
Public Consultation on the Proposed 
Amendments to the Poisons Standard 

Notice under subsections 42ZCZL of the Therapeutic 
Goods Regulations 1990 (the Regulations) 
The delegate of the Secretary to the Department of Health publishes herein all further valid 
public submissions made in response to the invitation for public submission on the proposed 
amendments to the Poisons Standard. These additional submissions were considered by the 
March 2016 meeting of the Advisory Committee on Medicines Scheduling (ACMS).  

In accordance with the requirements of subsection 42ZCZL of the Regulations these submissions 
have had their confidential information removed. 

Materials claimed to be commercial-in-confidence was considered against the guidelines for the 
use and release of confidential information set out the Chapter 6 of the Scheduling Policy 
Framework for Medicines and Chemicals (SPF, 2015), issued by the Australian Health Ministers’ 
Advisory Council. The SPF is accessible at https://www.tga.gov.au/publication/ahmac-
scheduling-policy-framework-medicines-and-chemicals. 
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FACULTY OF PAIN MEDICINE PROFESSIONAL DOCUMENTS 

POLICY - defined as 'a course of action adopted and pursued by the Faculty. These are 
matters coming within the authority and control of the Faculty. 

RECOMMENDATIONS - defined as 'advisable courses of action'. 

GUIDELINES - defined as 'a document offering advice'. These may be clinical (in which case 
they will eventually be evidence-based), or non-clinical. 

STATEMENTS - defined as 'a communication setting out information'. 



I agree with the proposed amendment surrounding Cannabis and cannabinoids, however I feel it does 
not go far enough. 

The Therapeutic Goods Administration needs to show some genuine leadership and go further in its 
proposed changes to Cannabis and cannabinoids scheduling. To claim that only cannabis produced for 
human therapeutic use should be classified as a Schedule 8, and all other cannabis remains a prohibited 
substance is ridiculous. Cannabis is not a highly complex combination of various chemicals. Its a plant 
which occurs naturally. At minimum the exception for cannabis remaining as a schedule 9 should be 
removed. The Therapeutic Goods Administration should represent the honest science behind cannabis, 
that being it is not harmful when consumed by adults, through medical or vaporized methods. 

It angers me that the Therapeutic Goods Administration has given credence to the ridiculous 
restrictions on this substance for so long. I am tired of watching people I care about not have access to 
the medicine they need. Cannabis has been heavily researched around the world, and its medicinal 
value for a wide range of health issues is well proven. 

access to medicinal cannabis in more advanced areas around the world. 
However w len I have to watch a- suffer from flares which could be mitigated, and 
not be able to manage the pain as they have been able too in the past. 
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18 February 2016 

Advisory Committee on Medicines Scheduling {ACMS) and 
Advisory Committee on Chemicals Scheduling {ACCS) 
Therapeutics Goods Administration 
Australian Government Dept of Health 

Dear Committee Members, 

RE: Proposed amendments to the Poisons Standard - ACMS and ACCS meeting, March 2016 

I write in strong support of the proposed amendments to the Poisons Standard, that will 

enable cannabis-based medicine to be rescheduled as an S8 medicine, when being used for a 

therapeutic purpose and approved through an appropriate governance process. You will be 

aware of significant interest, and a current research program being supported by NSW Health, 

in the use of cannabis-based medicine for cancer patients suffering toxicity from 

chemotherapy and terminal symptoms. 

Without the proposed amendments to the Poison standard, the administrative processes & 

paperwork required to use .. planned cannabis-based medicine both in the hospital 
environment and at home will be astronomical, given the almost impossible dosing and 

handling requirements for S9 drugs. This will have a significant detrimental effect on the 

feasibility of our trial, leading to reduced likelihood of generating high-quality evidence about 

the efficacy of cannabis-based medicine, a poor investment by NSW Health, reduced 

likelihood of availability of the drug in a regulated clinical environment if proven efficacious, 

and community disappointment. I have no doubt that similar impacts will occur for related 

trials and indications. 

Yours sincerely 



 RESPONSE TO TGA PROPOSAL TO RESCHEDULE CANNABIS AT S8 
  18th February 2016 

 
TGA proposed rescheduling changes 
 
Proposal to enable appropriate access to medicinal cannabis products by creating new Schedule 8 entries for 
the following substances for internal human therapeutic use: 
 
Cannabis (plant and flowering tops), Botanically derived extracts (or derivatives) of cannabis, and 
Tetrahydrocannabinols (THC) where they are botanically derived from cannabis. 
 
including when prepared or packed for therapeutic use, and where the substances: 
 
have been produced or manufactured in accordance with the Narcotic Drugs Act 1967; or 
 
have been imported in accordance with the Customs (Prohibited Imports) Regulations 1956. 
 
except when included elsewhere in Schedule 8 or Schedule 4. 
 

 Cannabis and THC would remain Schedule 9 substances. 
 

 Response 
 

In principle the  will support any legitimate rescheduling that allows greater public access to  
 Medical Cannabis. However, after a great deal of research and consideration, the  has concerns 
 about whether the TGA's proposed rescheduling will achieve that goal. 
 

 concerns are as follows 
 

• Development at S8 will be restrictive and costly. Medical Cannabis can be grown and prepared at low cost. 
The requirements of pharmaceutical development are costly and will result in extensive long term extra costs 
to patients, in compensation for this. 
 

• An S8 classification undermines the herbal nature of Medical Cannabis and the relatively straightforward 
production practices, which could be utilised. 

 
• It appears political alignment to suit the latest Federal developments and Medical Cannabis Bill is influencing 

the proposed rescheduling which is based more on political and pharmaceutical control of a natural herbal 
product rather than a legitimate rating based on the plants true medical capabilities. 

 
• An objective, impartial assessment of the Cannabis Plant used medically, based on overseas implementation 

and policies, would see Medical Cannabis more suitably listed under the Complimentary Medicines category. 
Any extracts or processed material listed under the ‘Complimentary Medicines Registered’ could include 
Genus Cannabis with Sativa, Indica and Ruderalis under the plants listing. 

 
• There has been no real attempt to delist THC from the poisons list based on toxicity testing. Other S8 listed 

drugs such as opiates are harmful even in small doses, however Cannabis has been assessed by other countries 
as having no history of related death or harmful toxicity. 

 
• The THC Molecule is often misrepresented as 'Psychotropic' and interpreted as Hallucinogenic when its 

psychoactive effect is essentially a Euphoriant. It is rare for people to hallucinate on cannabis and when used 
medicinally the benefits of the herbally prepared medications are well documented from individual use here in 
Australia and on a broader scale overseas. 

 
• An S8 listing could potentially be catastrophic for current patients who will not be able to source their medical 

whole plant preparations, open source strains and raw plant materials, or a wide variety of mixes.  



 
• An S8 listing would also restrict doctors from gaining knowledge and experience in relation to supporting their 

patients’ use of Medical Cannabis as part of their medical treatment plan. 
 

• The THC molecule is integral to effective cannabis treatments for Cancer, Chronic pain and a range of other 
disorders. It is analogous at the molecular level to Anandamide, which occurs naturally in the body. The 
cannabis plant itself doesn’t contain THC but instead it contains THC-A. THC only occurs when cannabis is 
heated; further, at appropriate levels of use is not harmful at all, but therapeutically beneficial. 

 
• A destabilising myth has emerged that the CBD not THC is the effective component of the cannabis plant for 

medical purposes. In many cases people are being promised Medical Cannabis treatments that 'wont affect 
them psychoactively'. Most people who have worked with Medical Cannabis for many years and with many 
patients, know it is the combination treatments that work, utilising differing mixes and various methods of 
absorption. 

 
• It is obvious the TGA is in a position to protect pharmaceutical interests and an S8 listing will do that, rather 

than addressing Medical Cannabis use in Australia as a developing whole plant health treatment. 
 

Given these 'listed concerns, it is impossible for to fully support the TGA’s proposed changes. 
 

 proposes a broad scale assessment of the current Medical Cannabis situation in Australia, meta-
analysis of Medical Cannabis developments including research and legislation worldwide, many of which are 
herbal based and patient focused. The implementation of 'appropriate' Australian specific guidelines that meet the 
needs of patients, naturopaths, doctors and specialists who are requesting and advocating for more effective and 
less toxic medical treatments. 
 
Many patients currently using Medical Cannabis are experiencing great benefits but the vagaries of inconsistent 
quality and supply is an issue which needs to be addressed. The use of Medical Cannabis needs to be legitimised 
and quality assured in the best interest of patients.  agrees entirely with legislative changes, which 
facilitate this. 
 
The TGA has not carried out feasibility studies in Australia, no statistical analysis of projected usage for identified 
medical conditions have been completed, no data collection relevant to the therapeutic needs of patients and their 
conditions, no overall assessment of the therapeutic benefits of Medical Cannabis and no structured plan of feasible 
implementation have been undertaken. 
 
While it is obvious that the TGA will go ahead with their proposed rescheduling regardless of current worldwide 
research and models of dispensing, and regardless of the concerns of the Australian community,  calls 
for a full-scale public inquiry and independent assessment of the current Medical Cannabis usage and needs. The 
notion of an 'appropriate' system of Medical Cannabis production and delivery is one that meets identified needs 
and the current proposal fails to recognise this.  
 

support a US style open market herbal based Medical Cannabis system. This model provides for the 
broadest range of options, products, business development opportunities and usage. The US model, which allows 
for some individual state based control has been successful for over 20 years. This model factors in personal grow 
rights, herbal production, medical research and corporate development. Many thousands of businesses are 
producing a variety of Medical Cannabis products to meet individual patient needs. 
 
If Australia engages in a misguided, restrictive Pharmacy only based approach, with tightly controlled production, 
the black-market production and illegal growing and self production currently occurring in Australia will dwarf any 
TGA approved delivery by hundreds of tonnes and; expose legitimate Medical Cannabis users to the risk of 
contamination of inferior products without the instigation of a practical and legitimate framework to regulate herbal 
dispensing. If patients are offered no choice but the use of pharmaceutically produced sub grade 'standardised' 
Medical Cannabis, split molecule treatments, low strength preparations, as being proposed by the TGA, and 
practitioners are not educated in the true benefits of cannabis as a medicine, people will be sold a TGA approved 
treatments of limited therapeutic effect, putting their lives at risk.  
 

 recommends the TGA consider our concerns, recognising our knowledge and experience in this 
matter and reconsider the proposed rescheduling changes in favour of a more appropriate best practice Australian 
model of herbal dispensing and patient focused delivery. 
 



16 February 2016 

 

Advisory Committee on Medicines Scheduling  

Therapeutic Goods Administration 

PO Box 100, 

Woden, ACT 2606 

medicines.scheduling@tga.gov.au 

 

Re: Proposed amendments to the Poisons Standard – ACMS and ACCS meeting 

March 2016 Consultation 

Dear Sir/Madam, 

Thank you for the opportunity to respond to the TGA’s proposed amendments to the 

Poisons Standard. 
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Executive summary 

1. We fully support the amendment to create new Schedule 8 entries for: 

a. Cannabis (plant and flowering tops); 

b. Botanically derived extracts (or derivatives) of cannabis; and 

c. Tetrahydrocannabinols (THC) where they are botanically derived from 

cannabis. 

2. We support only restricting access to these substances via a uniform National 

scheme where possible, such as: 

a. clinical trials conducted under the TG Act (ie clinical trial notification or 

clinical trial exemption); and 

b. the Special Access Scheme and Authorised Prescriber Scheme 

We do not support the establishment of different state access regimes that may 

result in adverse patient behaviour and an unnecessary additional layer of 

authorisation.  

1. New Schedule 8 entries  

We support the inclusion of cannabis (plant and flowering tops) and botanically derived 

extracts (or derivatives) of cannabis in Schedule 8 for the following reasons: 

a. These products can be cultivated and manufactured in manner that 

ensures a consistent high quality medical product; 

b. The suite of chemical compounds in the cannabis plant may have a greater 

therapeutic advantage that any principal ingredient alone; and 

c. Potentially greater affordability for patients. 

International clinical studies and the use of dried, as well as whole plant derived 

extracts, in other jurisdictions such as Canada and the Netherlands, have shown that 

these products are an important inclusion in the range of products that a medical 

practitioner may consider in treating their patients. 

These products can be clonally cultivated and manufactured in accordance with Good 

Manufacturing Practices as shown in Canada and the Netherlands where consistent high 
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quality herbal product is produced. The Dutch licensed grower Bedrocan, and the 27 

producers licensed under Health Canada’s Marihuana for Medical Purposes Regulations 

regime provide examples of producing medical products under these type of processes.  

 

Cannabis, and its whole plant derived extracts, contain over 80 different 

phytocannabinoids along with many other molecules such as terpenes and flavonoids.  

These phytocannabinoids mimic endocannabinoids by binding to the cannabinoid 

receptors in the body.  This interaction allows for the majority of cannabis’ therapeutic 

benefits.  The body releases other chemicals at the same time as endocannabinoids, 

creating a stronger effect than that achieved with endocannabinoids alone. Many 

researchers think there is an equivalent entourage effect for phytocannabinoids.  Studies 

have indicated that the synergy between the various cannabinoids and terpenes in 

cannabis produces a greater effect than any single cannabinoid on its own.1    

Although clinical efficacy of a product is of primary importance, affordability is also an 

important factor for Australian patient access.  The more refined the product the greater 

the cost.   Extracting out single cannabinoids and formulating, or manufacturing 

synthetic cannabinoids, is a more extensive process that the production of whole plant 

extracts.  Studies have shown the importance of affordability in instances where 

cannabinoid medicines may be used as a substitute, or to supplement and reduce the use 

of, subsidised opitate prescription medications.  Patients in the USA and Canada are 

using cannabis as a substitute for opiates analgesics due to fewer side effects, better 

symptom management, lower risk of dependence and no possibility of fatal overdose. 

The major barrier to substitution however was found to be affordability.2   

2. Additional controls on access 

We submit that a Commonwealth scheme where possible, be implemented and would 

suggest that the following existing TGA schemes for unapproved products are 

appropriate: 

                                                        
1 Owens B. Drug development: The treasure chest.  Nature 525, S6–S8, 23 September 2015 
http://www.nature.com/nature/journal/v525/n7570 supp/full/525S6a.html  
Russo EB. Taming THC: potential cannabis synergy and phytocannabinoid – terpenoid entourage effects.  
British Journal of Pharmacology 163(7): 1344-1364, 2011. 
2 P 
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a. clinical trials conducted under the TG Act (ie clinical trial notification or 

clinical trial exemption); and 

b. the Special Access Scheme and Authorised Prescriber Scheme 

Given the majority of cannabinoid medications will not be on the Australian Register of 

Therapeutic Goods (ARTG) these access schemes will already need to be employed by 

patients and prescribers. 

The reasons why many cannabinoids medicines will not be on the ARTG are varied.  The 

key reason being the difficulty in gaining patent protection in relation to cannabis-

derived products.  The economics of registration are such that companies need some 

patent protection to recoup costs over a period of time.  Additionally the relatively small 

pharmaceuticals market in Australia is another factor on why companies are unlikely to 

invest significantly in getting new cannabinoid medications listed through the TGA. 

The established TGA schemes for unapproved products, such as the Authorised 

Prescribers Scheme, provides the necessary checks and balances to ensure patient safety 

and utilises appropriate decision makers, namely: 

a. the prescribing medical practitioner – no-one is more appropriate for 

determining what is best for their individual patients and the disease or 

symptom to be treated; 

b. relevant ethics committees or specialist colleges, to assess the safety of the 

product and the suitability of the medical practitioner to prescribe; and 

c. an impartial third party, ie the TGA, to assess the hierarchy of evidence in 

respect to the efficacy and safety of the product, the patient’s condition and 

the requesting medical practitioner’s qualifications. 

It is essential that evidence can be provided in respect to the efficacy and safety of any 

unapproved cannabinoid medicines and logical reasoning on why these medicines 

should be used.   

Given the nature of these medicines, there are however some qualifications in the 

implementation of the established TGA schemes.   

The identification of ‘product’ will need to be clarified to be a cannabinoid medicine of a 

particular chemical composition.  Whether it is dried herbal product or a botanically 
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derived extract there must be a form of standardisation that ensures a claim of efficacy 

made for a particular product, or reference to a product approved overseas, is of the 

same chemical composition.  As noted previously, cannabis, and its whole plant derived 

products, may include over 80 different cannabinoids.  These cannabinoids may have 

different effects on the human endocannabinoid system and these therapeutic effects 

can vary based upon the ratio of these cannabinoids in the product.  Arguably other 

chemicals contained in the cannabis plant, such as terpenes, may also play a therapeutic 

role.3  Canadian producers include the content of two main cannabinoids delta-9-

tetrahydrocannabinol (THC) and cannabidiol (CBD) on the labelling their cannabinoid 

medicines.  Bedrocan Netherlands provides details of the content of three cannabinoids 

THC, CBD, and Cannabinol (CBN).   To fully identify a ‘product’ a greater analysis of the 

chemical composition of the cannabinoid medicine may be required. 

Any product that is produced in Australia that is to be assessed under the Authorised 

Prescribers Scheme or Special Access Scheme, should have analytical evidence that it is 

of the same chemical composition to a product used in clinical studies, or is approved for 

use overseas, if these criteria are to be provided as supporting evidence for 

authorisation. 

Additionally, consideration by the TGA of other approved products that include the same 

active ingredients in the same therapeutic class should include comparison of the suite 

of chemicals contained and not just the cannabinoids THC and CBD.  For example, a 

whole plant extract from a particular cannabis strain may perform very differently to an 

approved product, such as the plant extract , even though both may contain an 

equal ratio of THC and CBD.   This should not rule out the use of that particular whole 

plant extract if evidence can be provided on why use of that particular extract product 

may be preferable to the approved product.   

Individual state authorisation 

We submit that an additional layer of state/territory based authorisation to the existing 

TGA access schemes for unapproved products is not required for the protection of 

Australian patients. 

                                                        
3 Russo EB. Taming THC: potential cannabis synergy and phytocannabinoid – terpenoid entourage effects.  
British Journal of Pharmacology 163(7): 1344-1364, 2011. 
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In the United States, there is legal inconsistency between state laws in respect to the 

ability of patients to access cannabinoid medicines.     

Research has been undertaken into the effects of the United States’ variability in 

regulatory frameworks in the 23 states that permit medical cannabis use, on patient 

behaviour.4  It was shown that discrepancies in pricing and availability of medicines 

resulted in patients crossing borders to access medicines.   

Ideally there should be only one Commonwealth access scheme so that there is 

consistency across all states and territories. 

Thank you once again for this opportunity to comment. 

 

Yours sincerely 

4 Executive Summary, The State of the Legal Marijuana Markets, 4th ed, ArcView Market Research and New 
Frontier, February 2016. 



Committee Secretary 

Advisory Committee on Medicines Scheduling 

PROPOSED AMENDMENTS TO THE PO/SINS STANDAD: Cannabis and cannabinoids 

Background 

The severity and frequency of seizure activity varies widely in people living with epilepsy. 
Approximately sixty five to seventy percent of people diagnosed with epilepsy have their seizures 
well controlled on the first or second anti-epileptic medication they try. The remaining thirty to 
thirty five percent, unfortunately, continue to experience seizure activity despite trying numerous 
combinations of currently available anti epileptic medications. They are considered to have 
intractable or medication resistant epilepsy. Of this group, some are diagnosed with call:astrophic 
types of epilepsy, where they suffer recurrent severe and damaging seizures on a daily basis. This is a 
devastating fact of life for many families in Australia where tragically death, before the child reaches 
adulthood, could be the outcome. 

However new hope has been given to these families from the positive results of early research and 
clinical case studies of potential treatment options that can significantly reduce the severity and 

. . . . . . - . ese treatments are derivatives of the cannabis plant. 

understands the legal issues in Australia: that cannabis cultivation and use 
is not legal in any Australian jurisdictions for any purpose, even though the international drug 
treaties to which we are party permit the medical and scientific use of drugs whose recreational use 
is prohibited. 

We understand from social media and other sources that a number of consumers (pareints) in 
Australia are gaining access to cannabis derivatives to treat seizures in the form of tinctures and oils. 
Given the catastrophic and debilitating nature of their children's epilepsy conditions it is not difficult 
to understand their desperation. These parents report immense improvement in the severity and 
frequency of their children's seizures and overall quality of life. Concern has been expressed that 
these consumers are using home-grown and black market cannabis of uncertain medicinal quality, 
and that these desperate parents are also breaking Australian laws. 

upports any activity that expedites the provision of access to a legal source 
of cannabis based products for research and medicinal use whilst protecting individuals involved in 
the cultivation, manufacture, distribution, prescription, supply and administration of these product 
from prosecution and threat by government authorities to remove children from the care of their 
families. 



Focus of this submission 

In essence supports 

• the down-regulation of Cannabis for medicinal purposes and it's derivates out of a Schedule 
9 category 

• Schedule 8 category for: Cannabis plant and flowering tops with high tetrahydrocannabinols 
(THC) and low cannabinol (CBD) ratios; synthetic THC; and pure botanical extracts ofTHC 

• Schedule 4 category for: Cannabis plant and flowering tops with low THC/ high CBD; 
synthetic cannabinoids; pure botanical ext racts of cannabinoids; and THCa the non 
psychotropic form of THC. 

• That access to bespoke compounded botanica l cannabis products are not blocked nor 
de layed by the TGA due to a lack of listing within a particular schedule as scientific advances 
are made in the future, t hat this issue is addressed whilst considering the rescheduling of 
cannabis and its derivatives. 

Summary 

strongly supports the proposed reschedul ing of cannabis and its derivatives 
offering hope to hundreds of families living with the everyday reality of intractable and catastrophic 
epilepsies. For many of our families time is of the essence, with children fai ling to progress or 
regression of their cognitive function and skills the longer they wait to legally access medicinal 
cannabis products to manage their child's seizures. 

We welcome the establishment of a national framework for the regulation of medicinal cannabis 
and look forward to contributing to the ongoing development of the underlying policies, procedures 
and educational materials relevant to our consumer base. 



18 February 2016 

By Email: medicines.scheduling@tga.gov.au 

Medicines Scheduling Secretariat 
Therapeutic Goods Administration 
PO Box 100 
Woden ACT 2606 

Dear Sir/Madam 

Proposed amendments to the Poisons Standard 

- in relation to the proposal (Proposal) set out in the "Proposed amendments to the Poisons 
Standard -ACMS and ACCS meeting, March 2016" to create new entries in Schedule 8 of the Poisons 
Standard (SUSMP) for cannabis and botanically-derived extracts (or derivatives) of cannabis. including 
tetrahydrocannabinol (THC). 

The Proposal stipulates that. unless they have been imported pursuant to the Customs (ProMbited 
Imports) Regulations 1956 (Cth) (CPIR). the specified substances should be produced or manufactured 
in accordance with the Narcotics Drugs Act 1967 (NOA) and, in this regard, contemplates the 
amendment of the NOA by the passing of the Narcotics Drugs Amendment Bi/12016 (Cth) (ND Bill),1 

which provides for a national scheme for the cultivation of medicinal cannabis and the production of 
medicinal cannabis products. 



Accordingly, - an interested party in the Proposal and, on this basis, would appreciate the 
opportunity to participate in any further dialogue regarding the specific scheduling options or the 
implementation of the regulatory framework that will underpin the legislative changes. 

In relation to the Proposal specifically, - makes the following submissions for consideration by the 
medicines delegate (Delegate). 

Submissions in response to the Proposal 

~otes that if the ND Bill is passed substantially in its current form, new entries in the SUSMP for 
cannabis, and botanically-derived extracts or derivatives (including THC) of cannabis, will be r~ 
enable the supply of medicinal cannabis products pursuant to licences issued under the NDA.-­
also understands that the Proposal to include these substances in Schedule 8 is on the basis that some 
of the substances present in cannabis (such as THC) possess psychotropic properties. 

However, althoug~ccepts that access to cannabis and its botanically-derived extracts should 
not be unfettered, it is lmv'iew that the scheduling of these substances ought not be subject to 
unnecessary restrictions on supply. 

With this in mind, if the substan~ be listed in Appendix D of the SUSMP and subject to 
additional restrictions on supply.-mconsiders that it would be appropriate to list the substances in 
Item 1 of Appendix D, such that they are "available only from or on the prescription or order of an 
authorised medical practitioner". This accords with the first option in the Proposal and is consistent with 
the current listing of nabiximols in Item 1 of Appendix D. 

In relation to determini~er or not other restrictions ought to apply to the supply of products 
derived from cannabis.~ubmits that the various access schemes permitted under the 
Therapeutic Goods Act 1989 (Cth) (Act) and the Therapeutic Goods Regulations 1990 (Cth) 
(Regulations) will sufficiently restrict the supply of medicines to those that are either registered in the 
Australian Register of Therapeutic Goods, or are supplied through one of the alternative access 
schemes provided for under sections 18 and 19 of the Act, and regulation 12 and Schedule 5 and SA of 
the Regulations. 

Further to the above,- believes that option three, which proposes the creation of a special entry in 
Appendix D of the SUSMP for "Poisons available only from or on the order of a specialist physician", 
would be unduly restrictive. In particular, given that medicinal cannabis has a range of therapeutic uses 
for a number of serious medical conditions, it would not be appropriate to restrict the use of medicinal 
cannabis products to particular types of "specialist physicians". 



Conclusion 

- welcomes the Proposal as a means of facilitating the supply of medicinal cannabis products in 
conjunction with the national regulatory scheme contemplated by the ND Bill. 

However ~dering the options outlined in the Proposal to restrict the supply of medicinal cannabis 
products,--.irges the Delegate to be mindful that the scheduling of cannabis and its botanically­
derived extracts and derivatives (including THC)'should not impose unnecessary restrictions on access 
to those substances. 

Please do not hesitate to contact the undersigned if you have any questions regarding the above. 



SUBMISSION TO  
THERAPEUTIC GOODS ADMINISTRATION 

CONSULTATION ON AMENDMENTS TO THE 
POISONS STANDARD 

FEBRUARY 2016  

The Australian Government has expressed concern about Australia’s increasing 
healthcare burden.  This financial burden will increase significantly with inevitable 
population growth.  is also aware that in Australia like in most 
developed nations addiction to pharmaceutical drugs is a common and 
increasing problem.  
 
There is also increasing public understanding that in the past pharmaceuticals 
have been approved and released into the public arena without sufficient 
knowledge about the long term impacts of those pharmaceuticals and without an 
understanding of the impacts of the drugs in combination with other 
pharmaceuticals. This has led to major problems in most developed countries 
related to high levels of poly-drug addition.  
 
Cannabis is an ancient medicinal plant, revered in many cultures for its 
therapeutic benefits and highly regarded by those doctors who are familiar with 
its uses because of its relative safety as a medication. Unlike very many of the 
pharmaceutical drugs that are currently approved for administration, there is no 
history of death from cannabis medications. That is not the case for synthetic 
cannabis. 
 
Therefore  supports the rescheduling of Cannabis from Schedule 9 to 
Schedule 8 and the development of an ethical regulated medicinal Cannabis 
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Lettuce 
Lactuca 

Nutmeg 

Amanita Mushroom 
amanita muscaria 

Readily available as a 
garden flower and in 
nurseries 

Readily available in 
supermarkets and in 
vegetable gardens 

Readily available in 
supermarkets and most 
home kitchens 

Weed of national 
significance -
widespread throughout 
south-eastern Australia 

Widespread throughout 
south:..eastern Australia, 
generally foUfld under 
pine trees. 

Jllegal - currently 
schedule 9 (prohibited). 

Why~ 
Should be readily 
available for medicinal 
use. 

Smoking can result in 
euphoria, confusion, 
sedation, etc - contains 
a dangerous chemical 
in the cyanide family. 

Varying amounts 
(depending on cultivar) 
of 'lettuce opium' -
lactucarin. Mild 
sedative and eases 
pain. 

Mind altering and 
hallucinogenic effects -
dangerous toxicity and 
overdosing requiring 
hospitalisation reported. 

Able to cause stupor, 
euphoria, stimulation 
and excitation - can 
have dangerous effects 
on the heart. 

Euphoria, sedation, 
delirium, p,sychedelic -
poisonous, can cause 
seizures. 

Can cause a feeling of 
wellbeing, relaxation, 
increased appetite, 
euphoria, altered 
con~cious perception -
has well-Known healing 
properties. 

References: Schifano, Orsolini, Corkery, et al (2015) Novel Psychoactive Substances of Interest for Psychiatry, World Psychiatry, Feb 2015; 
M J Superweed, (1970), Hert:>al Highs: a guide to natural & legal narcotics, psychedelics & stimulants, Stone Kingdom Syndicate 1970, 

Ehrenpreis, DesLauriers, Lank, Armstrong, Leikin (2014), Nutmeg Poisonings: a retrospective review of 10 years experience from the Illinois Poison 
Centre, 2001-2011, J Med Toxicol, June 2014.; www.druqs-forum.com (February 2016) 
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