM website.

Do patients require continually escalating doses of iOAT?

In each of the randomized controlled trials, the recorded average dose was approximately half of the
maximum daily dose. In addition, clinical experience at multiple iOAT programs in Vancouver, BC, and
several European countries, indicates that, once patients reach an adequate dose to treat withdrawal
and cravings, they tend to remain stable at that dose over time or gradually start to reduce their dose.

Should the public be concerned about iOAT programs causing security and public safety issues?

The findings of three randomized controlled trials investigating the impact of newly established iOAT
clinics on crime in their communities in the Netherlands, UK, and Canada have indicated no negative
effects on public safety and have observed growing local public support.

Why should my tax dollars go towards providing free iOAT?

Injectable opioid agonist treatment has been found effective for individuals who have not benefited
from other treatment options for opioid use disorder. Economic evaluations have consistently found
that the effective treatment of opioid use disorder reduces costs to society due to criminal involve-
ment and a range of health care costs.

Is this just giving people free drugs?

Injectable opioid agonist treatment should be understood as one part of a continuum of care for indi-
viduals with an opioid use disorder. Depending on each patient’s specific needs, this full complement
of services, provided either on-site or through referral, may include supportive recovery housing,
psychosocial treatment interventions and supports, primary care services, trauma therapy, and
specialized services for women, youth, and Indigenous peoples. By stabilizing patients and providing
a point of regular contact with health care services, iOAT clinics facilitate the establishment of neces-
sary therapeutic relationships and routines, which support improvements in patients’ health, social
functioning, and quality of life.

Why do we need this? Can’t people just take methadone or buprenorphine/naloxone?

While oral opioid agonist treatments (i.e., methadone, buprenorphine/naloxone [or Suboxone],
and slow-release oral morphine) work well for some individuals with opioid use disorder, others are
unable to stop or reduce use of illicit opioids and continue to experience significant harms related to
illicit opioid use, including risk of fatal and non-fatal overdose.
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Is the goal to transition people off of iOAT as quickly as possible?

This document recommends that treatment approaches be continually matched with individual
patient needs and circumstances. Past research has shown that providing treatment with a pre-deter-
mined end date and/or making patients transition off of iOAT before they are ready has significant
negative health consequences. When deemed appropriate by patient and care team, patients will be
transitioned to other treatment approaches.

Aren’t you just substituting one drug for another?

Individuals with opioid use disorder are physically dependent on opioids and will experience painful
withdrawal symptoms (e.g., fevers and chills, diarrhea, and other flu-like symptoms) without some
form of opioid. Opioid agonist treatment, whether oral or injectable, is designed to prevent with-
drawal symptoms and manage cravings in addition to replacing ongoing potentially contaminated
illicit opioids with safe, pharmaceutical-grade opioid agonists in safe and hygienic environments,
thereby reducing the potential harms of IV drug use. This allows people to re-engage with the health
care system and society rather than resort to drug-seeking and criminal behaviour to avoid with-
drawal symptoms.

If someone has experienced multiple overdoses, are they a candidate for iOAT?

The considerations for eligibility in this guidance document were developed with flexibility to ensure
that individual circumstances and clinical judgment inform the decision to prescribe iOAT to individ-
uals with opioid use disorder when deemed appropriate by the care team. History of non-fatal over-
dose may be helpful for informing prescriber discretion, but should not be understood as an eligibility
requirement, as such a requirement could unintentionally promote high-risk behaviour.

Is iOAT only for people who have tried oral OAT and not benefited?

Injectable opioid agonist treatment is generally considered for individuals with severe opioid use
disorder who inject opioids and have continued to experience significant health and/or social conse-
guences related to their opioid use disorder despite past experience or attempts with appropriately
dosed oral OAT, multiple attempts at oral OAT without being able to achieve a therapeutic dose,
or other circumstances and risks that indicate the patient may benefit from iOAT. Often, individuals
receiving iOAT will also be prescribed supplementary oral OAT to bridge between doses.

Is injectable, long-acting naltrexone an option for severe opioid use disorder? Should it be tried
before hydromorphone or diacetylmorphine?

Naltrexone is a different type of medication used for the treatment of opioid use disorder. Unlike opioid
agonist treatments (e.g., hydromorphone, methadone), naltrexone is an opioid antagonist, meaning
that it fully blocks the effect of opioids, but may not reduce cravings. Currently, oral naltrexone is
available in Canada and may be used to prevent relapse to opioid use, although studies show poor

National Injectable Opioid Agonist Treatment for Opioid Use Disorder | PAGE 79



adherence to this medication. Injectable, long-acting naltrexone is only available in Canada through
the Special Access Programme or inclusion on the List of Drugs for an Urgent Public Health Need. The
efficacy of injectable naltrexone in those with severe opioid use disorder, including those who have
not benefitted sufficiently from oral OAT, is unknown. If a patient requests injectable naltrexone, the
physician or nurse practitioner should assess the suitability of this treatment on a patient-by-patient
basis. This treatment should not be required before iOAT is considered.

Is injection depot buprenorphine an option for severe opioid use disorder? Should it be tried before
hydromorphone or diacetylmorphine?

Injection depot buprenorphine is currently only available in Canada through the Special Access
Programme. The efficacy of injection depot buprenorphine for those with severe opioid use disorder,
including those who have not benefitted sufficiently from oral OAT, is unknown. If a patient requests
injectable depot buprenorphine, the physician or nurse practitioner should assess the suitability of this
treatment on a patient-by-patient basis. This treatment should not be required before iOAT is considered.

What happens to patients on the program who continue to use fentanyl and other opioids on a
regular basis?

Continued use of illicit opioids while on iOAT should be considered an indication to assess the patient
and consider intensifying treatment. Intensification of treatment may include adding an evening dose
of slow-release oral morphine or methadone, increasing an existing evening dose of slow-release oral
morphine or methadone, increasing the dose of injectable medication, transferring to a more inten-
sive model of care (for example, moving from a community health clinic to a comprehensive and dedi-
cated iOAT model), or increasing psychosocial treatment interventions and/or supports.

If a patient is found to be intoxicated during the pre-assessment, their dose should be postponed or
withheld. Repeated findings of intoxication in the pre-assessment should be treated as an indication
to assess the patient and consider intensification of treatment, as outlined above.

What if patients want to attend for iOAT more often than three times per day?

Clinical experience has shown that, generally, patients do not want to attend more than three times
per day. Attending multiple times per day is a substantial time commitment that can be disruptive
to other life activities. Additionally, once patients are stabilized, they tend to attend less frequently,
working with their prescriber to decrease the number of injections per day. In some jurisdictions,
where high potency hydromorphone is not covered, additional injections may be needed to ensure
that patients can receive their needed doses. In addition, certain models of care (for example, resi-
dential programs that also offer iOAT) may provide access to more doses per day, when clinically
appropriate (for example, in jurisdictions where high potency hydromorphone is not covered).
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If hydromorphone and prescription heroin are provided by the government, does that mean all
drugs will be made available by the government?

Hydromorphone and diacetylmorphine are evidence-based treatments generally considered for
patients with severe opioid use disorder who have not benefited from oral opioid agonist treatments
or who have other circumstances and risks that indicate they would benefit. Other injectable opioids
have not been empirically studied in this context and are not recommended for treatment of opioid
use disorder at this time. Legalization or provision in any context other than the provision of hydro-
morphone and diacetylmorphine for the specific purpose of treating opioid use disorder is beyond
the scope of this document.

Should iOAT prescribers have experience and the ability to prescribe methadone (in jurisdictions
where not all prescribers can automatically prescribe methadone)?

This document recommends that all iOAT prescribers should have experience prescribing oral OAT. This
ensures both significant experience in providing evidence-based treatments for opioid use disorder
and the ability to prescribe supplementary oral OAT for individuals on iOAT. This reduces barriers to
care and potential disruptions, which could occur if an individual has to see multiple prescribers to
receive their medications.

Will patients who overdose on fentanyl-laced cocaine be offered iOAT?

Injectable opioid agonist treatment is indicated for patients with opioid use disorder who have not
benefited from oral OAT. Stimulant users who do not have concurrent opioid use disorder would not
be considered for iOAT. Due to the increasingly contaminated drug supply, there may be individuals
who have experienced an opioid overdose who do not have opioid use disorder and the other indica-
tions for iOAT.
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Glossary

Addiction treatment: In this document, addiction treatment refers to ongoing or continued care
for substance use disorder(s) delivered by a trained care provider. For opioid use disorder, this
could include evidence-based pharmacological treatment (opioid agonist or antagonist treatment),
evidence-based psychosocial treatments, residential treatment, or combinations of these treatment
options. Addiction treatment may be provided in outpatient or inpatient settings. In isolation, with-
drawal management, harm-reduction services, low-barrier housing, and unstructured peer-based
support would not be considered “addiction treatment.”

Cultural safety and humility: Cultural safety can be understood as an outcome in which people feel
safe when receiving care in an environment free from racism and discrimination. It results from
respectful engagement that seeks to address power imbalances that are inherent in the healthcare
system. Cultural humility is a process undertaken to understand, through self-reflection, personal and
systemic biases and to develop and maintain respectful processes and relationships based on mutual
trust; it requires humbly acknowledging oneself as a learner when attempting to understand another
person’s experience.”

Diversion: Any non-intended or non-medical use of a prescribed opioid (including prescribed opioid
agonist medication), or use by any individual other than the individual for whom it was prescribed.

Harm reduction: Policies and programs that aim to minimize immediate health, social, and economic
harms (e.g., transmission of infectious disease, overdose mortality, criminal activity) associated with
the use of psychoactive substances, without necessarily requiring a decrease in substance use or a
goal of abstinence. Examples include needle and syringe exchange programs, take-home naloxone
programs, supervised injection or consumption services, and outreach and education programs for
high-risk populations.

Health care provider: A trained and qualified health care provider empowered to provide care related
to iOAT, including supervision of medication administration and, in some jurisdictions and models
of care, health care provider administered intramuscular or subcutaneous injection. May refer to
doctors, nurse practitioners, Registered Nurses, Registered Psychiatric Nurses, Licensed Practical
Nurses, and pharmacists.

2SLGBTQ+: Two-Spirit, lesbian, gay, bisexual, trans, queer, and other gender and sexually diverse
individuals.

p  Definitions borrowed and lightly adapted from the First Nation’s Health Authority.
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Two-Spirit: A term used by some North American Indigenous societies to describe people with
diverse gender identities, gender expressions, gender roles, and sexual orientations. Dual-gendered,
or ‘two-spirited’ people have been and are viewed differently in different Indigenous communities.®

Lesbian: A woman whose enduring physical, romantic, and/or emotional attraction is to other
women. Some lesbians may prefer to identify as gay (adj.) or as gay women."

Gay: The adjective used to describe people whose enduring physical, romantic, and/or emotional
attractions are to people of the same gender.®

Bisexual: A person who has the capacity to form enduring physical, romantic, and/or emotional
attractions to those of the same gender and those of another gender. People may experience this
attraction in differing ways and degrees over their lifetime.®

Trans: Trans is an umbrella term that describes a wide range of people whose gender and/or
gender expression differ from their assigned sex and/or the societal and cultural expectations of
their assigned sex.®

Queer: An adjective used by some people, particularly younger people, whose sexuality is not
heterosexual. Once considered a pejorative term, queer has been reclaimed by some 2SLGBTQ+
people to describe themselves; however, it is not a universally accepted term even within the
2SLGBTQ+ community.®

Medical management: Medical management for opioid use disorder is medically focused, unstruc-
tured, informal counselling provided by the treating clinician in conjunction with pharmacological
treatment. Medical management includes but is not limited to: performing health and wellness
checks, providing support and advice, assessing motivation and identifying barriers to change,
creating a treatment plan, fostering medication adherence, optimizing dosing, supporting treatment
adherence and relapse prevention, and providing referrals to appropriate health and social services.

Mutual-support/peer-support programs: Support that is provided through a network of peers
through meetings, open discussions of personal experiences and barriers to asking for help, spon-
sorship, 12-step programs, and other tools of recovery. Examples include Alcoholics Anonymous,
Narcotics Anonymous, SMART Recovery, and LifeRing Secular Recovery.

Opioid agonist: Any substance that binds to and activates mu (u) opioid receptors, providing relief
from withdrawal symptoms and cravings in people with opioid use disorder, and pain relief if used for
chronic pain management. Oral opioid agonists used for treating opioid use disorder include metha-
done, buprenorphine, and slow-release oral morphine. Injectable opioid agonists used for treating
opioid use disorder include diacetylmorphine and hydromorphone.

q Definition borrowed and lightly adapted from Qmunity’s “Queer Terminology from A to Q"

r  Definitions borrowed and lightly adapted from GLAAD Media Reference Guide
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Opioid agonist treatment (OAT): Opioid agonist medications prescribed for the treatment of opioid
use disorder. Opioid agonist treatment is typically provided in conjunction with provider-led counsel-
ling; long-term substance-use monitoring (e.g., regular assessment, follow-up, and urine drug tests);
comprehensive preventive and primary care; and referrals to psychosocial treatment interventions,
psychosocial supports, and specialist care, as required. In this document, OAT refers to long-term (>6
months) treatment with an opioid agonist medication that has an evidence base for use in the treat-
ment of opioid use disorder. "Opioid agonist treatment (OAT)" is the preferred terminology, repre-

senting an intentional shift from the use of “opioid substitution treatment (OST)”, “opioid mainte-
nance treatment (OMT)”, and “opioid replacement therapy (ORT)".

Buprenorphine: Along-acting synthetic opioid that acts as a partial mu (i) opioid receptor agonist
with a half-life of approximately 24 to 42 hours. Buprenorphine has a high affinity for the opioid
receptor, but as a partial agonist has a lower intrinsic activity or effect at the opioid receptor
compared to full agonist opioids. These pharmacological properties create a "ceiling” on opioi-
dergic effects—including respiratory depression—at higher doses. Buprenorphine's high affinity
for the opioid receptor also confers an antagonistic effect on other opioids; it preferentially binds
to the receptor and displaces other opioids if they are present, which can cause precipitated
withdrawal (see below). In Canada, buprenorphine is available in a combined formulation with
naloxone (see below). Buprenorphine implant and depot injections were recently approved by
Health Canada, but have not yet been added to provincial formularies.

Buprenorphine/naloxone: A 4:1 combined formulation of buprenorphine and naloxone, available
as a sublingual tablet in Canada. Naloxone is an opioid antagonist with poor oral bioavailability
when swallowed or administered sublingually, and is included to deter non-medical injection
and insufflation. When buprenorphine/naloxone is taken as directed sublingually, the naloxone
component has negligible effects and the therapeutic effect of buprenorphine predominates.
However, if diverted for use via insufflation, subcutaneous, intramuscular, or intravenous routes,
sufficient naloxone is absorbed to induce some withdrawal symptoms in physically dependent
active opioid users. Buprenorphine/naloxone is generally taken once daily, but due to its favour-
able safety profile and pharmacological properties, it can also be prescribed at higher doses on
alternate-day schedules.

Diacetylmorphine: A short-acting, semi-synthetic opioid, diacetylmorphine has a rapid onset of
action and a short half-life. Injected diacetylmorphine avoids first-pass metabolism and crosses
rapidly into the brain where it is deacetylated into an inactive 3-monoacetylmorphine and an
active 6-monoacetylmorphine which is then deacetylated into morphine, which acts as a full mu
(1) opioid receptor agonist. Injectable diacetylmorphine is used as a treatment for severe opioid
use disorder in Canada and several European jurisdictions.

Hydromorphone: A short-acting, semi-synthetic mu (u) opioid receptor agonist. Due to regula-
tory barriers limiting access to diacetylmorphine, hydromorphone was studied as an alternative
to diacetylmorphine for the treatment of severe opioid use disorder and found to be non-inferior.
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Methadone: A long-acting synthetic opioid that acts as a full mu (W) opioid receptor agonist.
It has a half-life of approximately 24 to 36 hours and is well absorbed. In Canada, it is most
frequently administered as an oral solution, generally given as a single daily dose. Methadone
tablets are also available in a limited context (e.g., for travel) in some jurisdictions.

Slow-release oral morphine: A 24-hour slow-release formulation of morphine, a full agonist
at the mu (u) opioid receptor, that is taken orally once per day. In Canada, slow-release oral
morphine is available as a capsule containing polymer-coated pellets (to slow absorption and
release) of morphine sulfate. Its elimination half-life is approximately 11 to 13 hours. It is
currently approved for pain management in Canada, and its use for treatment of opioid use
disorder would be considered off-label.

Opioid antagonist: Medication that works by blocking opioid receptors, preventing the body from
responding to opioids. Opioid antagonist medications may be used to rapidly displace opioid agonist
molecules from receptors in an overdose situation (e.g., naloxone), or to facilitate continued absti-
nence from using opioid drugs (e.g., naltrexone). In Canada, naloxone is available in an intramuscular
injection or intranasal spray (depending on availability), while naltrexone is available as an oral tablet
taken once per day.

Opioid use disorder (OUD): A problematic pattern of opioid use leading to clinically significant
impairment or distress that meets the DSM-5 Diagnostic Criteria for Opioid Use Disorder. Opioid use
disorder includes the use of synthetic and/or naturally derived opioids, whether prescribed or ille-
gally obtained. The DSM-5 terminology represents a deliberate shift away from DSM-IV terminology
of “opioid abuse” or “opioid dependence,” which may be considered pejorative and/or stigmatizing,
to describe this condition.

Psychosocial supports: Non-therapeutic social support services that aim to improve overall individual
and/or family stability and quality of life, which may include community services, social and family
services, temporary and supported housing, income-assistance programs, vocational training, life-
skills education, and legal services.

Psychosocial treatment interventions: Structured and/or manualized treatments delivered by
a trained care provider that incorporate principles of cognitive behavioural therapy, interpersonal
therapy, motivational interviewing, dialectical behaviour therapy, contingency management, struc-
tured relapse prevention, biofeedback, family and/or group counselling. Psychosocial interven-
tions may include culturally specific approaches such as traditional healers, elder involvement, and
Indigenous healing ceremonies.

Recovery: A process of change through which individuals improve their health and wellness, live a
self-directed life, and strive to reach their full potential.*

s Borrowed from the Substance Abuse and Mental Health Administration’s “SAMHSA's Working Definition of Recovery: 10 Guiding
Principles of Recovery”
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Relapse: May be defined differently by each person, however, a general definition would include a
re-emergence of or increase in severity of opioid use disorder symptoms and/or harms related to
opioid use following a period of stability.

Stabilization: Stabilization will be patient-specific, depending on each patient’s circumstances and
needs and how they change over time. Patients’ DSM-5 diagnoses, physical and mental health comor-
bidities, and social determinants of health (e.g., poverty, homelessness) should be identified at base-
line and tracked over time. Stabilization includes clinical stabilization (e.g., lack of cravings, improved
sleep quality and duration, and overall wellbeing) as well as psychosocial stabilization (e.g., integrating
new activities, re-connecting with family, and attaining safe housing).

Trauma: Trauma can be understood as an experience that overwhelms an individual’s capacity to
cope. Trauma can result from a series of events or one significant event. Trauma may occur in early life
(e.g., child abuse, disrupted attachment, witnessing others experience violence, or neglect) or later in
life (e.g., accidents, war, unexpected loss, violence, or other life events out of one’s control). Trauma
can be devastating and can interfere with a person’s sense of safety, sense of self, and sense of self-
efficacy. Trauma can also impact a person’s ability to regulate emotions and navigate relationships.
People who have experienced trauma may use substances or other behaviours to cope with feelings
of shame, terror, and powerlessness.

Intergenerational trauma: The transmission of historical oppression and unresolved trauma
from caregivers to children. The concept of intergenerational or historical trauma was developed
by Indigenous peoples in Canada in the 1980s to explain the cycle of trauma they were seeing in
their communities due to the residential school system, loss of culture, and colonization more
broadly. May also be used to describe the emotional effects, adaptations, and coping patterns
developed when living with a trauma survivor.

Trauma-informed practice: Health care and other services grounded in an understanding of
trauma that integrate the following principles: trauma awareness; safety and trustworthi-
ness; choice, collaboration, and connection; strengths-based approaches, and skill-building.
Trauma-informed services prioritize safety and empowerment and avoid approaches that are
confrontational.

Treatment refractory: Refers to opioid use disorder which has been treated with standard first-line
pharmacological treatments, with the individual experiencing insufficient benefit and/or continuing
to use illicit opioids and experiencing poor physical and mental health as well as poor social integra-
tion. It should be noted that there has been an intentional shift away from the use of “treatment
refractory,” as it may inadvertently perpetuate stigma against individuals with opioid use disorder.
This document uses this term, when necessary, to reflect its use in the scientific literature. However,
substance use disorders are known to be chronic, relapsing conditions which may require multiple
treatment approaches across the lifespan, thus rendering such a term and concept otherwise moot.
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