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Re: Submission Re rescheduling of Naloxone 

Naloxone is a safe drug, lt saves lives and reduces injuries from opioid 
overdose. lt's widely available in many other jurisdictions with positive impact 
and w it hout negative impact. lt is easy to give, and has no side effects. 
Family members, friends, peers and other should have access to it. Just like Epi 
Pens for anaphylaxis. 
lt reduces delay between overdose and treatment. Prescription is unnecessary, 
and also creates a barrier to access. 

lt is a practical step and needed in the context of ever increasing overdose 
numbers in Aust ralia (approx. one person dies every-day in Austra lia from 
opioid overdose. lt can be used for injecting drug users, and ANYONE who 
takes opioid drugs. lt should be provided routinely for anyone on opioids. 

I recommend Naloxone be resched uled from Schedule 4 to Schedule 3. 

Regards, 



ST VINCENT1S 
HOSPITAL 
SYDNEY 

A I'ACIUTY OF ST VINCENT'S HEALTH AUSTRALIA 

1st May 2015 

Advisory Committee on Medicine Scheduling 
Therapeutic Goods Administration 
medicines. schedulinq@tqa.gov .au 

Dear Committee members, 

St VIncent's Hospital Sydney Limited 
ABN 77 054 038 872 

390 VICtoria Street 
Dartinghurst NSW 2010 

Telephone 02 8382 1111 
Facsimile 02 9332 4142 
www.stvincents.com.au 

Public consultation on the Proposed Amendments to the Poisons Standard 
(Medicines) 

Thank you for the opportunity to provide a submission to the Therapeutic Goods 
Administration regarding the above. 

The Alcohol & Drug Service of St Vincent's Hospital, Sydney agrees with the proposed 
rescheduling of naloxone and wishes to offer its support to the submission from the 
Pennington Institute on this matter. 

Specifically we agree with the proposal to amend the scheduling of naloxone to include 
single use prefilled syringe preparations for injection containing 400 micrograms/ml of 
naloxone or less in Schedule 3. 

Increasing access to naloxone is an important step to reducing opioid overdose-related 
deaths and morbidity. We believe rescheduling naloxone will provide much needed 
access to naloxone in the community. 

UNDER THE STEWARDSHIP OF MARY AIKENHEAD MINISTRIES 

St VIncent's Health Network Sydney 
St Vincent's Hospital Sydney 
Sacred Heart Health Service 
St Joseph's Hospital 
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Submission to the Advisory Committee on Medicines Scheduling for July 2015 Meeting  

Response to invitation for public submission on application to amend the scheduling of naloxone 
to include single use prefilled syringe preparations for injection containing 400 micrograms/mL of 
naloxone or less in Schedule 3 

Closing date for submission – 7 May 2015 

Prepared by   

- Kirketon Road Centre – South Eastern Sydney Local Health District 

On behalf of  

 

Contact details: 

 
 
 
 

 
 
General position.  
 
As clinicians working in a primary health care facility involved in the care of people who inject drugs, 
and in prevention and management of opioid overdoses in this population we strongly support the 
proposed rescheduling of naloxone pre-filled 400mcg/ml syringes to S3.  

Summary. 

The Kirketon Road Centre (KRC) is a primary health care facility in Kings Cross involved in the 
prevention, treatment and care of HIV and other transmissible infections among people who inject 
drugs, sex workers and “at risk” young people. KRC provides care to over 1000 people who inject 
drugs each year, and the majority drug class reported over the last few years remains opioids. 

KRC has provided opioid overdose prevention and management for many years. More recently we 
participated in the first pilot naloxone distribution program in New South Wales, successfully 
training over 100 clients, many of whom have been able to respond in an overdose situation. 

We have provided naloxone training to opioid users at our service in Kings Cross, and also at the 
Sydney Medically Supervised Injecting Centre, and the NSW Users and AIDS Association (NUAA) 
Needle Syringe program. We have trained NUAA Aboriginal peerlink workers, patients at the 
Aboriginal medical service in Moree, and have set future training dates at the Mt Druitt Aboriginal 
medical service and for the NSW Aboriginal Residential Healing and Drug and Alcohol Network. 

During detailed follow-up interviews no clients provided with naloxone reported significant adverse 
reactions to their use of naloxone when used to reverse suspected overdose. 



At many of our training sessions clients have been accompanied by family and friends interested in 
how they can provide support to their loved ones in the event of overdose. The current restrictions 
of S4 medication status means we cannot provide, and the family member cannot purchase, 
naloxone despite them being at high likelihood of witnessing an overdose. Particularly for clients in 
marginalised or Aboriginal populations the difficulty accessing naloxone due to its S4 status is a 
significant barrier to the roll-out of this WHO recommended intervention. A change to S3 status 
would allow family and friends to purchase and store naloxone for use in an emergency, and could 
easily be accompanied by some brief instructions in its use, or direction on how to access training.  

Many family members expressed regret that they could not have accessed naloxone due to its S4 
status when managing a previous overdose situation with a loved one before the ambulance arrived, 
unfortunately not always with a successful result. 

The primary health care sector is in a unique position to see not only the opioid users themselves, 
but the wider community of family and friends, and is thus in a unique position to recommend 
naloxone purchase to those who do not themselves use opioids. 

Finally, given naloxone is likely to be used as a public health intervention in some of the most 
marginalised populations, any change to S3 status must not be undermined by an excessive price for 
naloxone min-jets, and the capacity to still provide this medication under S4 should remain for so 
that those who inject opioids can still access this life-saving intervention under the PBS at minimal 
cost.  

 

Yours sincerely  
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5 May 2015 
 
 
Therapeutic Goods Administration 
Department of Health 
Australian Government 
 
 
To whom it may concern, 
 
Re: Public consultation on the proposed amendments to the Poisons Standard 
(Medicines) 
 
The Drug Policy Modelling Program (DPMP) aims to improve Australian alcohol and 
other drug policy. DPMP is at the cutting edge of international work in alcohol and other 
drug policy and has received its core funding from the Colonial Foundation Trust, a 
private Australian philanthropy. DPMP also attracts competitive research grants from 
the Australian Research Council and the National Health & Medical Research Council, 
among others. DPMP is part of the National Drug and Alcohol Research Centre 
(NDARC) at the University of New South Wales which is supported by funding from the 
Australian Government. DPMP collaborates with a wide range of stakeholders including 
government departments, drug consumer groups and peak bodies; and conducts 
commissioned research for governments across Australia. 
 
We welcome the opportunity to contribute to the consultation regarding the proposed 
amendments to the Poisons Standard. In particular, this submission addresses the 
proposal to amend the scheduling of naloxone to include single use prefilled syringe 
preparations for injection containing 400 micrograms/mL of naloxone or less in Schedule 
3. 
 
DPMP agrees with the proposed rescheduling of naloxone submitted for public 
consultation, and provides this submission in support of the rescheduling application. 
This rescheduling is a necessary and practical step to ensure the wider availability of 
naloxone in the community.  
 
Naloxone is a short-acting opioid antagonist, which temporarily reverses the effects of 
opioids and respiratory depression. It has been used for over 40 years by medical 
professionals, particularly in emergency medicine, and has been shown to be safe, 
reliable and effective [1]. For more than two decades, researchers and drug policy 
experts have argued that naloxone should be widely available to potential overdose 
witnesses, particularly people who inject drugs, to help prevent morbidity and mortality 
associated with opioid overdose [2, 3, 4, 5]. These calls to expand the availability of 
naloxone have been heeded internationally, and a variety of programs have been 
successfully implemented and evaluated [see 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 
18].  
 
A recent US study concluded that distribution of naloxone to potential overdose 
witnesses would be highly cost-effective and would be expected to reduce mortality 
even by conservative estimates [20]. The accumulated international evidence 



demonstrates that naloxone distribution is a life-saving harm minimisation strategy, 
which sits alongside drug treatment and other harm reduction services. lt is an 
intervention highly relevant for people who use drugs both in and out of drug treatment. 

Australian experts have stated unequivocally that: "In our view, the international 
evidence clearly indicates that increased naloxone availability will prevent many cases 
of fatal overdose, that conducting a trial in Australia is now unnecessary, and that 
naloxone should be made available without delay to be administered by peers in cases 
of opioid overdose" [19]. DPMP supports this statement. 

In Australia, programs that train potential overdose witnesses to recognise overdose 
signs, respond appropriately and be provided prescriptions for naloxone are now 
operating in Victoria, New South Wales, South Australia and Queensland. Initial 
evaluation results indicate that these programs have been successful, and that lives are 
being saved as a result (see: http://www.atoda.orq.au/wp-content/uploads/Summary-of­
lnterim-Findinqs-summarv-for-release-2.pdf). However, these programs are still 
regarded as small scale, and coverage is limited. The current prescription requirement 
generates a barrier to wider availability of naloxone. 

While the prescription programs have been a first step towards making naloxone 
available for overdose witnesses in Australia, we suggest that naloxone is not currently 
being used to its full potential as an opioid antagonist in overdose situations due to the 
scheduling limitations. Scheduling the single-use pre-filled syringe 4001-Jg/1 ml as a 
Pharmacist Only medication, while maintaining it on the PBS, will increase the options 
available to the community. 

Naloxone should be rescheduled to ensure its widespread availability to potential 
overdose witnesses. A limited rescheduling of naloxone from a Schedule 4 Prescription 
Only Medicine to a Schedule 3 Pharmacist Only Medicine would assist in providing 
much needed access to naloxone in the wider community. 

Sincerely, 

National Drug and Alcohol Research Centre I UNSW Medicine 
UNSW AUSTRALIA 
SYDNEY NSW AUSTRALIA 2052 

National Drug and Alcohol Research Centre 1 Building R 3 22-32 King Street Randwick NSW 2031 
UNSW AUSTRALIA I UNSW SYDNEY NSW 2052 AUSTRALIA 
T +61 (2) 9385 0333 I F +61 (2) 9385 0222 1 ABN 57195 873 179 I CRICOS Provider Code 00098G 
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Hepatitis SA supports the application to the Advisory Committee for Medicines 

Rescheduling July 2015 Meeting, to amend the scheduling of naloxone to 

include single use prefilled syringe preparations for injection containing 400 

micrograms/mL of naloxone or less in Schedule 3, provided it remains listed 

on the Pharmaceutical Benefits Scheme ( PBS ). 

Hepatitis SA is a community-based organisation which operates a secondary Clean 

Needle Program site and Clean Needle Program Peer Education and Support 

Services to a further 10 host sites across metropolitan Adelaide, as well as viral 

hepatitis information, education, support and referral services across South 

Australia. 

It is estimated that opioid overdoses cause approximately one death per day in Australia. In 
2009, there were a total of 633 deaths attributed to opioids (compared with 500 in 2008), 
with many of these deaths being due to multiple drugs taken including prescription opioids.[1] 
Data projections suggest an increasing trend in opioid deaths in Australia, with South 
Australia recording a rise in the number of opioid deaths compared to 2008.[2] 

Naloxone is an opioid antagonist that reverses the effects of opioids including heroin and 
pharmaceutical opioids such as methadone and morphine. Naloxone is safe to use, non- 
addictive and has no active effect other than to reverse opioid overdose. Because there are 
no psychoactive effects, Naloxone is not a drug that has potential for misuse. Naloxone is 
carried by ambulance paramedics and administered when there is a known or suspected 
opioid overdose.  

The majority of both fatal and non-fatal opioid overdoses occur at the home of the victim or 
in the company of others.[3] Naloxone distribution to people who inject opioids for  
‘peer administration’ provides otherwise non-existent opportunities for overdose to be treated 
immediately, preventing brain injury or death. Naloxone peer distribution and training 
programs operate effectively in many countries including the United Kingdom, United States 
of America, Canada, parts of Europe, Russia, Afghanistan, China and Vietnam. In Italy, 
naloxone has been available over-the-counter since 1995.[4] The World Health Organization 
supports peer administration of naloxone and launched evidence-based guidelines 
recommending that people who are likely to witness an opioid overdose (including people 
who use opioids, and their family and friends) should be given access to naloxone and 
overdose response training.[5] Analysis of naloxone distribution to people who use heroin, 
suggests this form of intervention is highly cost effective.[6] 

Successful peer administered naloxone pilot programs have been developed in ACT, NSW, 
SA and WA. Although there is no published material on the SA naloxone trial, the following 
summary was provided to us by Drug and Alcohol Services South Australia ( DASSA ). 
                                                           
[1] Australian National Council on Drugs. (2012). Expanding Naloxone Availability. ANCD Position Statement. URL: 
http://www.atoda.org.au/wp-content/uploads/ANCD-Position-Statement-Expanding-Naloxonle-Availibility-September-2012.pdf 
[2] Roxburgh A. and Burns, L. (2013). Accidental drug-induced deaths due to opioids in Australia, 2009. National Drug and 
Alcohol Research Centre: Sydney 
[3] Kim, D., Irwin, K.S. & Khoshnood, K. (2009). Expanded access to naloxone: options for critical response to the epidemic of 
opioid overdose mortality. American Journal of Public Health,99(3), p.402-407 
[4] Australian National Council on Drugs. (2012). op. cit 
[5]

 World Health Organization. (2014). Community management of opioid overdose. Geneva, Switzerland 
[6] Coffin, P.O. & Sullivan, S.D. (2013). Cost-effectiveness of distributing naloxone to heroin users for lay overdose reversal. 
Annals of Internal Medicine, 158. p.1-9 



Thirty-one individuals participated in the pilot training program, 29 people who use opioids 
and two family members as potential overdose witnesses. In the follow up period DASSA 
received six reports of pilot participants helping someone who overdosed on opioids. The 
findings of the pilot demonstrated that naloxone can be used appropriately in a non-medical 
setting by people who use opioids, with participants willing and able to use naloxone in 
emergency situations, call an ambulance and administer first aid.  

The South Australian pilot program contributed to the strong case for wider distribution of 
naloxone among people who use opioids and their potential overdose witnesses and 
supports the expansion of community access to overdose response strategies. 

In Australia naloxone is currently a Schedule 4 drug, obtainable only by prescription.  As a 
drug that is prescribed only to the person who will be using it, accessing a naloxone 
prescription requires disclosing opioid use to a GP. Given the stigma and discrimination 
associated with illicit drug use, approaching a GP for a prescription can present a barrier. 
Patients may be reluctant to risk disclosing illicit drug to their regular doctor or equally to a 
GP they have not seen before, and they definitely won’t approach their Opioid Maintenance 
Treatment (OMT) prescriber for a script. 

Hepatitis SA believes the most effective way to increase access to naloxone is to change it 
from Schedule 4 (prescription only) to Schedule 3 (Pharmacist only). Schedule 3 drugs may 
be accessed over-the -counter at any pharmacy, in conjunction with advice from a 
pharmacist.  Enabling naloxone to be available over the counter will not only increase 
access for opioid users but will also allow family members and friends of opioid users to 
access naloxone easily to have on hand in the event of witnessing an overdose. As there are 
generally higher costs for over-the-counter medicines than those available through 
prescription on the PBS, ensuring that naloxone remains available through the PBS will 
reduce the cost barrier for people on low incomes who aren’t willing to disclose their illicit 
drug use to GPs in order to access a  naloxone prescription.  

Changing the scheduling of naloxone is unlikely to result in larger numbers of opioid users or 
potential overdose witnesses accessing naloxone merely because it is available over-the-
counter at pharmacies. In order to maximise the benefits of a change in the scheduling of 
naloxone, there will need to be targeted promotion amongst people who use opioid drugs 
and service providers to inform them of the increased availability. Additionally there will need 
to be training and education for pharmacists in the use of naloxone, and training for opioid 
drug users and relevant service providers in overdose response, CPR and use of naloxone.  

 

  

 

 

 

 



Submission             
  

Network of Alcohol and other Drugs Agencies 
Author: Larry Pierce, Chief Executive Officer 

Date: 5 May 2015 
 
Email to: medicines.scheduling@tga.gov.au  
Subject: Proposed Amendments to the Poisons Standard (Medicines) 
Request:  To amend the scheduling of naloxone to include single use prefilled syringe preparations for 

injection containing 400 micrograms/mL of naloxone or less in Schedule 3 
 
The Network of Alcohol and other Drug Agencies (NADA) is the peak organisation for the non government 
alcohol and other drugs sector in NSW.  NADA represents over 100 organisational members that provide a 
broad range of services including drug and alcohol health promotion, early intervention, treatment, and after-
care programs. These community based organisations operate throughout NSW. 
 
NADA would like to submit the following in relation to the proposed amendment for the scheduling of naloxone 
to include single use prefilled syringe preparations for injection containing 400 micrograms/mL of naloxone or 
less in Schedule 3. 
 
Naloxone is a safe drug for use by non-medical people with appropriate information and training that has no 
effect on people with no opioids in their system. It cannot be abused, has no resale value on the illicit drug 
market, is inexpensive to provide, and is a fast acting and reliable antidote for opioid overdose in dependant and 
non-dependant people.  
 
Prompt and proper use of naloxone is critical and there is often a significant time lapse between reporting an 
overdose and waiting for an ambulance with naloxone to arrive which evidence indicates increases the risk of 
fatality or brain damage. Easy access to naloxone by drug users, their peers, family and carers and the health 
workforce will significantly decrease this risk. Response times can be shortened and lives can be saved.  
 
In the alcohol and other drugs sector, we know through experience that drug users do not often visit GP’s. By 
being able to access naloxone over the counter at a chemist, it means that drugs users, their peers, family and 
carers, as well health and welfare workers can access naloxone legally and prevent the risk of harm and fatality. 
Naloxone is simple to administer by witnesses of an overdose, with limited instruction, therefore all persons 
should be able to administer the drug with simple instruction from a pharmacist. 
 
Post access to drug treatment is a common time for overdose, as the body’s central nervous system is no longer 
used to the same levels of substances used before withdrawal management and drug treatment. It would be 
opportunistic and highly appropriate to provide overdose prevention training that incorporates the use of 
naloxone to the non government alcohol and other drugs sector, as well as other health and welfare sectors to 
prevent harm. 
 
NADA, on behalf of the non government alcohol and other drugs sector, support the amendment for the 
scheduling of naloxone and do not suggest any further improvements. 
 
For more information: 

 
 

 
  

 



 

Department of Health 
Therapeutic Goods Administration 
Medicines.scheduling@tga.gov.au 
 
30 April 2015 
 
PROPOSED AMENDMENTS TO THE POISONS STANDARD (MEDICINES) – NALOXONE 
 
Dear Sir or Madam, 
 
North Richmond Community Health (NRCH) welcomes the opportunity to comment 
on the proposed changes to amend the scheduling of naloxone to include single use 
prefilled syringe preparations for injection containing 400 micrograms/mL of 
naloxone or less in Schedule 3. 
 
North Richmond Community Health (NRCH) is located on the grounds of Victoria’s 
largest public housing estate. NRCH provides a range of services predominantly 
within inner city Melbourne these include Alcohol and Drug Outreach and a Needle 
Syringe Program (NSP). The NSP is one of the busiest primary NSPs in metropolitan 
Melbourne. North Richmond, as a destination,  has had a very long history and 
reputation of a hot spot for public injecting and associated behaviours.  NRCH also 
hosts medical, dental services and other primary health onsite. 
 
Currently NRCH provides a response to people that have overdosed within the 
immediate surrounds of our building. Overdose response currently involves a range 
of care providers including Doctors, Nurses and support staff to address the medical 
emergency. At NRCH, the Doctor administers the Naloxone injection or directs a 
nurse to do so. As an organisation an overdose response at NRCH is estimated to 
cost approximately $1180 for one hour of response. For February and March 2015 
alone NRCH provided 17 over dose responses, this does not include time associated 
with overdose monitoring (whereby the client did not require Naloxone). This cost 
does not cover the impact of not being able to undertake other work and the 
subsequent  impact on service delivery. This cost analysis has not been calculated. 
 



 

The NRCH Alcohol and Other Drug (AOD) Outreach team provide overdose response 
within the area of North Richmond. They assess each situation and will frequently 
provide basic life support until an ambulance arrives. The AOD Outreach team within 
their scope of practice currently do not administer Naloxone.  
 
NRCH AOD team currently support two programs that promote the use of Naloxone. 
In partnership with Harm Reduction Victoria we have implemented a Naloxone 
project whereby suitable individuals are trained to administer naloxone in the event 

   y NRCH pay for the scripts for participants. It is known that 
    have administered Naloxone and we have evidence of 16 

   this program. 
 

    so been trained in the Penington Institute’s COPE Training 
  

 
    hange to listing Naloxone to Schedule 3 will have a range of 

impacts and will reduce the reliance upon clients to have to access a medical service 
for a script. This is particularly important as some Doctors are reluctant to prescribe 
Naloxone while others have limited opportunity on their lists to include more clients 
and some clients are reluctant to attend appointments for scripts. The proposed 
shift of moving the responsibility to Pharmacists will require a considered response. 
Some Pharmacists are reluctant to deal with people who inject drugs. Clients have 
reported experiencing stigma and discrimination. Capacity building with Pharmacists 
and education will need to be undertaken. 
 
Being able to access Naloxone without a prescription, we anticipate will result in 
more reversals and less deaths caused by opiates. With early intervention the 
medical costs and burden on the health care system after an overdose will be 
reduced. We also assume that there will be an increase in people purchasing 
Naloxone.  
 
It is important to note that these assumptions will only translate into practice if 
Naloxone remains on the Pharmaceutical Benefits Scheme (PBS). If moving Naloxone 
to the Schedule 3 results in Naloxone being taken off the PBS and a consequential 



north richmond 
vVII.IIIL, 1 ... Y 1 1vuu.h 

price rise, this will be detrimental to people that use opiates. Naloxone must remain 
affordable for this population. 

For further information please contact myself or the manager of the - ' 

Regards 



Submission regarding proposed reschedule of Naloxone to Schedule 3 of poisons standard (medicine) 
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Submission regarding proposed amendments to the poisons standard (medicines): 

 
Naloxone - To amend the scheduling of naloxone to include single use prefilled syringe 

preparations for injection containing 400 micrograms/mL of naloxone or less in 
Schedule 3 

 
Prepared by  on behalf of NDRI 

 
5 May 2015 

 

 

 

Key Points:  

• NDRI supports the proposed rescheduling of the single use prefilled syringe preparations for 
injection containing 400 micrograms/mL of naloxone or less in Schedule 3. 

• Consistent with international experience and research evidence, the potential benefits of the 
rescheduling are substantial and the risks negligible. 

• Improved access to naloxone for potential opioid overdose witnesses is a key component of 
strategies for overdose prevention and management. 

• Placing naloxone in Schedule 3 is consistent with this approach. 
• Not inconsistent with rescheduling is requirement for: 

• Suitable materials and/or training in overdose management including naloxone 
administration; 

• Ensuring that naloxone continues to be available at a subsidised price under the PBS 
and through discounted S3 access for Health Care Card holders; 

• Rescheduling of the pre-filled injectable preparations should not be an obstacle to 
newer intranasal preparations of naloxone being similarly scheduled as they become 
available. 
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About NDRI 

The National Drug Research Institute’s (NDRI) mission is to conduct and disseminate high quality 
research that contributes to the primary prevention of harmful drug use and the reduction of drug-
related harm in Australia. Since its inception in 1986, the Institute has grown to employ about 30 
research staff, making it one of the largest centres of drug research and public health expertise in 
Australia. It is a designated World Health Organization (WHO) Collaborating Centre for Alcohol and 
Drug Abuse. 

NDRI’s Key Result Areas are to i) conduct research that will contribute to the primary prevention of 
harmful drug use and the reduction of drug related harm, and ii) contribute to national capacity for 
research and disseminate research findings to key groups. Researchers have completed about 500 
research projects, resulting in a range of positive outcomes for policy, practice and the community. 
For example, NDRI research has significantly informed and contributed to policy and evidence-based 
practice such as the National Drug Strategy and the National Alcohol Strategy; contributed to 
Australia’s involvement in international strategies, such as WHO Global and Regional Strategy to 
Reduce Harmful Use of Alcohol; directly contributed to Australian and State government alcohol and 
illicit drug policy; informed liquor licensing decisions and government debate regarding cannabis 
policy; significantly contributed to international evidence-based school interventions; influenced 
NHMRC guidelines to reduce alcohol health risks; and been cited in development of policy 
documents for Aboriginal Australians. 

Relevant expertise 

NDRI has an extensive track record of completing and disseminating research on Take Home 
Naloxone (THN) which is relevant to questions regarding the rescheduling application. A listing of 
publications NDRI researchers have published on the topic, plus some key projects related to this 
research area, are listed at Appendix A. 

NDRI’s Deputy Director, Professor Simon Lenton PhD MPsych(clin), has conducted research and 
evidence based advocacy for wider availability of naloxone for some 15 years and has co-authored 
publications on this topic in academic, trade and mass media publications. He has given a number of 
invited keynote and other presentations at conferences on the topic in Australia and internationally 
and he is currently a Chief Investigator on evaluations of THN programs in the ACT, NSW and WA. 
Most recently Professor Lenton contributed to the development of the World Health Organisation’s 
newly published guidelines for the community management of opioid overdose (World Health 
Organization, 2014) which call for wider access to naloxone for people who are likely to witness and 
opioid overdose. 
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Substantive points pertaining application and section 52E of the Therapeutic Goods Act 1989 

Background 

In this country, deaths from heroin and other opioids among people aged between 15 and 54 years 
peaked at 1116 deaths in 1999, a rate of 10.19 deaths per 100,000 people. This rapidly declined to 386 
deaths in this age range in 2001, a rate of 3.46 per 100,000 persons (Roxburgh & Burns, 2014). 
Despite this decline, overdoses involving heroin or other opioids continue to account for most illicit 
drug related deaths in this country (Degenhardt, Day, Gilmour, & Hall, 2006). In 2010, 613 
Australians aged between 15 and 54 years died from accidental opioid overdose, a rate of 4.95 deaths 
per 100,000, up from 4.59 deaths per 100,000 in 2009 (Roxburgh & Burns, 2014). In 2010 most of 
these deaths (69%) were due to pharmaceutical opioids rather than heroin (Roxburgh & Burns, 2014). 
Heroin is still the drug of choice among the majority of people surveyed who inject drugs in Australia 
(Stafford & Burns, 2013). 
 
 

 
Adapted from (Roxburgh & Burns, 2014) 
 
In the mid-1990s calls were made to make naloxone available to opioid (typically heroin) users, their 
peers and family members to prevent overdose deaths, through what has become known as Take 
Home Naloxone (THN) programs (Darke & Hall, 1997; Strang, Darke, Hall, Farrell, & Ali, 1996). 
While such programs were implemented internationally particularly in the US which in the early 
2000s we experiencing the beginnings of a rapid escalation of deaths associated with pharmaceutical 
opioid misuse developments towards implementing THN programs in Australia stalled, largely due to 
the ‘heroin shortage’ in Australia (Degenhardt, et al., 2006). In response to the evidence of some 
increase in opioid deaths in this country there were renewed calls take-home naloxone in the 
Australian academic literature (Lenton, Dietze, Degenhardt, Darke, & Butler, 2009a; S. R. Lenton, 
Dietze, Degenhardt, Darke, & Butler, 2009b) despite the fact that the increase in deaths was still far 
below the heroin ‘glut’ of the late 1990s (Dietze & Fitzgerald, 2002), it was reasoned that it was 
timely to start to develop take-home naloxone programs in this country, which could subsequently be 
scaled-up over time if and when overdose mortality continued to increase. 

Risks and benefits of the use of a naloxone 

Naloxone is a very low risk medicine. It does not produce intoxication and has a very low abuse 
potential, has no impact on people who do not have opioids in their system, and has a well-
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documented four decade history of use in emergency medicine and anaesthesia (Brunton, Chabner, & 
Knollmann, 2011). As such, we have previously called for its rescheduling from S4 to S3 (Lenton, et 
al., 2009a; Lenton, et al., 2009b) as is proposed in the rescheduling application before the TGA. 
 
The recent WHO Guidelines document addresses many of the points of interest to the current 
rescheduling application and should be reviewed by the TGA as part of the rescheduling application. 
For brevity they are not produced in detail here beyond the following quote which goes to the issue of 
relative risks and benefits of making naloxone available for take-home use. 
 

“The GDG [Guideline Development Group] judged the risk-benefit profile to be strongly in favour of 
naloxone distribution, due to its clear potential for saving lives and apparent low risk of significant 
adverse effects. While training was considered an important and intrinsic component of increased 
naloxone availability, the GDG cautioned against making it compulsory or institutionalizing it as there 
were concerns that lack of certified training may be used as a barrier to provision of naloxone. The 
panel noted that while minor adverse events from naloxone administration (such as vomiting and opioid 
withdrawal) were not uncommon, serious adverse events were extremely rare”. 
(World Health Organization, 2014, p. 8) 

 
Risks of wider availability of Naloxone and responses to these. 

Lenton and Hargreaves (2000) summarised the evidence for distributing the opioid antagonist 
naloxone for administration by peers to prevent deaths from heroin overdose and reviewed a number 
of concerns regarding more widespread none of which were considered a major impediment to 
conducting a trial of THN. However, a trial did not proceed in Australia at that time, largely due to the 
‘heroin shortage’ in Australia (Degenhardt, et al., 2006). Overseas research and evidence of program 
implementation has subsequently found that these concerns have either been addressed, or have not 
proved to be an issue in the field. Specifically:  
 
(1) There has been no evidence greater availability of naloxone leading to more risky drug use. Indeed 
the opposite appears true, with those engaged in naloxone programs reporting having reduced their 
drug use (Maxwell, 2010; Maxwell, Bigg, Stanczykiewicz, & Carlberg-Racich, 2006; Seal, et al., 
2005).  

(2) There is concern that because Naloxone has a shorter half-life than heroin & many prescription 
opioids there is a risk that people fall into overdose again after administered naloxone wears off. In 
practice, this is a very rare event occurring in less than 0.2% of cases (Rudolph, et al., 2011), if at all 
(Maxwell, et al., 2006; Vilke, Sloane, Smith, & Chan, 2003; Wampler, Molina, McManus, Laws, & 
Manifold, 2011). Nevertheless the potential for re-intoxication is real and is addressed in training and 
materials provided through Australian THN programs. 

(3) There were concerns about the shelf life of naloxone, which is documented as 18 months to 2 yrs, 
depending on the preparation. However, whilst noting this and the need for replacement doses within 
this specified period, controlled studies have shown it to be a very robust drug which is temperature 
resistant from − 20°C to +70°C (Küpper, et al., 2006) and remains viable up to a mean of 77 months 
when stored under recommended conditions (Lyon, Taylor, Porter, Prasanna, & Hussain, 2006).  

(4) There was concern that because many opioid overdoses involve poly drug use, notably other CNS 
depressants such as benzodiazepines and alcohol, however it seems that using naloxone to take the 
opioid component out of the overdose, combined with careful monitoring of the person, substantially 
contributes to reducing the risk of death.  
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(5) Another concern was whether drug intoxicated persons could safely administer naloxone. 
Evidence suggests that naloxone is a very easy drug to administer, and is probably less complicated 
than many other interventions for overdose (monitoring airway, administering rescue breathing, 
calling an ambulance, etc.), particularly when a pre-filled syringe is used. The evidence is that active 
drug users are capable of safely administering naloxone as part of overdose management and this 
contributing to saving lives (Kim, Irwin, & Khoshnood, 2009).  

(6) There were concerns that availability of naloxone for peer administration may contribute to delays 
in calling an ambulance. However rates of ambulance calling by participants on peer naloxone 
programs witnessing overdoses are at around 50-60% (Stancliff, Mathews, & Rath, 2010; Wagner, et 
al., 2010) and are almost identical to rates of calling ambulance in earlier studies of overdose 
witnesses prior to the implementation of THN programs (Darke, Ross, & Hall, 1996). Reasons why 
people chose not to call an ambulance, may be varied include: concern of police involvement if an 
ambulance is called; the victim recovering after naloxone administration and refusing ambulance 
attendance; concern from those present about consequences for them if their drug use is known to 
other departments such as child welfare services; and concern about the cost of ambulance transport 
which may be around $900 per trip in some Australian states.  

(7) Concerns about precipitated withdrawal leading to aggression on the part of the victims seemed 
largely dependent on dose and route of administration, often based on the experience of ambulance 
staff who in the past had experience of administering large doses (2mg to5mg) intravenously. In 
contrast, the experience of administration of one 400mcg of naloxone intramuscularly, with only a 
subsequent dose being used if the person is not roused has been associated with far fewer observer 
reports of aggressive behaviour by those receiving such doses. Anecdotal reports from participants in 
current Australian peer naloxone reports include many accounts where the victim, having been 
administered such a dose, often gently roused and was unaware that naloxone had been administered. 
It is also noted that in recent times ambulance protocols have changed with smaller doses being used 
by IM route which makes the patient easier to manage during transport. 
 
Benefits of wider availability of naloxone 

International experience of THN program implementation confirms that naloxone is a very safe drug 
and injecting drug using peers, family members and outreach workers can successfully administer 
naloxone to reverse heroin overdose — with few, if any, adverse effects (e.g. Bennett & Holloway, 
2012; Doe-Simkins, Walley, Epstein, & Moyer, 2009; Enteen, et al., 2010; Green, Heimer, & Grau, 
2008; Kim, et al., 2009; Markham Piper, et al., 2008; Maxwell, et al., 2006; McAuley, Best, Taylor, 
Hunter, & Robertson, 2012; McAuley, Lindsay, Woods, & Louttit, 2009; Piper, et al., 2007; Rowe, et 
al., 2015; Tobin, Sherman, Beilenson, Welsh, & Latkin, 2009) . In the US alone, as of 2010, there had 
been over 53,000 kits containing naloxone distributed through 188 programs across 16 US states with 
10,171 reported overdose reversals incorporating naloxone administration (Wheeler, Davidson, Jones, 
& Irwin, 2012). 
 
Many of the THN programs internationally and in Australia involve training provided in a range of 
settings locations (street, treatment agency, training room, etc.) and durations (ranging from 5 minutes 
to well over an hour) (Clark, Wilder, & Winstanley, 2014) and there are many protocols, materials 
videos available online. Typical training components include some or all of: review of the causes and 
how to prevent overdose; assessment of an overdose; necessity of calling an ambulance; airway 
support and management; basic life support; information about naloxone and its administration; post 
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naloxone monitoring and support; communication with ambulance and police services; procedures for 
returns, new naloxone and reporting back; often pre-post evaluation. 

However recent work has suggested only minimal training may be required for successful naloxone 
administration. One study found less than 10 minutes of training in naloxone administration is 
sufficient (Behar, Santos, Wheeler, Rowe, & Coffin, 2015) and another found no statistically 
significant differences in help-seeking, rescue breathing, staying with the victim, or successful 
naloxone administration, between trained and untrained rescuers (Doe-Simkins, et al., 2014).  

Importance of access and timely administration 

Timely naloxone administration is crucial in preventing morbidity and mortality associated with 
opioid overdose (World Health Organization, 2014). Wider distribution of naloxone to laypersons 
who are likely to be potential overdose witnesses has the potential to reduce these harms, particularly 
during when awaiting ambulance arrival or when there are distance or other barriers to timely 
ambulance attendance. The six THN current projects which have been commenced in Australian since 
2012 (operating in ACT, NSW, Vic, SA, WA, Qld) are, with the exception of Victoria’s, largely small 
scale (less than 200 participants). Given this limited coverage they are unlikely to have a significant 
impact on population rates of overdose, although they have been important as demonstration projects 
and identifying scale-up issues (Lenton, et al., 2014) in anticipation of further potential increases in 
opioid related overdoses in this country increasingly associated with pharmaceutical opioid misuse. 
Clearly if naloxone were available as an S3 medication in this country there would be great potential 
for wider coverage and earlier intervention in opioid overdoses. 
 
Impact of THN programs on population rates of overdose mortality 

The evidence has been growing that THN programs can increase the skills and knowledge of 
participants and naloxone can be safely administered by participants in these programs to save lives 
However, until recently most of the evidence regarding the impact of THN programs on impacts of 
rates of overdose at a population level have been based on observational studies (Maxwell, et al., 
2006; Schmitz & Kane-Willis, 2010; Stancliff, et al., 2010), New York (Paone, Heller, Olson, & 
Kerker, 2010) and San Francisco (Evans, et al., 2012), which could not control for potential 
confounders. However, an interrupted time series analysis of 19 geographically distinct cities and 
towns in Massachusetts found lower opioid related overdose death rates in locations where programs 
of Overdose Education incorporating THN had been implemented with more than program 100 
enrolments per 100,000 population (OR =0.54), compared to control communities where no such 
programs existed, despite controlling for a number of factors previously associated with overdose 
rates, including availability of opioid substitution treatment (Walley, Xuan, et al., 2013). A recent cost 
effectiveness study concluded that naloxone administration by trained lay persons is likely to reduce 
overdose death rates, and is highly cost-effective even under very conservative assumptions (Coffin & 
Sullivan, 2013). It has been long known that in the first weeks after prison release is high risk for 
overdose due to reduced tolerance due to incarceration (Binswanger, Blatchford, Mueller, & Stern, 
2013). The most recent data from the Scottish National Naloxone program reports a fall on overdose 
death rates during the first 4 weeks post prison release from 9.8% at baseline steadily decreasing to 
4.7% in 2013, coinciding with introduction of provision of THN kits to at risk prisoners upon release 
from incarceration (National Health Services Scotland, 2014). 
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Purposes for which naloxone is to be used and the extent of use  

Naloxone is an opioid antagonist drug that reverses the effects of heroin and other opioid drugs. It 
does not cause intoxication. It has been used for over 40 years in emergency medicine and anaesthesia 
(Brunton, et al., 2011).  

In the mid-1990s calls were made to make naloxone available to opioid (typically heroin) users, their 
peers and family members to prevent overdose deaths, through THN programs (S. Darke & Hall, 
1997; Strang, et al., 1996). Such programs have now been implemented in many countries including 
the U.K., the U.S., Canada, Germany, Georgia, Russia, Spain, Norway, Afghanistan, China, 
Kazakhstan, Tajikistan and Vietnam (Curtis & Guterman, 2009; Eurasian Harm Reduction Network, 
2010). Naloxone has been available across the counter in Italy since 1995 without reported adverse 
consequences (Kim, et al., 2009). In November 2010 Scotland became the first country internationally 
to roll out a national Take-home Naloxone program, which was funded for 5 million pounds over 2 
years (McAuley, et al., 2012).  

Toxicity of naloxone 

Naloxone has negligible toxicity. Small numbers of people may have an allergy to Naloxone. 
However, we will not comment further here as they are already available in the product information 
previously approved by the TGA. 

Dosage, formulation, labelling, packaging and presentation of a substance 

Currently naloxone is available in Australia in a 400mcg pre-filled syringe (minijet®) produced by 
UCB pharmaceuticals. While a single dose of this size is appropriate for reversing most opioid 
overdoses which have been dealt with in the Australian THN programs, most programs offer more 
than one minijet ® (2-5) to enable re-dosing if the initial dose is insufficient or the person falls into 
overdose again once the initial dose has worn off. Having more than one minijet® is also helpful 
where the rescuer has to manage situations more than one person has overdosed simultaneously. 
Whilst the minijet® is ideal for lay administration as it is easier to operate that using ampoules and a 
syringe, an issue is that in its current packaging, the minijet® is really packaged and presented for use 
in a medical setting does not come with the required needle or appropriate instructions for layperson 
use.  

Existing THN programs in Australia have been providing the naloxone as part of kits, based on 
international practice and typically including 1x 23gauge needle suitable for intramuscular (IM) 
injection per minijet®, along with brief instruction materials designed for lay administration, alcohol 
wipes, faceshields (for CPR), disposable gloves and a sharps disposal container. Whilst it may not be 
feasible to include all such materials for naloxone made available through S3, IM needles and 
appropriately designed brief instruction materials will be essential. Importantly the instruction 
information materials in these kits have been produced by and for current drug users which is 
considered crucial in terms of communication best practice. It should be possible for companies 
bringing THN formulations to the market for S3 to engage with Australian drug user groups involved 
in current THN naloxone programs to put together appropriate supporting materials for this setting.  

It is noted that internationally naloxone is available in other forms. Multi-dose 10mL vials while 
providing a lower cost per dose, are not suitable in Australia due to valid concerns about the potential 
for Blood-Borne Virus transmission. Single dose glass vials were available for use in Australia prior 
to the availability of the pre-filled syringes, but they were more difficult to use and we had some 
reports of loss due to breakage and cuts from use. Naloxone is available in a higher concentration 
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(2mg/2ml) for intranasal (IN) administration with the application of a mucosal atomiser device 
(MAD) unit on the end of the minijet®. Although this form is currently off-label for IN use in the 
U.S., pending FDA approval. A currently approved naloxone auto-injector device by EVIZIO has not 
has pricing determined (Thomas, 2015), but it is said to be likely many times greater than the 
available forms (Kroll, 2014). It is anticipated that a cost-effective IN preparation of naloxone ideally 
suited to layperson use may be put before the TGA for approval in the next 12 months, but this should 
not be a barrier to the TGA approval of the current application as for S3 scheduling of the mini-jet 
formulation for IM administration. 

Potential for abuse of naloxone 

Naloxone has negligible potential for abuse. It does not produce intoxication, has no dependence 
potential and no action in persons who do not have opioids in their system. There are no known 
reports of abuse of naloxone in the literature of THN programs. 

Other matters necessary to protect public health.  

Italy is the only country which has thus far allowed naloxone to be available across the counter in 
pharmacies (Advisory Council on the Misuse of Drugs, 2012; Simini, 1998), and although there have 
been no reported adverse consequences (Kim, et al., 2009) previous reviews have failed to find any 
report of the effects of the Italian naloxone provision arrangements (e.g. Baca & Grant, 2005). We 
don’t believe this is any reason to oppose the current rescheduling, but rather is something worth 
noting. Rescheduling naloxone in this way is, as already mentioned, likely to have a number of 
advantages in terms of reducing opioid overdose mortality and morbidity. Should the current 
scheduling application be approved, it will no doubt be noted and celebrated internationally and it will 
be important that its impacts, unlike those of the Italian example, are monitored and evaluated. The 
existing work on Naloxone availability in Australia means this country is well-positioned to do that. 

Potential overdose witnesses due to their employment 

As this submission has already noted, the proposed application has the capacity to greatly improve 
access of naloxone to potential overdose witnesses and be more likely to have an impact on 
population-level rates of opioid overdose mortality and morbidity in a way that the small 
demonstration programs currently in place in Australia are unlikely to. 

One group for which the rescheduling is likely to have a great impact is those who are likely to 
witness overdoses as part of their employment. As we have previously described (Lenton, et al., 
2014), these include, but are not limited to, peer outreach workers, needle exchange staff, drug 
treatment workers, staff at shelters and other emergency accommodation services, and indeed, police 
and other emergency services workers who may attend overdose scenes. In Australia, such staff are 
requesting and attending naloxone training through the existing THN programs, but they cannot be 
provided naloxone under the current prescription model. Particularly now that IM injection practice 
associated with the use of an adrenaline auto-injector (Australian Society for Clinical Immunology 
and Allergy Inc., 2012) has been adopted as part of First Aid training courses in this country, the 
rescheduling will provide a mechanism for much needed access for workers to have access to 
naloxone. It is anticipated that the Good Samaritan laws in place in most jurisdictions would cover 
workers administering naloxone in this situation. 
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Training and instructions 

There is no question that having naloxone available as an S3 medicine should be supported. 
Nevertheless there is also a recognition that the administration of naloxone is but one component of a 
comprehensive response to prevention and management of opioid overdose. As described above the 
current Australian and international training packages associated with THN programs address a range 
of important issues including airway management, resuscitation, naloxone administration, post 
naloxone care, and the need for replacement of naloxone deemed expired as it is beyond its use-by-
date. Thought will have to be given as to how the most essential elements of these packages can be 
delivered to members of the community who access naloxone over the counter through pharmacies. 
This will likely be through a combination of appropriately designed information materials within the 
naloxone package, combined perhaps with other brief materials, perhaps pointers to on-line training 
videos and likely some brief advice or instruction by the pharmacy staff. There is at least one 
internationally call for pharmacists to take on this role (Thomas, 2015) and there are similar models 
applied in other settings such as drug treatment settings (Walley, Doe-Simkins, et al., 2013) where 
there may be more time for instruction, and provision of an ‘overdose management kit’, allowing that 
individuals might be required to access the naloxone for that kit across the counter from a pharmacy. 
Whilst ideally it would be best for the naloxone and the instruction to be provided concurrently, the 
general point is that this issue will need to be addressed and there may be a range of possible solutions 
across different settings. The existing materials and training protocols which have been developed in 
Australian since 2012, and are based in international best-practice, provide a useful starting point for 
such deliberations. Rescheduling to S3 potentially will allow a range of new and innovative ways of 
doing this to maximise the benefits of wider naloxone availability on preventing morbidity and 
mortality. 

Simplifying Good Samaritan protection 

Australian THN programs currently provide naloxone under prescription with the intention that it will 
be administered to the person whose name is on the prescription. Should the medication be 
administered to a third person in an emergency situation, this can be covered under Good Samaritan 
laws that exist across Australian jurisdictions, although coverage is not perfect. For example, in both 
ACT and NSW (Australian Capital Territory Parliamentary Counsel, 2013; Parliament of New South 
Wales, 2013) such laws exclude persons under the influence of a drug. Although legal advice has 
been received that it would be extremely unlikely that legal action would be pursued against someone 
trying to save a life with naloxone, another potential benefit of the rescheduling of naloxone to S3 is 
that it would simplify, if not remove this potential barrier to appropriate use of naloxone in an 
emergency overdose situation. 

Price and access 

If the naloxone minijet® is re-scheduled to S3 to make it available across the counter, it would be 
important that the PBS listing is not adversely affected. The cost of naloxone is currently listed 
(exclusive of dispensing fee) as $16.64 per 400 microgram minijet®. It is our understanding that those 
on a Health Care Card would pay approximately $6 for two minijet® supply should they access the 
drug across the counter. Cost is likely to be central factor in the up-take of naloxone particularly for 
members of disadvantaged communities. 
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Projects (in chronological order, most recent first) 

Evaluation of the Western Australian Peer Naloxone Program 
Chief Investigators:  
Funding: ACT Health ($25,993). 
This project is an evaluation of The Naloxone Peer Education project being conducted by the West 
Australian Substance Users Association (WASUA) throughout 2012-2014. The evaluation consists of 
a pre and post education session questionnaire, collecting quantitative data; followed by a three to six 
month follow up interview, collecting qualitative and quantitative data on the retention of information 
from the education session and any subsequent responses to overdoses including the use of naloxone. 
Around 150 opioid users and potential overdose witnesses will be recruited to the program and will be 
trained in overdose prevention and management, including naloxone administration. As at April 2014 
over 120 participants have been trained and 60 follow-up interviews have been conducted. 

 
Evaluation of the Sydney Overdose Prevention Education and Narcan® (OPEN) Project 
Chief investigators:  
Unfunded. 
In July 2012 a pilot opioid overdose prevention and management intervention OPEN was 
implemented for the first time in NSW in two clinical settings in central Sydney: the Kirketon Road 
Centre - a low threshold primary health care service targeting PWID, and the Langton Centre - a drug 
treatment clinic. This incorporates a clinician delivered overdose management training session for 
PWID and the prescription of take home ‘naloxone packs’.  A comprehensive evaluation of this 
intervention was undertaken to assess its feasibility and acceptability in these different clinical 
settings. As part of this evaluation key informant semi-structured questionnaires and interviews were 
conducted at the commencement of the intervention and following six months of operation. Clients’ 
attitudes regarding overdose management and naloxone administration were assessed pre- and post-
training and at six months follow up. As at April 2014 the project report and a journal article were 
under submission. 
 
Independent evaluation of the ‘Expanded Naloxone Availability in the ACT (ENAACT)’ 
Program, 2011-2013 
Chief Investigators:  
Funding: ACT Health $100,000 
Naloxone is a schedule 4 drug in the ACT that is routinely used by health personnel to reverse opioid 
overdoses. Consistent with developments internationally, the Alcohol and Other Drug sector in the 
ACT has designed a public health program to expand naloxone availability in the ACT with the aim 
of reducing opioid overdose morbidity and mortality. The program commenced in April 2012 to train 
and dispense naloxone to 200 potential overdose witnesses over two years. It involves comprehensive 
overdose management training and the supply on prescription of take-home naloxone to eligible 
participants who are not health professionals. People prescribed take-home naloxone are administered 
it by a trained peer (usually a friend or family member) in the event of an opioid (primarily heroin) 
overdose. The evaluation used a mixed methods strategy, assessing implementation fidelity and 
participants’ experiences of the program. It involved pre- and post-training knowledge assessment and 
follow-up at 3-6 months post training and when naloxone is administered. It will contribute 
significantly to new knowledge about the implementation of expanded naloxone availability in the 
ACT context. As at April 2014 the project report was being finalised. 
 
Naloxone Trial - a proposal to scope the need and circumstances for a Naloxone trial in 
Victoria. 
Investigators: . 
Funding: 2000 Human Services, Victoria via Turning Point Alcohol and Drug Centre Inc. ($15,000). 
The main purpose of the project was to undertake a 'scoping exercise' to determine the need and 
circumstances for a naloxone trial to be undertaken in Victoria. This included: a review of the national 
and international literature; determining the current state of naloxone use in Victoria; investigating the 
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potential to increase access to naloxone; determining whether a naloxone trial should take place, its 
design and costs. Interviews were held with stakeholders from research, the emergency medical field 
(both hospital and ambulance), drug and alcohol services, the Health Department and user groups 
were interviewed as key informants. These individuals provided assistance with the identification and 
clarification of the key issues relating to Victoria, potential problems that might result and possible 
solutions to these problems. The report was released as an NDRI Technical report in November 2003 
(Hargreaves & Lenton, 2003). 
 
Feasibility into the provision of naloxone to heroin users for peer administration to prevent fatal 
heroin-related overdose.  
Chief Investigator: . 
Funding: 1998 Health Department of WA ($33, 850). 
Heroin overdose is a major cause of death among heroin users and non-fatal heroin overdoses are 
common. Most deaths attributed to heroin overdose occur some time after last injection, in the 
company of others, mostly other users. Yet despite the opportunity for intervention, witnesses to fatal 
overdose rarely call an ambulance or seek help, often because of concern about police being involved. 
Naloxone hydrochloride (Narcan®) is an injectable narcotic antagonist which reverses the effects of 
opioid overdose. It has been suggested that it be provided to heroin users for administration by their 
peers in an overdose situation. The project aimed to determine the feasibility of conducting a trial of 
the provision of naloxone to heroin users for peer administration and to design such a trial. The 
project included a literature review, establishment of an expert key informant group, data collection 
with heroin users, addressing medico-legal and supply issues, developing and piloting a protocol for 
administration, and trial design. This study generated a report (Hargreaves & Lenton, 2001) and two 
refereed journal publications (Lenton & Hargreaves, 2000a, 2000b) including one in the Medical 
Journal of Australia, which has been extensively cited. The study formed the basis of a submission to 
the WA Drug Summit which led to the establishment of a working group within the WA Department 
of Health to consider the issue. As a result of this project we were commissioned by the Department 
of Human Services Victoria to do a further project on Naloxone provision (see above). 
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Submission to the Advisory Committee on Medicines Scheduling for July 2015 Meeting  

Response to invitation for public submission on application to amend the scheduling of naloxone 
to include single use prefilled syringe preparations for injection containing 400 micrograms/mL of 
naloxone or less in Schedule 3 

 

Dear Sir/Madam,   

Thank you for the opportunity to make a submission to the Committee. I am in favour of the 
proposed rescheduling to S3, as this should make naloxone more widely available and accessible in 
the community, especially to carers and family members of individuals at risk of opioid overdose.    

Background.  

Opioid overdoses continue to occur in Australia, and in recent years there has been an increasing 
trend towards overdose with prescription opioids (e.g. oxycodone, fentanyl, morphine), rather than 
illicit heroin. Most of these overdoses occur in a context of polydrug use with other sedative drugs, 
notably benzodiazepines and alcohol. Many of these are unintended overdoses (not suicide).     

One strategy to reduce fatal overdoses is the increased availability of the opioid antagonist, 
naloxone, to opioid users and their family/friends or carers to have available in the event of an 
overdose. The use of, and evaluation of ‘take-home’ naloxone for overdose prevention has recently 
been summarised by the World Health Organisation Guidelines regarding the Community 
management of opioid overdose1. The guidelines recommend countries expand naloxone access to 
people likely to witness an overdose in their community, such as friends, family members, partners 
of people who use drugs, and social workers. 

Providing ‘take-home’ naloxone for overdose prevention 

Whilst ‘take-home’ naloxone programs are now widespread practice in many parts of the world, 
such programs are relatively new in Australia – commencing in several jurisdictions since 2011. I 
have been involved in the establishment of programs in NSW, which have now expanded to include 

1 World Health Organisation (2014) Community management of opioid overdose. Geneva. ISBN 978924 
1548816 

                                                            



a number of services in inner-city Sydney, including services based in South East Sydney LHD, the 
Medically Supervised Injecting Centre, and St. Vincent’s Hospital D&A Services. Between these 
services we estimate that ‘take home’ naloxone has been provided to about 200-300 patients on 
prescription. The prescriptions are accompanied with  

(a) an education intervention delivered by a health professional – addressing how individuals can 
identify a suspected overdose, immediate responses to an overdose, and how to use naloxone to 
reverse opioid overdose; and  

(b) an Overdose Prevention Kit that includes 2 x Minijet naloxone pre-filled syringes, needles, a 
‘sharps’ container, gloves, swabs and printed information regarding responding to an overdose.     

However, the need to have naloxone prescribed by a medical practitioner to a patient (S4 
conditions) is a potential barrier to the more widespread dissemination and availability of naloxone 
for overdose prevention programs. S4 conditions require that a medical practitioner prescribe the 
medication to the individual for whom it will be used (ie the opioid user) and cannot be prescribed 
to the patient’s family or carer. The proposed rescheduling to S3  

1. will enable concerned family and friends to access and store naloxone at home without the need 
of the particular patient to acquire a prescription from a medical practitioner.   

2. may increase the willingness of opioid users or concerned carers to store naloxone at home 
without the stigma of approaching a medical practitioner and disclose their opioid use or risk of 
overdose.  

The safety of naloxone (there are no relevant side effects or potential for misuse) suggest that the 
medication can safely be provided as an S3 medication.   

There are however some concerns regarding the rescheduling to S3 that can be addressed to 
enhance naloxone availability. These include (a) cost of the medications and (b) education of patients 
and carers. 

(a) Cost of naloxone Minijets under S3 

The cost of naloxone Minijets may be prohibitive to many patients if not subsidised under PBAC 
conditions. Wholesale price of naloxone Minijet is approximately $15-20 per Minijet, such that a box 
of 5 will cost $75-100 to the patient as an S3. In contrast, a health care card benefit holder currently 
now only pays $6.20 per box of 5 Minijets. Hence, even if Minijets are available as an S3 medication, 
the widespread affordability of the medication may require for it to be continue to be available as an 
S4 medication subsidised by PBAC. A similar approach has been used for the Epipen® – enabling both 
over-the-counter and prescription systems.  

(b) Education of patients and carers 

The second concern with an S3 rescheduling is the extent to which patients, families and carers will 
receive adequate information and education regarding avoiding overdoses, responding to suspected 
overdoses and on the use of naloxone in the event of an overdose. Whilst some pharmacists 
currently have adequate information to educate customers, it is safe to assume that the vast 
majority of pharmacists have never been trained to provide such overdose prevention education, 
nor have the willingness or time to do so. In our take-home naloxone programs, education of 
patients routinely takes 5-10 minutes with a health worker (e.g. nurse, pharmacist, doctor, D&A 
worker) to address the necessary issues regarding naloxone for OD prevention. It is unclear if 
community pharmacists will feel comfortable or have the resources to provide such a service. 



However, this is not dissimilar to other over-the counter medications where pharmacists admit to 

not always feeling comfortable or skilled in delivering appropriate education to customers, 

particularly on such sensitive issues. Rather than this being seen as a barrier to naloxone's 

rescheduling as an 53 medication, we should recognise that there are now effective strategies for 

providing consumer education -such as the internet, and we encourage the development and 

dissemination of accurate information and education programs regarding overdose prevention and 

the use of naloxone that can be targeted to opioid users (both illicit and prescription opioids) and 

their families or carers. Pharmacists can fulfil their professional obligations by directing consumers 

and carers to relevant education materials. 

In conclusion, the rescheduling of naloxone to $3 medication is strongly supported, although there 

should be mechanisms to ensure adequate consumer and carer education, and to ensure the 

affordability of naloxone to the target population. I would be happy to provide further information 

on request. 

Yours sincerely 
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1. The Lyndon Community 
 
The Lyndon Community is a non-government organisation providing alcohol and other drug 

treatment in residential and non-residential programs. The organisation provides residential services 

in Orange and Canowindra and non-residential programs to much of rural and remote  NSW, 

including in Central West,  the Murdi Paaki Region (from Brewarrina to Dareton), and on the Far 

South Coast. Services include withdrawal, rehabilitation, education programs, women’s groups, 

mental health and drug use groups, family support and parenting programs; and one to one 

counselling. Lyndon Community has a strong commitment to conducting practice-based research 

that informs work across the sector. Lyndon has been providing drug and alcohol treatment for over 

30 years and is accredited through The Australian Council on Healthcare Standards. 

 

2. Purpose of Submission 

 
The Lyndon Community refers to the invitation for public comment on the application made to 

amend the scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/mL of naloxone or less in Schedule 3. The Lyndon Community supports 

proposed rescheduling, for reasons outlined in the following sections of this submission. 

 

3. Background  

 
Opioid overdose is a significant cause of morbidity and mortality in Australia. Between 2007 and 

2011 there were 4,102 recorded fatal opioid overdoses in Australia, of which, around 75% were 

deemed unintentional (NCIS 2014). Indigenous Australians and people in rural and regional areas are 

at greater risk of drug related harms, including overdose (Pennington Institute 2014; NIDAC 2014). 

Access to quality services and evidence based treatment options is paramount in reducing drug 

related harms in these populations (Allan 2014). 

Traditionally, overdose has been associated with heroin; however in Australia today, more fatal 

overdoses occur due to prescription opioids. Morphine, oxycodone, methadone and codeine are 

amongst the most commonly identified contributing opioids in cases of overdose in Australia (NCIS 

2014). Increasingly, fentanyl is also being misused, particularly in rural and regional areas of NSW 

(Allan, Herridge, Campbell & Fisher 2015).  

Naloxone is an opioid antagonist which can be used safely and effectively by laypeople to prevent 

both fatal opioid overdose and morbidity related to non-fatal opioid overdose (UK Government 

2012). It is the Lyndon Community’s experience that in Australia the number of injecting opioid 

users, their families and friends with access to naloxone preparations is currently very low. In the 

context of an ever increasing death toll from opioid overdose, harm reducing measures such as the 

rescheduling of naloxone injections are of increasing importance.



Page 4 of 7 
 

4. Benefits and risks of the proposed rescheduling 
 

- Naloxone is a safe drug that has no effects on a person that has not recently used an opioid 

drug (UK Government 2012). 

 

- The risk profile for naloxone is well known, as previously outlined by the TGA (2012). 

 

- Naloxone is effective in treating opioid overdose, and preventing opioid related death and 

morbidity in the community setting (Wheeler, Davidson, Jones & Irwin 2012) 

 

- Naloxone injections have been shown to be effective both in the Australian setting and 

abroad when administered by a properly trained layperson, such as friends, family or any 

other person likely to witness an overdose (Wheeler et al 2012; ATODA 2014). 

 

- The rescheduling of naloxone injections will reduce barriers to access of this lifesaving 

treatment. People in rural and remote areas, with poor access to medical services, will no 

longer need a prescription before accessing this treatment. 

 

- There is no evidence to suggest that access to naloxone promotes high risk 

behaviours, such as using larger doses of opioids (UK Government 2012).  

 

- Naloxone no has potential for abuse (UK Government 2012).



5. Case study: Implementing naloxone training with people who use drugs- Our experience 

Staff from Lyndon Community wanted to develop our own group for clients on overdose first 
aid because we heard stories from clients about how they had witnessed overdoses and deaths 
of friends and family and were unable to help them We organised training from the Sydney 
Medically Supervised Injecting Centre in late 2014. With our new found knowledge we embarked 
on educating our clients at the Lyndon Withdrawal Unit in Orange, NSW and Lyndon House 
Rehabilitation Centre in Canowindra, NSW. 

As the overdose first aid group was developed it became clear that we needed to include as 
much information as possible about Naloxone. lt became vety clear within minutes of doing an 
internet search, that Harm Reduction Victoria were leading the way in Australia when it came to 
Naloxone training. So who else better to contact for advice? We were even more excited when 
we heard of all reported overdose reversals by drug users following their Naloxone training. 

This only spurred us on and our group took shape vety quickly, we have been running the 
group for five months now at both the withdrawal unit and rehab and the feedback has been 
vety encouraging. Clients reported that their overall knowledge of what an overdose looks like 
and how to safely respond in an emergency has increased a great deal. More importantly large 
numbers of clients who never knew about Naloxone are now armed with the information they so 
badly need to help save lives. We hope that in turn they can return to their communities and 
spread the word. 

Of course evetything comes with a catch and that was getting GP's on board to prescribe. Our 
next step was to try and educate local doctors so they could feel confident in prescribing 
Naloxone to drug users in their communities but if the changes are supported this extra step in 
making naloxone available won't be needed, one less hoop to jump through. 

We understand that if the proposed changes are approved larger cities like Sydney and 
Melbourne will be better equipped to educate larger numbers of the public in regards to safe 
administration of naloxone. However, our growing concern is for rural and remote communities 
who at present are not being educated and as a result are also losing friends and families on a 
daily basis because of a vety much preventable problem. 

U Naloxone becomes a Schedule 3 drug this will most definitely help save lives all over 
Australia. Making Naloxone available from pharmacists will in turn have a positive impact on 
our rural and remote communities because they too will be able to access this safe, 
inexpensive, fast acting and reliable antidote for opioid overdoses. Lives will be saved. 

Megan Gray RN, Mental Health Specialist, Lyndon Community 
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6. Conclusion 
 
The Lyndon Community supports the proposed rescheduling of naloxone injections as a harm reduction 

strategy. The potential benefit of this change has been demonstrated both abroad, and in limited 

settings in Australia, while the risks have proven to be minimal. The Lyndon Community believes that in 

the same way that family and friends of anaphylactic people carry Epi-Pens to protect their loved ones, 

family and friends of opioid users should have access to naloxone injections. This is one of the essential 

steps in curbing the upward trend in opioid related deaths, especially in vulnerable populations such as 

those in rural and remote areas, and Indigenous Australian.
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is:-

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefUied syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

I support the amendment for the scheduling of naloxone • Further to the amendment I 
recommend that the pricing for Naloxone over the counter remain the same price as on the PBS 
otherwise it becomes prohibitively expensive for those that need to access it the most 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I support the amendment for the scheduling of naloxone 
An assessment of how the proposed change will impact on you. That iS1 what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 

• Working in the Alcohol and Drugs sector/ I know many people who are at risk of a fatal 
Overdose. Easy access to naloxone will significantly decrease this risk. 

• Prompt use of naloxone is critical and there is often a significant t ime lapse between reporting 
an overdose and waiting for an ambulance with naloxone to arrive which increases the risk of 
fatality or brain damage. Response times can be shortened and lives can be saved. 

• There is often someone else present during an overdose so it makes sense for them to have 
naloxone 

• People do not want to access naloxone from GP as they will have to disclose their drug use and 
fear discriminat ion 

• Sometimes it can be hard to organise an appt to the Doctors to ask for a prescription of 
Naloxone. By being able to get it over the counter at a chemist, it means you are much more 
likely to obtain init ial and refill packs in a timely manner 

• Naloxone is a safe drug and has no effect on someone with no opioids in their system. You can't 
abuse it, it has no resale value, it is inexpensive to provide/ fast acting and a reliable antidote for 
opiold overdoses. 

• Naloxone is simple to administer by witnesses of an overdose, with limited instruction therefore 
all persons should be able to administer it with simple instruction from a pharmacist 
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Public consultatron on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to Include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

~ . (· . { {/ 

- t§'ef t\IA)()fOc'te- OP\. P 13S ~~-".t I.e-. 
<fJvv( l r,.,rp) o~,o,r ..(tQ._ 00_.;-'1.~\< 

Ol.ll fl i.,.JJ 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

- ~ 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change w ill impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/mL of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. 1f1ou do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change w ill impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial}. If possible, please attempt to 
quantify these costs and benefits. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefl lled syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you support t he amendment/s. If yoJ do not suppdrt the amendment/~, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-f inancial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mkrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to. you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 mkrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mitrograms/mL of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendmentfs, you may 
make suggestions for an alternative acceptable to-yo_u. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

-
I support the amendment for the scheduling of naloxone and do not suggest any further 
Improvements 

Whether or not you support t he amendment/s. If you do not support the amendment/s, you may 
make suggest ions for an alternative acceptable to you. 

I support the amendment for the scheduling of naloxone 

An assessment of how t he proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 

Na loxone is a safe drug and has no effect on someone with no opioids in their system. You 
can't abuse it, it has no resale value, it is inexpensive to provide, fast acting and a reliable 
antidote for opioid overdoses. Naloxone is simple to administer by witnesses of an overdose, 
with limited inst ruction therefore all persons should be able to administer it w ith simple 
instruction from a pharmacist. 



I am writing to give my support to amend the scheduling of naloxone to include single use 
prefilled syringe preparations for injection containing 400 micrograms/mL of naloxone or 
less in Schedule 3. 

I would suggest an improvement to the proposition, that is, making it available as at Schedule 
2 rather than S3. 

Assessment of how it affects me, costs and benefits including actual costs. 

1. A Safe and effective antidote for opioid overdose 

Naloxone is a safe medication and has no .effect on someone with no opioids in their system. 

It has no abuse potential or resale value and is inexpensive to provide. 

It is a reliable antidote for opioid overdoses, especially now with the advent of fentanyl (1 00 
times stronger than morphine) being responsible for numerous overdoses. 

Naloxone is a short-acting medication and is active for about 30 - 90 minutes, which is 
usually long enough to prevent death, because opioid levels have decreased by the time the 
naloxone has worn off. 

2. Why easy access to general members of the community is important 

Making naloxone available as an S3 will make it easier for drug users and their family and 
friends to access. 

Naloxone is currently available on a script and evidence shows that users are not accessing it 
this way. 

The nature of many drug users' lives means that a visit to the doctor hard at the best oftimes, 
so they are not likely to make a specific trip to their GP for a naloxone script. 

Some users will not want to ask their GP about a script as they might not have disclosed their 
drug use and fear discrimination. 

Another drug user is the most likely person to be present at a drug overdose so it makes sense 
for them to carry naloxone 

Naloxone should also be accessible to other groups e.g. the friends and families of people 
who use drugs and staff who work closely with drug users. 

3. Why a fast response is important 

Prompt use of naloxone is critical and there is often a significant time lapse between 
reporting an overdose and waiting for an ambulance with naloxone to arrive which increases 
the risk of fatality or brain damage. Making naloxone S3 or S2 means that more people can 
access it more easily, and people are more likely to carry it and response times to opioid 
overdoses can be shortened and lives can be saved. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

1 support the amendment for the scheduling of naloxone and do not suggest any further 

Improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I support the amendment for the scheduling of naloxone 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 

quantify these costs and benefits. 

As part of my wo.rk I have witnessed and assisted to manage a number of opiate related 
overdoses, many of which would have been fatal if it weren't for the administration of 
naloxone. 

The quicker that an opiate related overdose can be managed the less time the Individual is 
receiving sub-optimal levels of oxygen which causes permanent brain damage. The cost of 
supporting those with brain injury in the community is immense and there are not enough 
services providing this support as it is. Research has shown a high level of cognitive 
impairment among substance users and that this in turn results in less people taking up 
treatment or dropping out of treatment early. lt is likely that long term opiate users develop 
cognit ive impairments due to having many non fatal overdoses (hypoxia) throughout their 
t ime using. The use of naloxone could reduce this brain damage and resulting cognitive 
impairment. 

Working in a forensic environment it is clear to see and has also been shown in research that 
aquired brain injury (linked to substance use and overdose) is prevelant in the prison system. 
In Australia it costs on average $106,580 per year to keep a prisoner in jail. If we can reduce 
the amount of cognitive impairment due to hypoxia perhaps there will also be a decrease in 

the number of offences comitted and individuals incarcerated, saving the government 
hundreds of thousands of dollars per year. 

As users age they are more likely to experience an opiate related overdose and research has 
also shown that the older the individual is (40+) the longer they take to recover, resulting in 
more t ime in hospital causing bed block which is very costly. If the overdose was prevented 
or managed quickly with the use of peer administered naloxone, the individual would not 



necessarily be required to go to hospital at all and not require the use of an abulance 
(average cost $349), which is another huge cost. 

People report they will often not call an ambulance when they are with someone who 
overdoses and would rather leave the scene for fear that the Police will also come. If they 
had naloxone available and could use it on their friend, they wouldn't necessarily need to 
call an ambulance. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

I support naloxone being available over the counter without prescription. 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I support the amendments. 

An assessment of how t he proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you {these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 

nd so I see first-hand the 

Since the Sydney MSIC started operation, ambu lance call outs to Kings Cross in response to 
drug overdose has decreased by 80%. 

MSIC has managed over 5,000 drug overdoses w ithout a single fatality. Naloxone is one of 
the tools we use to save lives, it is a crucial component- t he statistics speak for themselves. 

Whilst access our service to inject opiates, they can be assured of their safet y 
whilst onsite. Unfortunately some of over the years have died of overdose when 
they inject in other locations - at home, in a park, inside a public toilet, etc. M SIC has been 
making efforts to train interested clients in how to administer naloxone and provide them 
with naloxone am pules to take home or keep on their person. 

A barrier to t his is client concern about the implications of naloxone being on a prescription 
in their name; that is, they are worried t hat their anonymity might be compromised. Drug 
users fear discrimination and often do not want to disclose to others, like their doctors, that 
they sometimes take illicit substances, or inject opiates. 

Naloxone available over-the-counter and without prescription would go a long way in 
breaking down drug-user suspicion and to ensure that naloxone enters the drug using 
"scene", becomes part of the culture, and thus saving more lives from opiate related 
overdose. 
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My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

~\ 
t-. 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financia l or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

I support the amendment for the scheduling of naloxone and do not suggest any further 
improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I support the amendment for the rescheduling of naloxone 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 

----------------------------------------------------------------------

As a vho works with injecting drug users, I see a huge benefit t o IVDUs being able 
to readily access naloxone to improve the outcomes of overdoses in the community. If the people 
around the drug user, peers/friends/family, were able to use naloxone to reverse an opioid overdose 
without having to wait for an ambulance it would decrease the mortality and morbidity of 
overdoses, particularly in more remote areas. 

Naloxone is simple to administer, with simple inst ruction from a pharmacist. 

lt has few adverse effects, cannot be abused and has no re-sale va lue. 



TGA Consultation submission ACMS Meeting July 2015 

Public consultation on t he proposed amendments to t he Poisons Standard (M edicines) 

My name is: 

' 
scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 
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Whether or not you support the amendment/s. you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the prop sed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quant ify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would lil<e to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs t o you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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7111 May 2015 

Dear Sir/Madam 

SYDNEY MSIC 
L~l!JiiQ!@W.itJ 

NSW.ACT 

66 DARLINGHURST RD 
PO BOX293 

KINGS CROSS 
NSW 1340 AUSTRALIA 

TEL: (61 2) 93601191 
FAX: (61 2) 9360 0707 

www.sydneymslc.com 

Re: Submissions for proposed amendments to the Poisons Standard (medicines) 
Meeting July 2015 

I attach thirty-eight Naloxone consultation submissions for the July 2015 meetings 
from individuals that attend the Sydney Medically Supervised Injecting Centre 
(MSIC). 

The MSIC is a harm reduction health service aimed at reducing the mortality of drug 
overdose and morbidity of injecting drug use, reducing the transmission of blood 
borne virus', and providing a gateway to drug treatment, health and social welfare 
services. The service is staffed by experienced clinicians including registered nurses 
and drug and alcohol counsellors. Further information can be found on our website 
www.sydneymsic.com 

The MSIC has supported people to make submissions regarding the proposed 
rescheduling of Naloxone. Many of the individuals who have made submissions are 
either street homeless (and therefore have no permanent address) and/or do not 
have phone numbers and email addresses to provide on the cover sheet. Therefore 
they have used the M SIC details to provide c/o contacts. Sydney MSIC is committed 
to linking you with any individual if follow up is required. 

If you have any further questions, please do not hesitate to contact me. 

<.!J z e SYDNEY MEDICALLY SUPERVISED ~ CENTRE I 
-::l 

~ 



TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name Is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendmentjs, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name Is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financia l). If possible, please attempt to 
quantify these costs and benef its. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on t he proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

0\vCt ,lab1~ ~~.r ·t~ .. coil 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternat ive acceptable to you. 

~ svppo fY'er-/1-- -fb;- -\-"'e_ ~c e 1:.1 ltj 
An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quant ify these costs and benefits. 

' ' 

\ 



TGA Consultation submission ACMS Meeting July 2015 

Publicconsu h • • - 11 " 1 • d d the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mfcrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

~~--~~~~~~~H-~~1·~~~~~~~~~~~~~0~ I 

~'11 f Su e;i 111'c M~u tM · ~"~ 1 
Whether or not you support the amendment/s. If u o not support fl1e amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 



TGA Consultation submission ACMS Meeting July 2015 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Whether or not you support the amendment/s .. lf you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment o how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you {these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

l.SLpm .711\L cn\ti'ldM fctfr<2- Schtdu~_of ro 
Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternat ive acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 201S 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mltrograms/ml of naloxone or less in S<:hedule 3 

Suggested imP.~ 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 

~--------------------------------------r~-----------~ 
.1/ ,wU.rlldJ//L-tttN7'5 / 

An assessment of how the proposed change will impact on you. That is, what do you see as the l ikely 
benefits or costs to you (these may be financial or non-financial). If possible1 please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines} 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 · 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

\ 

\V"\ 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you {these may be financial or non-financial}. If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Publfc consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefitled syringe preparations for injection 

containing 400 mrcrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

'IJL~ ~::?por-"\ ~&~~ 
An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benef its or costs to you (these may be financial or non-financial}. If possible, please attempt to , 
quantify these costs and benefits. 
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TGA Consultation submission ACMS M eeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for Injection 

containing 400 micrograms/mt of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support t he amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial) . If possible, please attempt to 
quantify these costs and benefit s. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mitrograms/mL of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financia l or non-financial). If possible, please attempt to 
quantify these costs and benefits. 



TGA Consultation submissidn ACMS Meeting July 2015 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/mL of naloxone or less in Sc:hedule 3 -

Suggested improvements 
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Whether or not you support the amendment/s. If you do not support t he amendment/s, you may 
make suggestions for an alternat ive acceptable to-you. 

An assessment of how the proposed change will impact on you. That is, what do you see as t he likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 

~-----------------------------------------------·----------~ 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for Injection 

containing 400 mitrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether of not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 

An assessment o f how t he proposed change will impact on you. Thads, what do you see as t he likely 
benefits or costs to you (these may be financia l or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Sc:hedule 3 · ~ 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to-you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be fina ncial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 



TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 mitrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 
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An assessment of how.J:.lie proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mlcrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I ~uppor=f +-""'~ ~YV\£...Ndtv\~t:J+ "tSot- +h~ Sc:..k ~Ju\;~ 
o~ N P\ \ c::>X.<::>N2. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consult ation on the proposed amendments t o the Poisons Standard {Medicines} 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mitrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendmeflt/s, you may 
make suggestions for an alternative acceptable to you. 

1---------------------------------------------------------·--------~ 
An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these m(iy be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

Mynamei 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change w ill impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify t hese costs and benef its. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name Is: 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support t he amend me /s, you may 
make suggestions for an alternative acceptable to you. 

sv 
An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non·financial}. If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to Include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines} 

My name Is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for Injection 

containl'ng 400 mlcrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

f1o n e.. 
Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

I Support !C 
An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify t hese costs and benefits. 
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scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

Whether or not you pport the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendmentjs. If you do not support the amendment/s, you may 
make suggestions for an alternat ive acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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Public edlclnes) 

I would like to submit the following In relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 ·-

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/51 you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is1 what do you see as the likely 
benefits or costs to you (these m~y be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: '--

I would like to submit the following in relation to the nlfo1no~j~tJ 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. lf you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial}. If possible, please attempt to 
quantify these costs and benefits. 
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My name Is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to Include ~ ingle use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to-you. 

An assessment of how t he proposed change will impact on you. That is, what do you see as the l ikely 
benefits or costs to you (these may be financial or non-financial}. If possib le, please attempt to 
quantify t hese costs and benefits. 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to-you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefit s or costs to you (these may be financial or non-financial). If possible, please attempt to 
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My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mktograms/ml of naloxone or less in Schedule 3 · - · 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 

( 
An assessment of how the proposed change will impact on you. That is, what o you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name Is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 mlcrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 

/Jo 
Whether or not you upport the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these m~y be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: 

I would Jike to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for Injection 

containing 400 mltrograms/ml of naloxone or less in Schedule 3 ·-

Suggested improvements <1 . oo _ 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to-you. 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefllled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less In Schedule 3 

Suggested improvements 
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Whether'or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name Is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for Injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 ·· --

Suggested improvements 

Whet her or not you support the amendment/s. If you o not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quant ify these costs and benefits. 
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My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to Include single use prefilled syringe preparations for injection 

containing 400 mlcrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 miti'ograms/ml.of naloxone or less in Sehedule 3 
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Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to.you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the l ikely 
benefits or costs to you (these may be financial or non~financial).lf possible, please attempt to 
quantify these costs and benefits. 
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My name 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use preflll ed syringe preparations for Inject ion 

containing 400 micrograms/ml of naloxone or less In schedule 3 

Suggested improvements 

~\A 
Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. 

An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financia l). If possible, please attempt to 
quantify these cost s and benefits. 

(" 

\Y'V 

~-· 

tA. c.s .... . Q_,.'Y3 wc~r 

} e.,gf'~~ 
1 h.~ 

I 

I 



TGA Consultation submission ACMS Meeting July 2015 

Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 

Whether or not you support the amendment/s. If you do not support the amendment/s, you may 
make suggestions for an alternative acceptable to you. Y~ "":[ s,up~ .. -1\-\E:. 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to Include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 
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An assessment of how th proposed change w ii!J pact on you. That is, what do you see as the likely 
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Public consultation on the proposed amendments to the Poisons Standard (Medicines) 

My name is: 

I would like to submit the following in relation to the proposed amendment for the 

scheduling of naloxone to include single use prefilled syringe preparations for injection 

containing 400 micrograms/ml of naloxone or less in Schedule 3 

Suggested improvements 
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An assessment of how the proposed change will impact on you. That is, what do you see as the likely 
benefits or costs to you (these may be financial or non-financial). If possible, please attempt to 
quantify these costs and benefits. 
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CONSULTATION SUBMISSION 

PROPOSAL TO RESCHEDULE NALOXONE PRE-FILLED SYRINGES 

INTRODUCTION 

The Advisory Committee on Medicines Scheduling (ACMS) has invited public comment on the 

proposed amendments to the Poisons Standard (Medicines), submitted to the committee and 

included on the agenda of the July 2015 meeting. The agenda items include an amendment to 

the existing scheduling of naloxone. 

Currently naloxone is listed as a schedule 4 medicine on the Standard for the Uniform Scheduling 

of Medicines and Poisons number 6, February 2015. 

The proposal, for which advice of ACMS is sought, is: 

'To amend the scheduling of naloxone to include single use prefilled syringe preparations for 
injection containing 400 micrograms/mL of naloxone or less in schedule 3·' 

While we endorse the broad intention of this amendment, we do not support the proposed text 

as currently suggested, as it restricts schedule 3 listing to a single dose form. 

We would like to submit an alternative wording which does not unnecessarily limit wider access 

to naloxone to the pre-filled syringe presentation, is more consistent with established listing text 

and which we believe would further enhance the overall public health benefits intended by the 

proposal. 

OUR SUGGESTED IMPROVEMENT 

lt is our view that the intent of the proposed amendment can be enhanced by rewording the text 

so that it can accommodate future availability of naloxone preparations administered by routes 

other than the parenteral option, and to ensure consistency with listings for other medicines 

used in acute medical emergencies, which also appear in more than one schedule. 

We propose that the following amendment be considered as an alternative to that currently 

proposed: 

'To amend the scheduling of naloxone to include single doses containing 2mg or less and a 
recommended total dose of 1omg or less in schedule 3' 

The wording of the suggested amendment is consistent with the approved dose of naloxone in 

the Australian Product Information\ continues to support the public health benefit of wider 

availability of naloxone and has the necessary flexibility to accommodate possible future 

introduction of alternative dose forms other than parenteral administered presentations. 

lt is also consistent with the established practice of basing the wording of the listing text on 

medicine unit dose and/or method of administration rather than by individual delivery system. 
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We therefore believe that the cost benefit of making naloxone more readily available to persons 

at risk of opioid overdose, and their close associates, would be further enhanced by not 

restricting access to one particular dose form. 

BACKGROUND' 

Naloxone is an essentially pure opioid antagonist. In the absence of opioid agonists it exhibits no 

pharmacological activity. Single doses up to 28omg have produced few toxic effects. 

lt is metabolized in the liver primarily by glucuronide conjugation and excreted in the urine. 

Caution should be observed when administering to patients with renal failure or liver disease, 

although the impact on safety and efficacy is not well known. 

Naloxone is currently available in Australia as an injection ampoule containing 400micrograms/ml 

of naloxone HCI (Narcan® AUST R 57306 and DBL Naloxone Het AUST R 16282), as pre-loaded 

syringes, named Min-I-Jet, containing 400mcg/mL (AUST R 29051), 8oomcg/2ml (AUST R 48534) 

and 2mg/5ml (AUST R 48535) of naloxone HCI or as oral tablets in combination with 

buprenorphine (Suboxone®) or oxycodone (Targin®). 

The approved indication for the injectable products is for the complete or partial reversal of 

opioid depression, including respiratory depression, induced by natural or synthetic opioids. 

They are also indicated for the diagnosis of suspected acute opioid overdosage. Both products 

are scheduled as prescription only products (S4). The products may be administered by IV, IM or 

subcutaneous routes, however IV administration is recommended in emergency situations. 

The oral combination products include naloxone to discourage misuse or reduce adverse events 

associated with the opioid agonist component. Suboxone is indicated for the treatment of 

opioid dependence, while Targin is indicated for moderate to severe pain unresponsive to non­

narcotic analgesics. The naloxone content in Targin is considered helpful in treating or 

preventing opioid induced constipation. Both products are controlled drugs (58). 

The initial dose of naloxone in opioid overdose is 400mcg to 2mg IV, which may be repeated 

every 2 to 3 minutes if desired response is not observed. If no response is observed after total 

dose of 1omg, the diagnosis of opioid induced toxicity should be questioned. IM or se 
administration may be necessary if IV route is not available. 

Naloxone is widely used to reverse accidental or intentional overdose with opioid analgesics or 

illicit narcotic agents. 
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RATIONALE FOR OUR SUGGESTED IMPROVEMENTS 

Public Health Implicat ions 

Au5tralian snapshot of opioid overdose 

Although it is difficult to accurately estimate the number of injecting drug users of any age, there 

may be as many as 30,000 regular opioid users in Australia aged 40 years and over and up to 

Bo,ooo infrequent or non-dependent opioid users2
• 

Nearly four Australians die every day from overdose. Overdoses out-numbered road fatalities in 

Australia in 2012. According to the Australian Bureau of Statistics overdose deaths totalled 1,427 

in 2012, while road deaths, which have been steadily declining, ended the year at 1,338. (Data 

provided to the Penington Institute by Australian Bureau of Statistics, 2014). 

Removal of pethidine from the PBS - because of norpethidine neurotoxicity, misuse liability and 

self-administration by health practitioners - has limited drug-seeking for this drug. However, 

misuse of other pharmaceutical opioids is increasing in parallel with their increasing availability. 

The number of PBS-subsidised opioids is increasing and the current wave of prescription opioid 

abuse involves primarily oxycodone, codeine, morphine, tramadol and methadone. The 

presentation and management of poisoning with these opioids is similar to that for heroin, 

although the patient demographic is variable. 

There are a much larger number of non-fatal opioid overdoses each year, a proportion of which 

are currently treated with naloxone. Estimating that number accurately relies on summarising 

the data from hospital admissions for opioid overdoses (State based), data of attendances on 

overdose patients by first responders, typically paramedics within the ambulance services (also 

State based) and self-reported overdoses. Given the large number of data sources, this data is 

difficult to access, evaluate and compare. 

According to the IDRS Project 5, an indicative estimate of overdose for heroin users confirms 
over 40% of all users have overdosed at least once in their lifetime, and 19% of those have 
overdosed in the last 12 months 3. 
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Flgure 1: Tht prevalence of ~oln overdose among p<~rtktpants, 1000-1013 

100 

00 

to 
7n 

8 60 ~ 3 
& !10 Jl ·~ • .s ... -·~ ~ • ., 

e ,q c 40 • 
l JO 
0 

20 17 
# li 

10 
) , 4 

' 3 
0 

2000 20tH 2002 2003 ~ 2005 2006 2007 200a 2009 2010 2011 2012 2013 

- e -L.a$1~¥' - LnlmonU1" 

• o-r.;~----
·~ 1nOM-'*' ewr' ~on twort 

Nt • 10 ln:l aRIOCCNl 10 m 

Participants were asked about the treatment they received at the time of a recent heroin 

overdose (in the past year; N=68). Twenty-four percent of those who overdosed on heroin in the 

last year reported not receiving any treatment, while 52% reported receiving Narcan®. (Narcan is 

the brand of naloxone provided in many States by ambulance officers and paramedics in 

attendance for a suspected opioid overdose). 

Participants were also asked about the treatment they received at the time of a recent heroin 

overdose (in the past year; N=68). Of those who overdosed on heroin in the last year: 

• 24% reported not receiving any treatment 

• 52% reported receiving Narcan®, 

• 41% had an ambulance attend, 
• 21% reported receiving cardiopulmonary resuscitation (CPR) from a friend/partner, 

• 16% attended the hospital emergency department, 

• 15% received oxygen and 

• 7% received CPR from a health professional. 

There is clearly a strong public health imperative to make naloxone more easily accessible to 

those at risk of opioid overdose, their close associates, and even in public spaces where the 

likelihood of an overdose situation may be reasonably high, as well as to health professionals and 

paramedics. 

How naloxone is currently used, and will use change in the near future? 

Naloxone is indicated in opioid overdose and should be titrated to respiratory rate and effort, 

rather than the level of consciousness. Naloxone may be administered through various routes, 

including intramuscular (IM), intranasal (IN) and intravenous (IV). Doses in adults range f rom 

100-400 llg IV, and 2 mg IM or IN. 
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Careful and timely administration of naloxone is recommended, as it may precipitate acute opioid 

withdrawal in opioid dependent patients. Withdrawal is characterised by agitation, diaphoresis 
and tachycardia. 

Naloxone is used by medical personnel to reverse the effects of opioid overdose in and out of 

hospital settings (such as ambulance attendances) or in acute settings, that is, hospitals. Each 

year, hundreds of lives are saved and severe brain injuries prevented by Australian paramedics 

who carry and use naloxone for people who have an opioid overdose4• 

Currently naloxone is generally administered by injection either intravenously by medical 

personal in hospital settings, or intramuscularly by paramedics if in pre-hospital settings. 

Increasingly, government and non government public health agencies as well as individuals with 

a strong interest in enhancing the prevention and management of medicine misuse are 

considering new harm minimisation strategies in the treatment of opioid overdose5• 

For example, administration of naloxone by nasal spray has been trialled by paramedics in 

Victoria where it was found to be effective and safe6
• However this is not common practice in 

Australia. Nasal administration has been shown to be as effective as intravenous administration 

in a retrospective study of paramedics conducted in the United States7• The Boston, 

Massachusetts, program uses nasal administration rather than injection8
. 

Another strategy has been to provide education and training on opioid overdose recognition and 

emergency treatment that can be used by opioid users and close daily contacts in overdose 

situations, including the administration of naloxone9. 

A study in Massachusetts in 2009 demonstrated that non-HCP 'bystanders' can successfully 

recognize an opioid overdose and use intranasal naloxone to reverse the effects of overdose9. 

Over the 15 month study period, the program provided training to 385 participants who reported 

74 successful overdose reversals. Problems with the intranasal administration of naloxone were 

uncommon. The authors concluded that overdose prevention education with distribution of 
intranasal naloxone is a feasible public health initiative. 

Because of the risks associated with the administration of naloxone using a conventional needle 

due to the high incidence of hepatitis C and HIV infection in the opioid misuse community, 

increased attention is now being directed to naloxone administration by needleless systems 

including transdermal and intranasal methods8
' 

10
' 

11
• For instance, the Denver and San Francisco 

emergency systems use an intranasal administration technique as the standard of care to prevent 

needle stick injury. In these jurisdictions this was achieved using an injectable formulation of 

naloxone 1mg/ml, with 1ml of the solution administered to each nostril via a marketed nasal 

atomizer/nebu lizer. 

Furthermore, investigators such as Panchagnula and eo-workers have shown that other non­

injectable delivery systems, such as a transdermal formulation of naloxone may also have a role 

in opioid overdose'0• Panchagnula have developed a transdermal patch containing 10, 2omg and 

30mg of naloxone per gram of gel in a transdermal reservoir and shown that it can provide 

steady state plasma concentrations of naloxone from between 4 and 48 hours, compared to the 
1.5 hour maximum following intravenous administration. 
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In pre-clinical studies the transdermal gel formulation and prototype patch were shown to be 

efficacious, safe, stable and non irritant to the skin. The transdermal route may be particularly 

useful in managing overdose with opioids with long plasma half lives such as methadone. 

Ashton and Hassan conducted a systematic review of the published literature in order to 

establish whether there was sufficient evidence to support the effectiveness of intranasal (IN) 

naloxone in suspected opioid overdose. Seven clinical studies were identified, 3 of which 

compared intranasal naloxone to either IV or IM doses. IN administration provided slightly 

slower response than IV administration, but similar or better rates of response compared to IM 

naloxone. 

The authors also summarised a pharmacokinetic study in rats, which found IN naloxone to be 

100% bioavailable compared to the IV formulation, with a Cmax of 3 minutes. 

The authors concluded that it is likely that intranasal naloxone is a safe and effective first line 

prehospital intervention in reversing the effects of an opioid overdose and has the additional 

advantage of helping to reduce the risk of needle stick injury. They considered that a large, well 

designed trial would be considered to test this hypothesis. 

While neither a registered intranasal or transdermal formulation of naloxone is currently available 

in Australia, as the evidence supporting the safe and efficacious use of these products continues 

to be published in the medical literature, and emergency services continue to include non­

injectable routes of administration in overdose protocols, it is likely that in the near future 

purpose designed non-injectable delivery systems will become generally available. 

Consistency of w ording of schedules for similar emergency use medicines 

We also believe our suggested improvement to the amendment wording of the naloxone 

schedule is more consistent with the established practice of basing the text on medicine unit 
dose and/or method of administration rather than by individual delivery system. 

Both adrenaline and atropine are used parenterally as emergency treatments for anaphylaxis and 

as neurotoxin antidote respectively. They are also indicated for other indications, which are 

scheduled differently to these "emergency" indications. 

For all the indications however, appropriate scheduling enables access to the medicine according 

to knowledge and skill needed to recognize and manage these conditions. 

In the case of adrenaline (as an autoinjector) it is scheduled as S3 allowing the parent or care 

giver ready access through pharmacy for a life threatening indication, considered to be readily 

diagnosed and managed by lay persons. Atropine injection is restricted to S4 as careful diagnosis 

and administration is required when used as an antidote. 

Both medicines are also indicated for other indications. When used orally, atropine may be used 

to manage less critical minor gastrointestinal conditions, and is therefore scheduled as an 52 

medicine, allowing self medication by the public. 
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When used as an ampoule for preparation of intravenous infusions as an ionotropic agent or in 

severe asthma attacks, requiring specialist medical diagnosis and management, adrenaline is 

scheduled as an 54 medicine. 

The schedule text for two other emergency use medicines is provided below: 

ADRENALINE (54) except 

a) When included in schedule 3; or 

b) In preparations containing 0.02 per cent or less of adrenaline unless packed and 

labeled for injection. 

ADRENALINE (53) in preparations containing 1 per cent or less of adrenaline except in 

preparations containing 0.02 per cent of adrenaline unless packed and labeled for 

injection. 

ATROPINE (54) except when included in schedule 2 

ATROPINE (52) for oral use; 

a) In undivided preparations containing 0.03 per cent or less of total solanaceous 

alkaloids when labeled with a dose of 0.3mg or less of ... and a recommended 

daily dose of umg or less of ... 

b) In divided preparations containing 0.3mg of less of total solanaceous alkaloids per 

dosage unit, when labeled with a recommended daily dose of 1.2mg or less of ... 

If our suggested improvements are adopted, the NALOXONE text would read: 

NALOXONE (54) except when included in schedule 3 

NALOXONE (53) in single doses containing 2mg or less with a recommended total dose of 

1omg or less. 

This wording is consistent with the approved dosage and administration advice provided in the 

parenteral naloxone Product information. The amended wording will continue to permit 

conveniently packaged naloxone preparations to be purchased and administered by persons at 

risk of opioid overdose, or their close associates. 

lt will not restrict access to only one particularly preparation, allowing similar access to future IN, 

transdermal or other non-injectable preparations. 

POTENTIAL COST BENEFIT OF SUGGESTED IMPROVEMENT 

Adopting the alternative wording of the proposed 53 listing of naloxone will have the following 

additional cost benefits to the community, by permitting additional non-parenteral dose forms of 

naloxone to be scheduled as pharmacist only medicines if they become available in Australia. 
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• Lower storage and transportation costs due to a lower risk of breakage of glass pre-filled 

syringe barrels 

• Potentially longer shelf life and consequently less frequent replacement. Naloxone pre­

filled syringes have a 30 month shelf life below 25°( 

• Easier and more convenient to use. For example, transdermal patch which can be applied 

directly to skin or a spray applied to both nostrils, rather than by IV or IM injection 

• No risks of needle stick injuries and accidental viral infections 

it has been estimated that over $79 million is spent each year in diagnosis and treatment of 

hepatitis C12
• In 2012-13 Australian Government expenditure for antiretroviral medication was 

estimated as $218 million13• 
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