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CONTENT

1. PURPOSE

To provide clients with sufficient information to make an informed decision regarding participation in The Works’ POINT program whereby naloxone hydrochloride is dispensed

To establish a high standard of service delivery and provide guidance to the Works staff for training clients on opioid overdose and overdose response using naloxone
To enable trained and certified staff to pre-package and dispense pre-packaged naloxone kits to clients who are eligible under this policy

To ensure compliance with ordering and reporting protocols for naloxone and overdose kit supplies from the Ministry of Health and Long Term Care’s AIDS & Hepatitis C Secretariat 

2. APPLIES TO

All Works staff are covered by this policy.
3. EXCEPTIONS OR EXCLUSIONS

There are no exceptions or exclusions to this policy.
4. DEFINITIONS AND ACRONYMS

POINT: Preventing Overdose in Toronto 

ONPP: Ontario Naloxone Pharmacy Program. The ONPP is an optional Ontario Public Drug Program that allows Ontario pharmacies to provide free naloxone overdose kits and related training to the public through direct provision of, or cost reimbursement of medication and kits supplies
5. BACKGROUND

Drug overdose and overdose death are major harms associated with drug use and are serious public health issues. Most drug overdose fatalities are accidental and opioids continue to be the drug class most frequently implicated in overdose deaths in Toronto (Toronto BOH Report, 2015). In Ontario, 5,000 people died from an opioid-related overdose between 2000 and 2013. Between 2002 and 2015, there was a 463% increase in opioid overdose fatalities in the province. Opioid overdose deaths are the third leading cause of accidental death in Ontario; this is more than two times the number of drivers killed in motor vehicle accidents (Prescription for Life, Municipal Drug Strategy Coordinators Network of Ontario, 2015).
As a local response to the opioid overdose crisis, The Works operates a "take-home" naloxone program called POINT. POINT trains people who use opioids, their friends and family to respond to overdose in the community. The program was implemented August 31, 2011, on International Overdose Awareness Day. 
Officially, take-home Naloxone distribution programs began in Europe during the mid-1990s. Such programs are offered across jurisdictions in Europe, the United States and Canada, including numerous programs across Ontario. Naloxone and overdose kit supplies are currently provided through the Ontario Ministry of Health and Long Term Care's AIDS and Hepatitis C Secretariat.
6. POLICY 

1. Staff Certification: Only trained and certified staff at The Works are permitted to assemble overdose kits and dispense naloxone hydrochloride (naloxone).
Certification Requirements:
- Attend naloxone policy and procedure orientation and periodic update sessions
- Demonstrate knowledge and understanding of this policy and Naloxone Hydrochloride Dispensing Procedure, material in the POINT Naloxone and Overdose Training Guide and Narcan Nasal Spray product monograph, and
- Demonstrate competence in health teaching for overdose prevention, naloxone administration and chest compressions
- Complete documentation of training in the policy and Naloxone Hydrochloride Dispensing Procedure
2. Dispensing: 
Naloxone will be dispensed to clients who are 13 years of age and older in accordance with conditions outlined in this policy, accompanying procedure and in accordance with TPH and The Works' program policies and procedures. Staff will consult with The Works Manager/Supervisor if a client younger than 13 years of age presents for Naloxone dispensing. In the event management agrees to provide the client with naloxone, the AMOH will be consulted to provide final authority to the decision.
Naloxone is to be dispensed as: 

· 2 x 0.1mL naloxone hydrochloride 40mg/mL single-dose nasal spray devices for initial dispensing
· 1 or 2 x 0.1mL naloxone hydrochloride 40mg/mL single-dose nasal spray devices for refills 
Note: Should a client (or friend or loved one) present to The Works with concerns about intranasal naloxone due to a health condition that undermines the receipt of medication via the intranasal route, staff will refer client to ONPP for injectable naloxone, if available, or consult with management and/or Associate Medical Officer of Health to facilitate provision of an alternative form of naloxone, if available. 
Naloxone will only be dispensed as an emergency medication for opioid overdose response in the community setting. Doses are not for use by community agency staff in their emergency response. Two doses of naloxone will be dispensed in a kit containing the necessary tools for administration as outlined in The Works Naloxone Hydrochloride Dispensing Procedure including instructions on key adjunct resuscitative measures.
Naloxone will be dispensed to clients:
i) For whom naloxone is indicated 

ii) Where no contraindications are present 

iii) Where valid consent has been obtained, and

iv) Who have completed the POINT Naloxone and Overdose Training
Staff dispensing naloxone will: 
· ensure the client receives appropriate education about naloxone and its use;
· ensure the client is screened for all contraindications and completes all assessment(s) prior to dispensing naloxone;
· prepare and dispense naloxone and overdose kits according to best evidence
· obtain a new supply of naloxone if there are concerns about how the medication has been maintained;
· apply infection prevention and control practices when dispensing naloxone; 
· verify:
a) the right client,
b) the right medication,
c) the right reason, 
d) the right dose,
e) the right frequency,
as they pertain to the client and context of the POINT program
· document the act of dispensing naloxone according to documentation standards and the POINT program protocols
For clients who present for naloxone and have not been previously trained through the POINT program, but have been trained through the ONPP or other take-home naloxone program, staff must ensure client knowledge meets expectations of the POINT training curriculum prior to dispensing naloxone.
3. Priority Population:

The POINT program places priority on increasing naloxone access for people who use opioids (intentionally or use a substance suspected to be cut with an opioid) or have used opioids in the past. Though POINT training and naloxone kits are available to friends and loved ones of people at risk of opioid overdose, the preference is to refer them to an ONPP participating pharmacy; however, staff should provide training and naloxone kits to this important group of potential rescuers if:
- the presenting family or loved one is unable or unwilling to access the ONPP (eg. refuses to present OHIP at a pharmacy to receive a kit) or
- staff resources permit and 
- there is no disadvantage to the priority population

4. Medication Information:

Naloxone Indications
Through the POINT program, naloxone is indicated for clients who: 

· Currently use opioids or have a history of opioid use and are at risk for opioid overdose, or
· Are friends or a loved one to someone at risk of opioid overdose
· Are willing to learn and are able to understand the essential components of POINT training as stipulated in the Naloxone and Overdose Training Guide, and
· Do not have previous hypersensitivity to naloxone hydrochloride
Note: Naloxone can be dispensed whether disclosed opioid use is prescribed, non-prescribed, criminalized, or non-criminalized. 
Note: Naloxone should be dispensed to POINT clients regardless of their reported routes of opioid consumption.
Note: POINT program naloxone kits will not be dispensed to organizations for use in their overdose response. Community programs wishing to have naloxone in their first aid kits must purchase naloxone from a pharmacy and source supplies for administration and train staff according to their specific protocol. 

- Naloxone is contraindicated in and will not be dispensed for use with individuals who:

· Have a history of hypersensitivity (eg. hives, wheezing, difficulty breathing, difficulty swallowing, swelling of mouth and throat, chest tightness, hypotension and shock) after previous administration of naloxone, and/or

· Are allergic to any components of naloxone nasal spray: 

- medicinal ingredient: naloxone hydrochloride  

- non medicinal ingredients: benzalkonium chloride, disodium ethylenediaminetetraacetate, sodium chloride, hydrochloric acid, and purified water
In the event of naloxone contraindication or ineligibility, staff should offer and encourage the individual to participate in POINT training for overdose prevention, recognition and response education.
Precautions: Staff will be aware of the clinical situations below when dispensing naloxone and training clients in naloxone administration.
- Cardiac Disease and Cardiotoxic drugs

Although a direct causal relationship has not been substantiated, naloxone should be used cautiously in clients with pre-existing cardiac disease or who have received potentially cardio toxic drugs. 

In addition to naloxone administration, the client should be advised to call 911 and initiate other resuscitative measures such as stimulation and chest compressions as stipulated in POINT training.
- Pregnancy 

There are no satisfactory studies in pregnant women and naloxone administration. In lab studies, rodents dosed up to 1000 times the human dose showed no signs of impaired fertility or fetal harm from naloxone. Naloxone should be administered on a pregnant woman if opioid overdose is highly suspected. 

-Lactation 

It is unknown if naloxone is excreted in human milk. Many drugs are excreted in human milk; therefore caution should be exercised when naloxone is used on a nursing woman.

-Buprenorphine 

Buprenorphine is an opioid with a long duration of action due to its high affinity to, and its slow rate of binding and dissociation at opioid receptor sites. Thus, reversal of respiratory depression from Buprenorphine overdose may be more gradual and require higher doses with a longer period of naloxone treatment and patient observation.

- Repeat administration

Following satisfactory response to naloxone, the recipient should be kept under continued monitoring until EMS has arrived. Some opioids have a longer duration of action then naloxone; therefore, a repeat dose of naloxone should be administered if signs of opioid overdose return. 

- Respiratory depression due to other drugs

Naloxone is not effective against respiratory depression due to non-opioid drugs and in the management of acute toxicity caused by levopropoxyphene (an antitussive). 

Note and Caution:

Preexisting cardiovascular disease, having received potentially cardio toxic drugs, pregnancy, and lactation are listed under Precautions and Warnings for naloxone use, but it is unlikely that this information would be available in the event of an overdose. Due to the potentially fatal nature of opioid overdose, it is appropriate to administer naloxone to the individual exhibiting symptoms suggestive of opioid overdose. It is imperative that 911 is called in all cases of naloxone administration in order to initiate proper medical follow-up.

Adverse Effects

Naloxone administration causes sudden reversal of opioid depression, which may lead to nausea, vomiting, sweating, tachycardia, increased blood pressure, and tremulousness in opioid dependent persons. Although no causal relationship has been established, seizures have been reported infrequently following Naloxone administration.

5. Consent:  

As per requirements of informed consent the client must understand the benefits and risks associated with receiving or not receiving a POINT Kit with naloxone. Benefits of the POINT kit are communicated through the POINT naloxone training and are as follows:

Benefits- capacity to reverse an opioid overdose; capacity to reduce overdose morbidity and mortality in Toronto; capacity to provide essential community service to peers and community; learn overdose prevention and response skills; low barrier access to free naloxone; access to debriefing after responding to an overdose event
Risks- not all overdoses will be reversed by naloxone; responding to an opioid overdose with naloxone may evoke a stressful experience; opioid withdrawal may put naloxone responder in contact with bodily fluids (eg. blood, vomit) and physical injury; POINT kit may contribute to stigmatization as it is indicative of the recipient’s current or former drug use.
The client must be given an opportunity to clarify information and ask questions.

Consent to dispense naloxone is achieved expressly or implicitly when the client finishes POINT training as indicated by their complete Overdose History Form and Naloxone Knowledge Checklist and Order to Dispense Form, and acceptance of a POINT Kit with naloxone. 
6. POINT Training Components:

The information below comprises the integral components to POINT training and is outlined in the POINT Naloxone and Opioid Overdose Training Guide for quick reference. It is expected that all POINT training ensures coverage of this information.
i) Opioid Information

Opioids belong to a group of drugs known as depressants that slow the activity of the brain and nervous system. Commonly known opioids include: heroin, as well as prescription medications used to treat pain such as morphine, codeine, methadone, oxycodone (OxyContin®, Percodan®, Percocet®), hydrocodone (Vicodin®, Lortab®, Norco®), fentanyl (Duragesic®, Fentora®), hydromorphone (Dilaudid®, Exalgo®), and buprenorphine (Subutex®, Suboxone®). Opioids work by binding to specific receptors in the brain, spinal cord and gastrointestinal tract. In doing so, they minimize the body’s perception of pain. However, stimulating the opioid receptors in the brain can also trigger other systems of the body, such as those responsible for regulating mood, breathing and blood pressure. 

ii) Opioid Overdose Risks

Risk factors that put people at a high risk for opioid overdose include:

· opioid dependence

· reduced tolerance (following detoxification, release from incarceration, opioid treatment cessation)

· injecting opioids

· prescription opioid use, especially at higher doses;

· opioid use in combination with other sedating substances (such as alcohol and benzodiazapines)

· opioid use along with medical conditions (such as HIV, liver disease, depression, respiratory conditions) 

· cohabitation with people in possession of opioids (including prescription opioids)

iii) Assessing Overdose

It is important to discern overdose from intoxication in order to appropriately respond to either situation.  

Opioid Intoxication: “Drowsy” to “Nodding”
A respiratory rate of 10-12 breaths per minute in a client who is not in physiologic sleep strongly suggests acute opioid intoxication, particularly when accompanied by miosis (constricted pupils) or stupor (altered mental status ranging from mild euphoria or lethargy to coma). If an individual is intoxicated they can be aroused from this state of drowsiness. Other signs may include, slurred speech, low to normal heart rate and blood pressure, dry skin, decreased bowel sounds, and hypoventilation. 

Opioid Overdose “Nodding” to “Unresponsive”

When opioids overwhelm the body, the central nervous system is compromised and unable to control basic life functions such as, breathing and regulating body temperature. Common signs of opioid overdose include skin and or mucosal changes (clammy, extremely pale face, body is limp, fingernails and lips have a blue tinge known as cyanosis), decreased respiratory rate (the best predictor of opioid overdose is a respiratory rate < 12/min² or apnea), hypoxia (SaO₂ <90%), stupor in which the client only responds to base stimuli, such as pain, a state of unconsciousness in which the person cannot be awakened and fails to respond to painful stimuli, light or sound and miosis (pinpoint pupils).

iv) Naloxone in Canada

Naloxone is a non-prescription drug in Canada and available in Ontario behind the counter for free at pharmacies, as well as through take-home naloxone programs like POINT, supplied by the Ministry of Health and Long Term Care. Current Health Canada-approved formulations include injectable and intranasal naloxone. 
v) Naloxone Pharmacology

Naloxone hydrochloride is a competitive antagonist at opioid receptor sites. It can prevent or reverse the effects of opioids including respiratory depression, sedation, and hypotension. Also, it can reverse the psychotogenisis and dysphoria associated with agonist-antagonists such as pentazocine. Naloxone hydrochloride is a pure opioid antagonist, whereby it does not demonstrate the agonistic or morphine-like properties of other opioid antagonists. Naloxone does not cause respiratory depression, psychotogenic effects or pupillary constriction. It produces virtually no pharmacologic effect in the absence of opioids or agonistic activity of other opioid antagonists. There is no evidence that naloxone produces tolerance or physical or psychological dependence. Naloxone will cause withdrawal symptoms when administered to opioid dependent individuals.

Naloxone's mechanism of action is not fully understood. However, the evidence suggests that naloxone competes with exogenous opioids for the same receptor sites. Naloxone has a strong affinity for binding at these sites and displaces bound opioids thereby causing antagonistic effects. 

Naloxone is rapidly distributed in the body following intranasal administration. Naloxone is metabolized in the liver and excreted through urine.

vi) Route of Administration

Naloxone dispensed through the POINT program is intended for administration by nasal spray in the nostril.
vii) Administration 

Single dose of 40mg/mL naloxone hydrochloride nasal spray (0.1mL) should be administered immediately if an individual is identified as likely to be experiencing an opioid overdose. If the person overdosing has not responded to the naloxone hydrochloride within 2-3 minutes, the second dose of 40mg/mL naloxone hydrochloride nasal spray should be administered in alternate nostril. 

b) Counselling: 
Counselling clients on naloxone, its use, overdose prevention, overdose response and the POINT program be will be provided through providing POINT training as articulated in the POINT Naloxone and Overdose Training Guide. 
In recognition of the potentially chaotic circumstances and competing priorities of some Works clients, an abbreviated version of the standard POINT curriculum can be offered. Staff must use their professional judgment to evaluate the risks of a client not receiving naloxone against the risks of not receiving standard POINT training. In conjunction with this evaluation, brief POINT training may be provided to eligible clients who:
· Express not having the time to complete full POINT training, or

· Express being time constrained due of imminent substance use, or

· Express having, or by staff assessment present as having, cognitive or literacy challenges limiting ability to - participate in full POINT training

Note: As a requirement of informed consent, clients receiving abbreviated POINT training must be advised of the nature of the omitted training elements and offered an alternative means or time to complete training.

7. ROLES AND RESPONSIBILITIES

1. The AMOH, The Works- Needle Exchange, is responsible for issuing this policy and procedure. 
2. The Works Manager is responsible for issuing policies and procedures for the provision of naloxone through the POINT program at The Works. The Works Manager and Supervisor will ensure adequate training, certification and supports for staff, and quality control mechanisms for the program. 
3. The certified PHNs, HPSs, Counsellors and Support Workers are responsible for reviewing overdose histories, assessing for contraindications, counselling the client and dispensing naloxone under this policy.
4. The HPS assigned to coordinate the POINT program is responsible for updating this policy to reflect regulatory changes, maintaining a statistical database of dispensing and naloxone administration reporting, and informing quarterly supply orders.

5. The certified PHNs, Counsellors and Support Workers are responsible for packaging naloxone kits according to this policy, replenishing kit stock and maintaining record of inventory for naloxone and all kit supplies.

6. The Support Assistants will order naloxone and kit supplies as per Ministry of Health and Long Term Care’s AIDS & Hepatitis C Secretariat guidelines, and in quantities informed by the HPS. Support Assistants will also input all data from dispensing and naloxone administration reporting forms.
7. All staff affected by this policy must ensure that they complete the annual training and certification component.
8. RELATED POLICY DOCUMENTS

Medical Directive
Treatment of Anaphylaxis and Severe Medical Events (CDC Cross Cutting)  http://insideto.toronto.ca/health/policies/pdf/treatment_adverse_event.pdf 
Policies
Medication Incidents Policy (TPH Cross Cutting)
 http://insideto.toronto.ca/health/policies/pdf/3400_po_0006.pdf

Procedures
Medication Incidents Procedure (TPH Cross Cutting)
http://insideto.toronto.ca/health/policies/pdf/3400_pr_0009.pdf
The Works Medication Storage Policy 
\\Vs-160-hlhdata\hlhdata\HLH\HLH\Needle Exchange\Policies and Procedures\Medication Admin. Medical Directives and Policies and Procedures\Medication Storage Policy.docx
The Works Naloxone Dispensing Procedure 
(URL TBD)
Practice Standards and Guidelines

1. CNO Practice Standard: Confidentiality and Privacy – Personal Health Information, Updated 2009

2. CNO Practice Standard: Consent, Updated 2013

3. CNO Practice Standard: Documentation, Updated 2008

4. CNO Practice Standard: Medication, Updated 2014
9. CONTINUOUS IMPROVEMENT/QUALITY ASSURANCE

1. The Works frontline staff must complete the following training at orientation and annually in order to qualify to pre-package and dispense naloxone under this policy:
· read and be familiar with the naloxone hydrochloride Dispensing Policy and Procedure and referenced resources 
· participate in the HPS-led education session to review key components of the naloxone hydrochloride Dispensing Policy and Procedure, program documentation and operations
Annually, all staff dispensing under this policy will:
· complete at least 6 successful trainings and/or naloxone dispensing events in the previous 12 months
2. The Works nurses will:

· complete daily temperature monitoring of intranasal devices to ensure stock is maintained within acceptable temperature range (15o C to 25o C)
3. The Works Support Assistants will:

· complete weekly inventory checks on naloxone and naloxone kits to ensure accurate an complete staff documentation and observe stock levels
4. The Works Management will:

· arrange for staff training and certification

· obtain certification sign-off for all staff working under this policy and its accompanying procedure confirming they have read the above materials and completed certification 
· ensure staff are annually trained and kept up to date on POINT program changes
· interpret the policy and procedure and any other associated documents

· implement quality assurance and continuous quality assurance mechanisms to include documentation, database, inventory, and client training session audits
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11. APPENDICES
POINT Naloxone and Overdose Training Guide

Overdose History Form

Naloxone Knowledge Checklist and Order to Dispense Form
Naloxone Administration Form
Naloxone Kit Insert
Naloxone Certification Card
Naloxone Inventory Form
Staff POINT Competency Checklist

POINT Certificate of Competence

Naloxone Prescription Database
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