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Key Arguments Used by the Delegate in the Interim Report and our Summary Responses (more 
detailed information appears in our Rescheduling Applications). 

1. There was insufficient evidence that MDMA or Psilocybin when used as part of 
psychotherapy has an established therapeutic value as required by the Schedule 8 policy 
guidelines 
 

As detailed in the main release there is actually much more evidence to support the established 
therapeutic value of MDMA and psilocybin when used as part of psychotherapy then there was for 
the medical use of cannabis when it was rescheduled to Schedule 8 of the Poisons Standard in 2016. 
 
PTSD and Depression are both notoriously hard to treat with current treatments and the failure rate 
is unacceptably high. Current treatments (which primarily consist of pharmaceuticals and/or 
psychotherapy) are only estimated to achieve remission rates in less than 10% of PTSD patients and 
only one-third of Depression patients. In contrast remission rates in the first MAPS Phase 3 trial using 
MDMA assisted therapy were 67% which compared to 52% after the Phase 2 trials (increasing to 68% 
after 12 months). Remission rates in the Psilocybin Phase 2 trials were much higher than in the placebo 
or antidepressant groups. In all the Psilocybin and MDMA trials adverse events have been minor and 
easily managed. 
 
The views in our rescheduling applications that the established therapeutic value requirement has 
been satisfied were supported by leading experts in the field including Australia’s leading 
psychopharmacologist Professor Arthur Christopoulos of Monash University and Drug Science in the 
UK Chaired by World leading neuropsychopharmacologist Professor David Nutt who heads up the 
Centre for Psychedelic Research at Imperial College London. 
 

2. Risks and Benefits 
 

This section of the Delegates reasoning was confusing because all the risks mentioned have been 
managed well in the trials. Furthermore, the Committee advising the Delegate acknowledged that 
with Psilocybin the trials indicated “low risk of adverse events with short term use in controlled 
settings”. The safety data from the MDMA trials is even more compelling. The risks associated with 
long term use which were mentioned by the Delegate don’t apply to these therapies because patients 
only take the medicines two to three times in a controlled setting. There is no evidence of addiction. 
 

3. The Optimal Dose has not been established 
 
This argument ignores the Phase 3 and Phase 2 trial results for MDMA and the Phase 2 trial results for 
Psilocybin where the dosage levels used led to positive outcomes with minimal adverse side effects. 
 

4. Risk of Dependence 
 
There is no supporting evidence from any of the trials to date that the medical use of MDMA in the 
manner proposed can lead to dependence. With Psilocybin the Advisory Committee acknowledge that 
there is “low risk of addiction”. This low risk should be compared against the high risks of opioid 
dependence associated with a number of current pharmaceutical medications, many of which are in 
Schedule 8 of the Poisons Standard. 



 

  

 

 

hello@mindmedicineaustralia.org 
www.mindmedicineaustralia.org 

 

Level 1/10 Dorcas St 
Southbank Vic 3006 

Australia 

5. There are significant benefits to waiting for more clinical trial results 
 

Benefits to whom?  The current treatments paradigm is failing many people suffering from mental 
illness. This can cause unbearable suffering. The trials to date have shown very positive results with 
minimal adverse events. These medicines were extensively used before prohibition. Unbearable 
suffering can lead to people self-medicating or taking their own lives. Who actually benefits from 
delaying access to these treatments? 
 

6. It will take time to develop a Training Regime for Psychiatrists and Therapists 
 
There has been no attempt by the Delegate, government representatives or peak bodies to investigate 
the quality of Mind Medicine Australia’s training programme, our extensive use of recognised World 
experts in this field and the strong testimonials received from participating psychiatrists, doctors and 
psychologists. We have already trained 240 health practitioners including psychiatrists, psychologists, 
general practitioners, specialist physicians, counsellors, mental health nurses, social workers and 
psychotherapists. There seems to be no urgency or even planning in this area by the Delegate, the 
Advisory Committee, or relevant peak bodies despite the tragic and worsening mental health statistics 
in Australia and the failure of current treatments for so many people.  
 

7. The fact the States and Territories don’t have established mechanisms to give effect to the 
controls proposed in our applications 

 
The obvious response to this argument is for State and Territory Governments to show some urgency 
by establishing the required review mechanisms. This is exactly what the Provincial Government of 
Alberta in Canada and the State Government of Oregon in the United States have done. All State and 
Territory governments in Australia say that they have a major focus on reducing the incidence of 
mental illness and yet don’t appear to be doing any tangible forward planning in this area. 
 

8. There is a Risk of Diversion for Misuse in the Supply Chain 
 
In the Interim Decision the Delegate recognised that “the risk of diversion of the substances is low in 
a controlled setting” but then went on to say that “yet I remain of the view that there are significant 
risks of their diversion at other points of the supply chain”. This is difficult to understand given that 
there are far more dangerous substances in Schedule 8 of the Poisons Standard and these more 
dangerous substances use comparable supply chains. MDMA and Psilocybin are already readily 
available in Australia on the Black Market (and in the case of Psilocybin simply by picking certain 
mushrooms that grow in nature). The Australia Institute in Canberra (one of Australia’s most 
influential think tanks) made it clear in its submission to the TGA that diversion risk was low.  
 
The Delegate’s argument that the supply chain would “bypass the nationally implemented real-time 
prescription monitoring system, hence limiting oversight” ignores the fact that permits would have to 
be issued for supply of these medicines on a case by case basis, an authorised pharmacist will always 
have to be involved and that the obvious solution to this concern is to make the supply subject to the 
real-time monitoring system if this is required. If we start with the needs of the patient these types of 
issues are all manageable. 
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9. The current regulation of these substances for therapeutic use abroad is consistent with the 
controls associated with Schedule 9 of the Poisons Standard in Australia. 

 
This ignores the dual Federal/State nature of Australia’s health system where the Special Access 
Scheme in Australia is unworkable for these medicines whilst they remain in Schedule 9. Whist the 
TGA has already given multiple approvals for the use of these substances as part of therapy under its 
Special Access Scheme, there are no permit access procedures available for these medicines in any 
State or Territory of Australia whilst they remain in Schedule 9. This leads to the perverse outcome 
that a psychiatrist with TGA approval who used this medicinal therapy for a treatment resistant patient 
would be criminally liable under existing State/Territory recreational drug laws if the psychiatrist 
proceeded to conduct the treatment. 
 
Why is it that a number of overseas countries like Canada, the United States, Israel and Switzerland 
can develop a workable regulatory system but Australia cannot? 
 

10. Scheduling is not an appropriate mechanism for establishing clinical governance and in the 
case of Psilocybin rescheduling would bypass the processes for clinical trials. 

 
This is a remarkable statement in the context of a lack of action on the part of governments and peak 
bodies to develop “appropriate mechanisms”, the large number of trials completed to date which 
have established successful protocols, the slow nature of further trials which normally take 3-4 years, 
the worsening mental health crisis in Australia and the failure of current treatments to help a large 
number of sufferers (in some cases leading to suicide). Where is the sense of urgency or the indication 
of any plan to address the appalling lack of effective treatment options in Australia for so many 
people?  
 

11. Reliance on the Views of the Royal Australian and New Zealand College of Psychiatrists 
(RANZCP) and the Australian Psychological Society (APS) 
 

Both RANZCP and APS are membership-based organisations and neither represent the interests of 
patients suffering from mental illnesses. RANZCP has been notoriously slow in supporting new 
treatments, such as the use of medicinal cannabis and transcranial magnetic stimulation. Thousands 
of psychiatrists and psychologists support rescheduling and both RANZCP and APS represent members 
with a range of diverse views. A large number of their members consistently report to us and others 
that they urgently need access to treatments that will get more of their patients well and out of the 
system. 
 
The psychiatrists who wrote the RANZCP clinical memorandum, referred to by the Delegate, are not 
named in the RANZCP memorandum, there are no conflict declarations and there is no indication of 
whether the document was peer reviewed (and if so by whom) and put out for discussion amongst 
the RANZCP members. There is also no indication by RANZCP that they have any urgency in developing 
the guidelines that they refer to, despite the failure of current treatments for so many people. 
 
Most unregistered medicines in Schedule 8 of the Poisons Standard haven’t completed Phase 3 trials. 
Had they successfully completed Phase 3 trials they would be likely to have been registered on the 
Australian Register of Therapeutic Goods. This is exactly why the TGA has a Special Access Scheme to 
support the use of unregistered medicines.  



 

  

 

 

hello@mindmedicineaustralia.org 
www.mindmedicineaustralia.org 

 

Level 1/10 Dorcas St 
Southbank Vic 3006 

Australia 

Failure of the Current Mental Health System to Provide Effective Treatments for Many Sufferers 
 
The levels of mental illness in Australia, already at very high levels, have become much worse because 
of the Covid pandemic. At the same time, the current treatment paradigm remains ineffective for 
many sufferers and, in the case of pharmaceuticals, can lead to adverse side effects, abuse and long- 
term dependence. 
 
Before the Covid pandemic began in early 2020 it was estimated that I in 5 Australians suffered from 
mental illness, with 1 in 8 being on antidepressants (including 1 in 4 older people). For Australian 
Defence Force veterans and First Responders the incidence of mental illness and suicide is much worse 
than for the general population (with nearly 1 in 2 veterans having a mental disorder and 10% of First 
Responders and 1 in 3 Veterans suffering from severe psychological distress). Veterans have suicidal 
ideation at 10 times the rate of the general population and a First Responder commits suicide every 6 
weeks. 
 
These terrible statistics are made worse by the failure of the mental health system to provide effective 
treatments for so many people, with no substantive improvement in treatment outcomes and minimal 
treatment innovation in the last 50 years.  Specifically, only about 35% of Depression sufferers 
experience remission from current treatments and the primary treatment (an antidepressant) has low 
effect size and can cause nasty side effects, long term dependence and challenging withdrawal 
symptoms. With PTSD remission rates are estimated to be less than 10%.  


