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Policy Statement on use of Naloxone
for potential opioid overdose

Naloxone Hydrochloride has no other action than to reduce the effect of heroin and other
opioids. It does not result in intoxication. It has been used to safely reverse the effects of
opioid intoxication in hospital and pre-hospital emergency situations for decades.
Although Naloxone is currently only available on prescription in Australia, international
experience demonstrates that non-medical personnel can be trained to safely administer
Naloxone Hydrochloride to reverse the effects of opioid overdose and prevent death and
disability.

Regulatory barriers in Australia need to be removed in order to allow non-medical
personnel, including families of opiate users, access to Naloxone so that they may have
access to this effective intervention to better respond to an overdose immediately and
before paramedics arrive. After more than a decade of debate in Australia, steps should
immediately taken to have Naloxone rescheduled to make it available across the counter
in pharmacies. Legal protection should be provided to non-medical personnel who
administer it.

However, availability of take-home Naloxone should not be postponed until after these
legal steps have been completed. Needle and syringe program (NSP) personnel should be
immediately trained so they may educate their participants and, in partnership with
physicians who are willing to help, begin distributing Naloxone to opiate addicts and other
potential overdose witnesses. Naloxone should be made available to such non-medical
personnel free of charge through controlled programmes.

Background

Opium derivatives (opiates) such as heroin, and synthetic pharmaceutical drugs of a
similar action, are called ‘opioids’. They are Central Nervous System depressants, which,
in an overdose, cause gradual suppression of respiration. If no intervention is made an
opioid overdose can lead to permanent brain injury or death. It has been estimated that
10 per cent of heroin overdoses are fatal in Australia (1). During Australia’s ‘heroin glut’
(2), more than 1100 fatal opioid overdoses were reported in 1999 (3). Although in recent
years the numbers of deaths have significantly reduced, it is estimated that one person per
day experiences a fatal opioid overdose, usually involving heroin injection (4).

Naloxone Hydrochloride is a drug that is more commonly known by the trade name of
Narcan® (5). Naloxone is a pure opioid antagonist. It reverses the effects of natural and
synthetic opioids such as codeine, heroin, methadone, morphine and propoxyphene (6).

Naloxone is non-addictive and safe, primarily because it does little else but counter the
depressant effects of opiates. Manufacturers specifications recommend storing Naloxone
below 25 degrees Celsius and protecting it from light (6), but no other protective
measures are necessary for storage. The liquid form (for injection or for nasal
insufflations) has a shelf life of at least two years . Naloxone is not patented in Australia.
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How it is used

Naloxone is used by medical personnel to reverse opioid overdoses in pre-hospital settings
(such as ambulance attendances) or in hospitals (7, 8). Thousands of lives are saved and
severe brain injuries prevented each year by Australian paramedics who carry Naloxone
as part of their standard practice (9).

Naloxone is generally administered by injection either intravenously in hospital settings,
or intramuscularly in a in pre-hospital settings. (10). However, it can also be administered
via a nasal spray device which converts the Naloxone liquid into a fine mist (11). Nasal
administration is an attractive option for practitioners concerned about possible needle-
stick injuries (12). Application by nasal spray has been trialled by paramedics in Victoria
where it was found to be effective and safe (13).

Naloxone availability in Australia: Who can use it

Although being a non-addictive, safe and an indisputably lifesaving drug, Naloxone
Hydrochloride is classified as a Schedule 4 drug by the Therapeutic Goods Administration
in Australia (8). This means that it can only be administered by trained medical staff, such
as paramedics, or prescribed by a doctor to a person who would then present the script at
a pharmacy (4).

Doctors have generally been unwilling to prescribe Naloxone to lay people, for example,
a person who is at risk of opioid overdose or the parents of a person at risk. This is usually
out of concern that they may face liability if the eventual recipient of Naloxone did not
recover or acquired a brain injury. This concern is possibly over-cautious; in the US
Naloxone distribution has occurred for more than 10 years without any legal threat (14).

Availability of Naloxone to
non-medical personnel in other nations

Increasingly, Naloxone is being made available to those who can be termed “potential
overdose witnesses”. Early pilot studies in the mid-1990s in the Emilia-Romagna region
of Italy began making Naloxone available to heroin users so that their family or peers can
reverse overdose quickly while waiting for emergency medical care to arrive (15). By 2000
reports were emerging from Germany that drug users themselves, when trained to
administer Naloxone, could successfully reverse other peoples’ opiate overdoses (16).

Despite legal uncertainties, the first United States program to prescribe injectable
Naloxone was established in Chicago in 2001 (17), and by 2010 had distributed Naloxone
to more than 15,000 potential overdose witnesses, and received reports of more than
1500 successful overdose reversals. The United States now has more than 50 programs
under which Naloxone is provided to potential overdose witnesses who are now credited
with saving thousands of lives (4, 18).

Depending on the program, Naloxone is made available to laypeople, including drug users
themselves, in various injectable and nasal spray formulations (5, 19).
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To address legal uncertainties, several US states have enacted ‘Good Samaritan’ legislation,
protecting any person who prescribes or administers Naloxone from liability, providing
the Naloxone is given “in good faith”. In Boston City, regulations have been passed under
which the city’s Board of Health assumes liability for the work of medical and non-
medical personnel involved in the program (19).

In England, 16 sites were selected in 2009 for a pilot program under which Naloxone
would be provided to friends, parents and siblings of people at risk of opiate overdose.
That program is being administered by England’s National Treatment Agency (20).

Reviews of American and most European Naloxone Distribution Programs (NDPs) reveal
several universal findings:

1. Lay persons who have been trained by experienced personnel (medical and non-
medical) can accurately identify opiate overdose, and can effectively reverse the
overdose using Naloxone.

2. Naloxone’s efficacy in reversing opiate overdose is well documented in the medical
literature.

3. Thousands of overdose reversals have been performed by lay people in non-
medical settings, with virtually no adverse events (including no severe opiate
withdrawal) observed using the formulations and dosages recommended by the

NDPs (19).

4. Availability of Naloxone does not exacerbate opiate usage in people who are opiate
dependent; programs notice that availability of Naloxone is associated with
increased likelihood of accessing addiction treatment (17).

What can occur in Australia to make
Naloxone available to potential overdose witnesses

Rescheduling Naloxone

Naloxone can be rescheduled from S4 to either S3 or S2 through an application via the
Therapeutical Goods Administration. Anex has been informed that no such application
has been lodged since Naloxone was first scheduled as an S4 drug in 1973 (21).

If Naloxone Hydrochloride (as a base) was classified as a Schedule 3 (S3) drug, a person
would be able to buy it from a pharmacy after consulting a pharmacist.

If Naloxone was classified as a Schedule 2 (S2) drug it could be available off-the-shelf so
that a person could purchase it without needing to consult a pharmacist.

Either of these interventions would need to include widespread education of drug users
and other potential overdose witnesses regarding the availability and proper use of
Naloxone.
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Provision to Needle and Syringe Program services

Needle and syringe programs (NSPs) may be the only health services that people who
inject opiates access on a regular basis; usually they are the only health service that
injectors trust.

It is Anex’s position that NSP staff are in a good position to provide people at risk of
overdose and potential witnesses to overdose access to Naloxone in addition to training
and advice on how to store Naloxone and it administer it. This model has proved effective
internationally, particularly in the United States (7, 12).

It is Anex’s position that NSP staff should be trained to administer Naloxone in order that
they may reverse overdose that occur in close proximity to the NSP service.

There are a number of situations where there is a greater risk of drug overdose and
therefore potential for witnesses to an overdose to access Naloxone. For example, death
by overdose following incarceration is a major risk; the prison system should begin
providing overdose education to inmates, and distributing Naloxone to them at release. In
the same spirit, abstinence-based treatment programs should educate patients that relapse
is likely, and that relapse after a period of abstinence carries a high risk of overdose.
Abstinence-based treatment programs should educate patients and their families about
overdose prevention and recognition, and should make Naloxone available to all opiate-
addicted patients who choose to attempt abstinence.

Opioid Replacement Therapy (ORT) practitioners

Current doctor-to-pharmacist ORT systems are suitable for making Naloxone available to
potential overdose witnesses, particularly ORT clients themselves. Opiate overdose is not
a problem unique to heroin. The early weeks of induction onto methadone, for purposes
of maintenance, carries a high risk of overdose (22). Doctors and pharmacists involved in
opiate replacement therapy (ORT) should educate patients and their support networks,
and make Naloxone available to them from when they commence treatment. Having
Naloxone available in the home is also crucial prevention in the case of accidental
ingestion by a non-tolerant individual, particularly children.

Family support and consumer organisations

Publically-funded organisations representing people who take illicit drugs exist
throughout Australia. Such bodies, known as peer-based organisations, should be involved
in establishing Naloxone distribution programs. Family Drug Support and other such
bodies are in an ideal position to facilitate access to Naloxone for parents and siblings of
people at risk of opioid overdose.

The same potential problems apply with patients being treated with opiates for chronic
and acute pain. Any patient who is prescribed high-potency opiates (e.g. oxycodone and
fentanyl) should also be given education and access to Naloxone if appropriate. The
danger of accidental home ingestion by a non-tolerant individual exists for these
prescribed opiates as well.
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Recommendations

It is the position of Anex that the following should occur to increase availability of life-
saving Naloxone to potential overdose witnesses, including opiate consumers:

* Doctors and pharmacists who participate in ORT be encouraged to make Naloxone
available to potential overdose witnesses.

e Ifrescheduled from S4 to S3, pharmacists who participate in ORT programs should
be actively encouraged to stock and sell Naloxone.

e FEach State and Territory jurisdiction should amend legislation to legally protect
health staff (including needle and syringe program workers) and lay people from
legal recourse if they prescribe or administer Naloxone in good faith.

* With haste, a sponsoring agency should be identified and then proceed with an
application to have Naloxone in its current product forms rescheduled to S3.

* Naloxone should be provided to NSP service staff who should be trained to make
them available to potential overdose witnesses, including family members of people
who are at risk of an opiate overdose.

* A mechanism should be put in place to monitor the effectiveness of Naloxone

administered in these emergency situations.

11. Kerr D, Paul D, Kelly A-M. Intranasal naloxone for the treatment of

Refe rences suspected heroin overdose. Get Journal Name and volume. 2008.

i ) ) o ) _ 12. Merlin MA, Saybolt M, Altar S, Jeges J, Liu J, Calabrese S, et al. Intranasal

1. Fatovich D, Bartu A, Davis G, Atrie J, Daly F. Morbidity associated with naloxone delivery is an alternatie to intravenous naloxone for opiod
heroin overdose presentations to an emergency department: A 10-year overdoes. American Journal of Emergency Medicine. 2010;28(3):296-303.
record linkage study. Emergency Medicine Australasia 2010;22 13. Kerr D, Kelly AM, Dietze P, Jolley D, Barger B. Randomized controlled trial

2. Dietze P, Fitzgerald J. Interpreting changes in heroin supply in Melbourne: comparing the effectiveness and safety of intranasal and intramuscular
droughts, gluts or cycles? Drug and Alcohol Review. 2002;21(3):295-303. naloxone for the treatment of suspected heroin overdose. Addiction.

3. Degenhardt L, Roxburgh A. Accidental drug-induced deaths due to 2009;104:2067-74.
opioids in Australia, 2005. . Sydney: National Drug and Alcohol Research 14. Maxwell S. Interview between Dr Patrick Griffiths and Dr Sarz Maxwell
Centre. 2007 MD concerning administration of Naloxone Hydrochloride to potential

N i overdose witnesses. In: Griffiths P, editor Anex Bulletin, Volume 9, Edition

4. Lenton SR, Dietze PM, Degenhardt L, Darke S, Butler TG. Now is the 1. Melbourne: 2010.
time t(iitake steps :1021110\},: Il)eer :a?ccess to rTalOXOI_Ie for heroin overdose in 15. Simini B. Naloxone supplied to Italian heroin addicts. The Lancet.
Australia. Drug and Alcohol Review. 2009;28(6):583-5. 1998;352(September 19, 1998):967.

5. Galea S, Worthington N, Piper TM, Nandi V'V, Curtis M, Rosenthal DM. 16 Dettmer K, Saunders B, Strang J. Take home naloxone and the prevention
Provision of naloxone to injection drug users as an overdose prevention of deaths from opiate overdose: two pilot schemes. British Medical
strategy: Early evidence from a pilot study in New York City. Addictive Journal. 2001;322:895-6.

Behaviors. 2006;31(5):907-12. 17. Maxwell S, Bigg D, Stanczykiewicz K, Carlberg-Racich S. Prescribing

6. TGA. Public summary for ARTG Entry 16282, DBL Naloxone naloxone to actively injecting heroin users: a program to reduce heroin
hydrochloride 400 microgram/ImL injection USP ampule. Canberra: overdose deaths. Journal of Addictive Diseases. 2006;25(3):89-96.
Therapeutical Goods Administration; 2010. 18. Kim D, Irwin K, Khoshnood K. Expanded Access to Naloxone: Options

7. Piper TM, Stancliff S, Rudenstine S, Sherman S, Nandi V'V, Clear A, et al. for C{'itical Response to .the Epidemic of Opioid Overdose Mortality.
Evaluation of a Naloxone Distribution Program and Administration American Journal of Public Health. 2009;99(3):402-7.

Program in New York City. Substance Use and Misuse. 2008;43:858-70. 19. Doe-Simkins M, Walley A, Epstein A, Moyer P. Saved by the nose:
) bystander administered Intranasal Naloxone Hydrochloride for Opioid

8. Lenton S, Dietze P, Degenhardt L, Darke S, Butler T. Naloxone Overdose. American Journal of Public Health. 2009;99(5):788-91.
adminstration by peers in case of heroin overdose. Medical Journal of i e L be g families of infecting d )
Australia. 2009 October, 2009;191(8):469. 20. NTA. Life saving ts to be given to families of injecting drug users in

groundbreaking scheme. National Treatment Agency for Substance

9. Kerr D, Dietze P, Kelly AM, Jolley D. Improved response by peers after Misuse; 2009.
witnessed heroin overdose in Melbourne. Drug and Alcohol Review. 21. Takeuchi M. Inquiry regarding applications to reschedule Naloxone
2009;28(3):327-30. Hydrochloride in Australia. In: Griffiths DP, editor. Personal

10. Kelly A-M, Debra K, Dietze P, Patrick I, Walker T, Koutsogiannis Z. communication in response to inquiry by Anex to the TGA ed.

Randomised trial of intranasal versus intramuscular naloxone in
prehospital treatment for suspected opioid overdose. Medical Journal of

Australia. 2005;182(24-27).

22.

Melbourne; 2010.

Neale J. Methadone, methadone treatment and non-fatal overdose. Drug

and Alcohol Dependence. 2000;58(1-2):117-24.



SisE
anex

Suite 1, Level 2,
600 Nicholson Street
Fitzroy North VIC 3068 Australia

Telephone: 613 9486 6399 Facsimile: 613 9486 7844
Email: info@anex.org.au Website: www.anex.org.au

\/\



