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1. RESET! Short version 

Every day 275,000 Australians break the law to illegally access medical cannabis. As many as one 
million Australians do so every year (source AMA). Clearly if a legal medication worked they would use 
that and not risk breaking the law. With public support for medical cannabis standing at 91% (Roy 

Morgan), it is hard to understand why the Government is being so intransigent. 

Medical cannabis was banned at the start of the pharmaceutical age because, as a natural 

substance, it cannot be patented. When our own Prime Minister has investments in big pharma and 

Lucy Turnbull chairs a pharmaceutical company with products directly competing with cannabis their 

intransigence suddenly makes sense. 

The recent discovery of a human endocannabinoid system perfectly matched to the cannabis plant 

has re-ignited the debate on medical cannabis. The cannabis plant contains cannabinoids that are 

normally made by the human body – yes our bodies make cannabinoids! A normal body can make 

enough and does not need an external source. Someone who has suffered a trauma, major illness or 

has a weak endocannabinoid system can’t make enough of their own, and so will benefit from 

cannabinoids from an external source, such as cannabis. Cannabinoids are also found in other plants 

such as turmeric & black pepper.  

So for the first time we have the scientific understanding of the way in which cannabis heals the 

body – it is not a drug, in that it does no work directly on the illness - rather it is a complementary 

medicine that helps the body’s own healing process.  

The Government has had their hand forced by the weight of public opinion, the success of legal 

cannabis overseas and a recent ruling by the United Nations that CBD should not be regulated. The 

Government’s response was to pretend to legalise medical cannabis. They introduced amendments 

that did indeed provide the legislative framework for legalisation. However they then brought in 

regulations that are so complicated & labour intensive that only a few hundred people have been 

able to get approval. Many who have put in strong applications have been denied, so there is 

something else going on within the authorising agencies other than just bureaucracy. 

RESET! works with the existing system, making changes to the regulations to make medical cannabis 

more accessible.  

We support local growers using best practice to produce raw plant, which is then turned into 

medicine using the UN’s own best practice manufacturing (called GMP). From there we use the new 

Fast Track Approval System to get product into chemists quickly, while being registered on the ARTG 

(Australian Register of Pharmaceutical Goods) so it can be prescribed by doctors via the 

Pharmaceutical Benefits Scheme (PBS) to anyone with a medical need. The arbiter of that medical 

need is of course their doctor, not a bureaucrat in Canberra. 

The Office of Drug Control and the TGA have already produced regulations to cover growing, 

processing, manufacture, packaging and licensing. Most of those are workable, a small number 

reflect a lack of understanding of the subject matter and have been re-worded for clarity more than 

anything else. 

AT all times RESET! stays within the requirements of the United Nations Convention on Narcotic 

Drugs. As long as we are in the UN we do not have any other choice. Mind you we can fix that! 

http://www.resetcampaign.org/
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2. Introduction 

Here is a summary of RESET! 

RESET! opens with a series of statements that in a meeting would be called “move the balance”, 

listing which regulations are not going to be changed, for clarity. Then: 

1. Reschedule cannabis from Schedule 8 to Schedule 4 (Prescription only medication) and add an 

additional listing under Schedule 3 to permit non-internal use for skin creams and pet 

medications. This is a simple explanation, see Scheduling for more information. 

2. Create an expert subcommittee in the existing TGA committee system to advise the Secretary on 

the merit of each medical cannabis application & help with workload; 

3. Add Israel to the list of Approved Countries to take existing data from, as they lead the world in 

medical cannabis research and are currently excluded; 

4. Introduce procedural fairness into the ODC rules, especially in respect of the personal 

information being requested for licensees (they want 50+ years of applicant personal history); 

5. Changing the wording of bond to actually mean bond and not a fee; 

6. Change the 10J requirement that every plant must be sold before it is grown, by adding an 

additional contingency for spoilage that can be traded between license holders to maintain 

continuity and quality of supply; 

7. Explicitly state a license is for 3 years unless surrendered or revoked; 

8. Toned down some aspects of the security requirements that were not workable; 

9. Specified the forms of medical cannabis allowed as: 

1.  pill and capsule 

2.  oil 

3.  liquid for vaporization or nebulization  

4.  topical forms for skin conditions 

5.  blended green plant (aka smoothie) sold similarly to Nudie juices 

6. Dried or fresh unprocessed green leaf is not included. This will be controversial and I explain 

the reasons later in this document. 

10. Inclusion of medical cannabis products on the ARTG so Doctors can prescribe and also listing 

those medications on the PBS so they can be subsidised. 

11. Clearer rules on growing, insuring, transporting and destroying unsold or damaged cannabis. 

These do not change the ODC rules, they just take out the guessing game about what will and 

will not bring a large fine. 

http://www.resetcampaign.org/
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3. Cannabis Regulatory Framework (cultivation-production) 

A. Therapeutic Goods Act 1989  

This regulates the production, packaging, sale, advertising and recall of prescription 

medication and homeopathic (sometimes called Complementary) medicines. The TGA 

acts in accordance with this legislation and the regulations issued from that legislation. 

The Therapeutic Goods Act does not mention cannabis. They deal only with medications, 

so assume responsibility at the processing into medicine stage. They will probably object 

to the notion of Medical Cannabis being homeopathic, but I do not expect them to object 

to RESET! because of the very strong safeguards we are putting in place, including 

prescriptions and tight medical supervision. 

B. Narcotics Drugs Act 1967  

This regulates the importing, cultivation and production of Cannabis. This legislation is 

Australia’s implementation of the United Nations Convention on Narcotics Drugs, with 

some local input.  

The amendments that were passed to this act in 2016 were announced by the 

Government as legalising Medical Cannabis, however they have the reverse effect. They 

tightened up the regulations and made a legal cannabis industry harder not easier. 

There are 2 areas where something is going to have to give: 

 Section 10J states that every cannabis plant must be sold before it is even 

planted, and also any product processed must be presold before processing 

starts. 

 Regulations on site security which are above that required for the production of 

opium poppy in Tasmania. 

 

The next section goes into this in more detail. 

Note also that the legislation creates 4 different types of cannabis “business”: 

 Cultivation only; 

 Processing only taking the harvested plant & turning it into a “resin” or 

concentrate as a base input into the manufacturing process; 

 Manufacturing – taking the resin and turning it into a medicine; 

 Transport – delivery of cannabis between each stage and then to Pharmacists, 

hospitals and other authorised dispensaries. 

 

This becomes relevant to later discussion. 

http://www.resetcampaign.org/
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C. The Health Products Regulation Group (HPRG)  

Part of the Australian Government Department of Health.  This overseas the Therapeutic 

Goods Administration and also the Office of Drug Control: 

i) Therapeutic Goods Administration (TGA) 

Run by Deputy Secretary, Adjunct Professor John Skerritt. The TGA regulates the supply, 

import, export, manufacturing and advertising of therapeutic goods. The TGA 

administers the Act to ensure that medicines and medical devices are evaluated and 

regulated before they reach the market, and monitored once they are in use. 

Therapeutic goods must be assessed by the TGA and entered in the Australian Register 

of Therapeutic Goods (ARTG) before they can be sold in Australia. 

Higher risk medicines (including all prescription medicines) must be assessed by the TGA 

for quality, safety and effectiveness before they can be registered... Lower risk 

medicines such as …herbal complementary medicines can be listed on the Register if the 

applicant certifies that claims about the effectiveness of the product are accurate, the 

medicine contains only approved ingredients, and relevant quality, labelling, packaging 

and manufacturing standards have been followed.  

The TGA also has a role in monitoring therapeutic goods after they have been approved 

and are on the market. Depending on the type of good and the degree of risk involved, 

post-market monitoring activities may include risk management plans, collecting reports 

of adverse events and reactions, reviewing worldwide complaints data, auditing 

manufacturers and environmental scanning for safety issues.  

ii) Office of Drug Control (ODC) 

Run by Assistant Secretary Bill Turner, who is a veterinarian and career autocrat. 

Regulates and provides advice on the import, export and manufacture of controlled 

drugs to support Australia's obligations under the Narcotic Drugs Conventions. The ODC 

is responsible for ensuring the Australian public have access to essential medications 

while supporting government drug policy on harm minimisation. This includes 

administering licenses for access to controlled drugs and implementing the regulatory 

framework pertaining to the cultivation and manufacture of medicinal cannabis. 

The very first line of the Narcotics Drugs Convention states: 

“The Parties, Concerned with the health and welfare of mankind, Recognizing that the medical use of narcotic 

drugs continues to be indispensable for the relief of pain and suffering and that adequate provision must be 

made to ensure the availability of narcotic drugs for such purposes.” 

The United Nations has made the Charter about medical provision of cannabis, however 

Mr Turner has made it all about the prohibition of cannabis. When you consider his words 

that are on public record: 

https://www.youtube.com/watch?v=DIwnkEiXeoA 

It is clear that the Mr Turner has taken it upon himself to prevent widespread medical 

cannabis from ever being legalised in Australia by creating a regulatory framework that 

has that outcome.

http://www.resetcampaign.org/
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D. WHO: Guide for Good Manufacturing Process for Medicines (GMP) 

Despite the name “guide” this is a set of regulations, part of an international agreement 

sponsored by the United Nations World Health Organisation, Secretariat of the 

Pharmaceutical Inspection Convention. It consists of about 500 pages of regulations on 

the best way to manufacture medicines, including homeopathics. The TGA requires 

adherence to this standard. There are 5 parts, so here is the link to download from our 

site on this link. 

We are stuck with this standard, the good news is that it is achievable, albeit expensive 

and tedious, best suited to large pharmaceutical companies and completely discouraging 

new small companies from entering the space. What a surprise. I did not really 

comprehend until I started researching RESET! just how much of everything the UN does 

promotes large multinationals interests and crushes local business competition.  

E. Fit and Proper Person Guidance 

The Federal Office of Drug Control has produced a set of guidelines to determine who is 

a fit and proper person to participate in the medical cannabis industry. We do not 

propose to amend those. The document is on our site here. 

F. Guidelines on Record Keeping 

Guidance is the word you use when your regulations are written more generally. It is still 

regulation, you still have to follow what is written or else. The ODC are once again 

demanding a standard of compliance designed to discourage participation however there 

is no immediate need to change these. Regulations available on our site 

G. Guidelines on Security 

This is a list of everything they could possibly think of to make running a medical 

cannabis facility unworkable, including regulations that do not even apply to Tasmania's 

Opioid industry, which is dealing with a far more dangerous product. The guidelines are 

generally written to allow business room to make inadvertent errors for which they can 

be persecuted while giving the ODC wiggle room to avoid any responsibility if something 

bad happens.  

RESET! adds some clarity to the transport section of these regulations to facilitate the 

inter-licensee trade in cannabis that will be necessary for the effective operation of the 

industry.  

H. Therapeutic Goods Regulations 1990 

These are the current regulations that control the application, admin and use for new 

pharmaceuticals. Current regulations here 

These regulations also make use of this new way of creating a regulation, by simply 

allowing for it to be added to the Government’s website (TGA in this case). I am not sure 

how one goes about changing a rule that was created by a website, so I have added 

changes to the RESET! document and will leave it to the Parliamentary Office to sort out. 

Changes are explained in Section 7 on page 26 “Changes to regulations” 

http://www.resetcampaign.org/
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I. Narcotics Drugs Regulations 2016 

This is the first issue of regulations authored by the Office of Drug Control to cover the 

cultivation and processing of medical cannabis. Once the drug is processed the ODC 

hands off responsibility to the Therapeutic Goods Administration to control 

manufacturing, packaging, advertising, transport and prescribing. 

This is why this phantom class of business called processor has been created. The ODC 

needed to cover any processing of the plant before delivery to the manufacturer. The 

ODC and the TGA could of course have worked together on a joint set of rules, but I 

guess bureaucrats and their empires… 

The regulations have been written to make things as hard as possible for the industry, 

even at the expense of common sense. Please see section 6 for more. 

Current regulations are here. 

J. The Role of the UN Single Convention on Narcotic Drugs 

This is not the problem some think it is. This is the very first line in the Convention: 

“The Parties, Concerned with the health and welfare of mankind, Recognizing that the medical use of narcotic 

drugs continues to be indispensable for the relief of pain and suffering and that adequate provision must be 

made to ensure the availability of narcotic drugs for such purposes.” And at  Section 28 we have: “The Parties 

shall adopt such measures as may be necessary to prevent the misuse of, and illicit traffic in, the leaves of the 

cannabis plant.” 

Taken together it is clear that the parties to the treaty were not talking about properly 

regulated medical cannabis but rather drugs of addiction - marijuana and. This was a 

surprise to me when I read the Convention. 

This is why just about every other country in the world has legalised medical cannabis - 

there is nothing in the Convention to stop that and nothing to justify the actions of the 

Office of Drug Control (ODC).  

The question has to be asked, what is the ODC’s game? 

Bureaucratic laziness is one reason. Article 21 deals with limiting the amount of cannabis 

in circulation to just the amount required for medical use & export, and further that the 

Government must be able to account for where all that cannabis is. 

“1. The total of the quantities of each drug manufactured and imported by any country or territory in any one 

year shall not exceed the sum of the following: a) The quantity consumed, within the limit of the relevant 

estimate, for medical and scientific purposes and the quantity exported…” 

By making everyone in the supply chain project production & then get a license for just 

that amount we are in compliance. How easy for the bureaucrats! The problem is you 

cannot run a commercial operation like that, and there are many different ways to be in 

compliance without such an onerous system. We propose adding a contingency 

allowance as explained in Section 6, which can be done without legislation. Moving 

forward putting a fairer and more workable system into legislation would be considered a 

priority. 

Nothing in RESET! puts us in breach of the Convention. 

http://www.resetcampaign.org/
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K. Regulations issued to control Medical Cannabis - cultivation  

 
A cultivator will need to hold either a medicinal cannabis licence or a cannabis research 

licence granted by the Office of Drug Control to cultivate cannabis for medicinal or 

research purposes.  

 

A medicinal cannabis licence authorises either cultivation (the cultivation of cannabis 

plants) or production (the separation of cannabis and cannabis resin), or both. 

There is no restriction on the number of licences that can be granted; however, under 

international conventions, the overall quantities produced must not exceed domestic 

requirements. Therefore, the number of cultivators that will be licensed to grow and 

supply cannabis to licensed manufacturers will depend on the demand from prescribers 

and the patient groups they treat. 

ODC will not be able to grant a medicinal cannabis licence unless it is satisfied that the 

cultivation and production of cannabis is for supply either to a person licensed to produce 

cannabis or a person licensed to manufacture medicinal cannabis products. In practice, 

this may mean the applicant demonstrating that they are known to the 

producer/manufacturer and that producer/manufacturer is willing to enter into contracts 

for the supply of cannabis raw material. 

When applying for a permit, a licensee will need to have, and submit to ODC, a contract 

with the producer/manufacturer that satisfies any requirements set out in the 

regulations. 

Mixed use crops (i.e. separating cannabis from the plant for medicinal/research purposes 

and using the remainder for industrial purposes) are not permitted under both Australian 

domestic legislation and international drug conventions.  Therefore, cannabis grown for 

medicinal purposes will need to be grown and used solely for that purpose. A person 

may hold a medicinal cannabis licence from ODC and an industrial hemp licence from the 

relevant state/territory, but will have to maintain strict separation between the two crops 

and comply with the applicable security requirements. Regular site inspections will be 

undertaken to ensure compliance. 

A cannabis research licence authorises the cultivation and/or production of cannabis for 

research related to the medicinal use of cannabis. In order to obtain a cannabis research 

licence, an applicant will need to explain the purpose of the research and how it relates 

to medicinal cannabis and/or medicinal cannabis products. See the forms and guidance 

section of the website for further guidance on research activities. 

A cultivator may cultivate for both medicinal purposes and related research purposes, 

but they will need to hold licences and appropriate permits for each. 

http://www.resetcampaign.org/
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L. Regulations issued to control Medical Cannabis – manufacture 

A person may apply for a licence to manufacture narcotic drugs involving cannabis under 

the Narcotic Drugs Act 1967 (ND Act). You must hold both a ND Act licence and a permit 

before manufacture can occur. 

Applications to manufacture medicinal cannabis products are now being accepted. The 

relevant forms and guidance materials are available on the manufacturers section of the 

website. 

Medicinal cannabis products must be manufactured to Good Manufacturing 

Practice (GMP). 

Information on this link is quite an extravaganza. It is part of a standardised 

international set of standards. 

While it is not a prerequisite to hold a GMP licence before applying for a Commonwealth 

manufacturing licence, you must provide evidence that you hold a GMP licence when 

applying for a permit to manufacture. 

Supply of medicinal cannabis products is limited to clinical trials, Special Access Scheme 

and Authorised Prescribers (AP). State and territory governments may also have 

additional requirements for supply, such as patient cohorts or specific indications. 

Manufacturing licences will be refused if the applicant cannot demonstrate that supply 

will be in accordance with all pre-requisites. 

It is not a prerequisite to hold a state/territory licence authorising activities related to 

Schedule 8 (Controlled Drugs) before applying for a Commonwealth Manufacturing 

Licence. However you must provide evidence that you hold the necessary 

licences/approvals (if required by the State or Territory where the manufacturing site is 

located) when applying for a manufacturing permit. 

Import of cannabis material is permitted for manufacture of medicinal cannabis products. 

A person holding a Commonwealth licence to manufacture narcotic drugs involving 

cannabis and a Commonwealth licence and permit to import drugs, may import cannabis 

material, including extracts, for use in manufacture. However, the importer must: 

 hold a state/territory licence allowing possession of cannabis material before 

import approval may be granted. 

 only import from countries where cannabis for medicinal use is approved at the 

federal level. 

A permit may not be issued if the manufacturer does not hold the appropriate 

state/territory licences/authorisations or if the manufacturer does not hold a GMP licence 

from the TGA. 

Applicants will be subject to a fit and proper test. This may be in addition to any test 

undertaken by a state/territory Government. 

http://www.resetcampaign.org/
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M. Regulations issued to control Medical Cannabis - importing  

Medicinal cannabis products can be imported into Australia for the treatment of patients. 

Most recently, the Department of Health has allowed for the bulk sponsored import of 

medicinal cannabis products for prescription under the Special Access Category B and 

Authorised Prescriber pathways.  

A. Personal Importation Scheme 
Under the Therapeutic Good Regulations 1990 (Schedule 5, item 1), it is also normally 

allowable to import unapproved medicines (e.g. through the mail or by courier) for the 

use of the importer or the importer's immediate family, subject to specific requirements 

(see Personal importation scheme). 

Cannabis and cannabis based products however, are excluded from personal 

importation, other than through the traveller's exemption process (outlined below) 

because they contain a substance the importation of which is prohibited under the 

Customs Act 1901. 

B. Medical practitioner importation 
However, cannabis and cannabis based products can be imported on a patient's behalf 

by a specified medical practitioner under the exemptions for certain uses of unregistered 

goods in the Therapeutic Goods Act 1989. To do so, a prescribing doctor must be 

licenced under the Customs Act to import the specific medicinal cannabis product on 

behalf of a specific patient under Special Access Schemes A or B. The application form 

for that import licence can be found here: Application forms. 

C. Traveller's exemption 
Under subregulation 5(2) of the Customs (Prohibited Import) Regulations 1956, a 

traveller (or traveller's carer) on board a ship or aircraft entering Australia to carry up to 

3 months' supply of a therapeutic good for the medical treatment of that passenger or 

another passenger under his or her care, where that good was prescribed by a medical 

practitioner. Evidence that the amount imported does not exceed those specified in the 

prescription for a 3 month period may be required to be provided on entry into Australia. 

Note that a prescription is a particular form of medical documentation which is a higher 

standard of documentary evidence than the 'written authority' required for the personal 

import of non-controlled substances. Medicinal cannabis is often provided in other 

countries by mechanisms other than a prescription, and such authorisations/provisions 

may not meet the requirements of the Customs (Prohibited Import) Regulations 1956. 

D. State and territory requirements 
State & territory governments have specific requirements about prescription and 

possession of schedule 8. These differ between each state and territory and may include 

that a prescription from a medical practitioner registered in that state or territory is 

required for lawful possession of the medicine. In certain states, such as Queensland, 

Tasmania and Victoria, there are additional requirements for cannabidiol products which 

apply, even when in Schedule 4. 

Contact details for the states and territories can be found here: Access to medicinal 

cannabis products: steps to using access schemes 

http://www.resetcampaign.org/
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4. Problems with growing/production regulations 

A: The infamous Narcotics Drugs Act Section 10J 

Section 10J relates to how the ODC actually police and report on behalf of the UN Single 

Convention. This is what is says: 

10J Condition that medicinal cannabis licence holder be a party to certain contracts  

Licence authorising cultivation but not production  

(1) If, at a particular time:  

(a) a medicinal cannabis licence authorises the obtaining or cultivation of cannabis plants for the 

purposes of producing cannabis or cannabis resin, but does not also authorise the production of 

cannabis or cannabis resin; and  

(b) a medicinal cannabis permit that relates to such cultivation is in force;  

it is a condition of the licence that a contract that deals with matters prescribed by the regulations is in 

existence between:  

(c) the holder of the medicinal cannabis licence; and  

(d) the holder of another medicinal cannabis licence that authorises the production of cannabis or 

cannabis resin.  

Licence authorising production  

(2) If, at a particular time:  

(a) a medicinal cannabis licence authorises the production of cannabis or cannabis resin; and  

(b) a medicinal cannabis permit that relates to such production is in force;  

it is a condition of the licence that:  

(c) a contract that deals with matters prescribed by the regulations is in existence between the holder 

of the medicinal cannabis licence and the holder of a licence under this Act that authorises:  

(i) the manufacture of one or more drugs that are medicinal cannabis products; or  

(ii) the manufacture of a drug for the purposes of research in relation to medicinal cannabis products; 

or  

(d) the holder of the medicinal cannabis licence holds a licence that authorises such manufacture.  

(3) A contract of a kind referred to in subsection (1) or (2) is not required to be in existence:  

(a) in the circumstances (if any) prescribed by the regulations; or  

(b) if the Secretary determines in a particular case that such a contract is not required to be in 

existence.  

To summarise: 

Section 1 stipulates that someone holding a cultivation license only must have a 

contract with a processor to take their crop before they even plant it. The processors’ 

role is to process the raw plant into a concentrate that can be used as an input into the 

manufacturing process.  

Section 2 stipulates that the holder of a medical processing license must have a 

contract with a holder of a manufacturing license before commencing manufacturing of 

the resin into a medicine.  

http://www.resetcampaign.org/


14:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

Section 3 Says the Minister may make regulations that modifies (1) and (2). 

Consider this example: a cultivator has a bad season, perhaps they had ventilation 

problems elevated mould. Their crop may still be within the acceptable range within the 

regulations but the manufacturer may not want to take it. Under 10J the manufacturer 

will have to take and use that crop. Likewise a manufacturer or processor that produces 

a bad batch will still have to use it provided it scrapes into the acceptable range. 

The reason for this is simply because they will not be able to replace the material – with 

every plant having a sale contract before cultivation or processing, poor production 

quality will have to remain in the supply chain because replacement stock will first have 

to be grown and that means a 6 month lag. 

Consider also a batch that produces an unexpected cannabinoid profile owing to weather 

or nutrition issues. So many things can go wrong that the ODC has simply not allowed 

for. 

Is this really what we were trying to do - force substandard material onto the 

market? 

BTW the legislation allows a manufacturer to import to cover shortfall. So what the ODC 

are saying is importing is OK, but not sourcing contingency stock from another 

Australian cultivator or manufacturer. Are they trying to help foreign companies at the 

expense of local? How do we guarantee consistency when the material may be sourced 

from wildly different locations? 

Accordingly RESET! includes a provision for a cannabis cultivator to grow a 20% 

contingency without a sale contract and allows the cultivator 30 days after maturity or 

harvest to place that sale with a licensed processor or at the end of that time destroy the 

crop. The same 20% contingency is introduced into the processing stage. 

 

B. Mixed crops prohibition 

The ODC is preventing a manufacturer from on-selling crops for non-medical use. So if 

they buy in too much product, they cannot extract the hemp protein or hemp seeds and 

on-sell those to food manufacturers before destroying the rest of the plant. A cultivator 

can legally grow cannabis for the food industry, but the ODC require the plant to be 

grown for food or medicine at the time it is planted and never cross-purposed. 

Likewise production by-products cannot be sold, so a manufacturer will produce a large 

quantity of hemp fibre, a perfectly harmless product that does not contain THC, but they 

are prevented from selling that to a clothing manufacturer. 

What this does is make medical cannabis much more expensive than it needs to be, 

because the manufacturer cannot offset the production cost by selling by-products. 

Making medical cannabis as expensive as possible to protect the Pharmaceutical industry 

seems to be a clear intention of the Office of Drug Control, however there is nothing that 

we can do about this provision at this point in time without legislation. Something else 

for Round 2. 

http://www.resetcampaign.org/
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C. Outdoor growing for optimal profiles 

Outdoor growing of medical cannabis can reduce the cost of the product by 90% as 

against indoor growing, and by 40% as against greenhouses. Growing outdoors provides 

the most robust plants with the highest levels of active ingredients, especially in the 

terpene profile. As such they make the best medicine in the eyes of many in the 

industry.  

The approval recently granted in Perth for an Australian grower was for an outdoor 

facility. Bill Turner has recently stated that the intention was not to prevent outdoor 

growing, which seems to agree with the rules he has written. On this issue we will have 

to wait and see if other companies are able to meet the security routine or if a minor 

rewrite is necessary to the regulations, in particular these: 

 The need to prevent pollen drift 

 The need to double fence 

 The need to grow crops out of the line of sight of a main road (which we do not 

even do for opium poppies in Tasmania). 

D. License duration 

The duration of a license to grow, process or manufacture cannabis is only 12 months, 

so we are asking people to invest millions in a venture that may not be renewed after 12 

months. That is the sort of risk that stops people getting involved.  

Licenses should be issued for 3 years and obviously a licensee can lose that license for 

the reasons already specified in the regulations if they misbehave. This puts some 

certainty into the process to encourage local investment and employment. 

E: Non-internal use (Cosmetics & the pet industry) 

A major market for medical cannabis is non-internal use. This includes pet supplements, 

cosmetics, and skin preparations. These have no patient risk beyond anything one would 

experience in any over the counter preparation. Limiting their use is costing us a local 

industry that is easily $100m a year.  

 

As a result of the ODC actions, contracts worth $45 million have been lost to Australian 

companies. One Chinese investor lost $6 million investment in a large Australian growing 

facility, the sales from that were being sent into a Chinese market currently worth $2 

billion dollars. That is billion with a b 

 

This market is huge, it is safe, it will create massive employment and it has nothing to 

do with international conventions.  RESET! includes a simple addition to the Poisons 

Schedule 5 to allow preparations that are low in THC and not for internal use to come 

onto the market for the pet industry.  

F: Fees are excessive 

A Cannabis cultivation license costs above $50,000 in the various fees.  To add a 

processing license as well is $100,000. Then add the tens of thousands in costs to meet 

security, storage, record keeping and all the other compliance costs, and it means that 

local cultivators need at least a million dollars to get into the market. I would think 2 

million for a processing and cultivating license. 
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If we want illegal growers with their high product knowledge to come in from the cold, 

this is not the way to do it. RESET! reduces some of the worst of these fees and we also 

ask for a freeze on increases so participants can have confidence the Government is not 

going to use fee increases to force out participants – which seems to be the intent at the 

moment. 

 

A full breakdown of the fees is contained in the Appendix A. It runs for several pages. 

 

G: Vaping 

Vaping is a scientific way of delivering medical cannabis. A typical vape consists of a 

chamber that holds green plant or cannabis in solution. Next to that is a heating 

chamber, and then the mouthpiece. The person turns on the vape and it heats up for a 

few seconds. Then they draw down on the vape, which pulls a measured dose of the 

product into the heater where it is vaporised and sent through the mouthpiece. 

 

Vapes are a safe, scientific method of product delivery. It means the person is getting 

vapour in their lungs, not smoke, so it is healthier than smoking. It is widely used as a 

quit smoking device. Users are able to start with a full strength nicotine solution, then 

progress through milder doses until they eventually wean themselves off. Herbal vapes 

are a big seller as they allow a former smoker to still go through the motions but actually 

be vaping a very tasty blend of everyday herbs & spices like nutmeg & chamomile. 

 

It makes no sense that the Government is blocking vaping when the most common use 

for vapes is to quit smoking, and when that effect is clearly proven overseas. Perhaps it 

has to do with Prime Minister Turnbull’s shareholding in British American Tobacco? 

 

People tend to smoke the whole cigarette, so being able to take one puff without wasting 

the rest encourages people to puff only what they need.  

 

More on vaping here: http://legalisevaping.com.au/ 

H: Hemp food is now allowed, but not edibles 

Recently the Food Standards Australia New Zealand (FSANZ) to allow the sale of low-

THC hemp seeds and hemp seed products as foods in Australia & NZ. 

 

Hemp seed is naturally low in CBD & THC, so the allowance given is appropriate at 

75mg/kg (0.15%) of Cannabinoids and 50mg/kg (0.1%) of THC. At those levels there 

can be no talk of these food products also being medicine - the regulations actually 

prevent use of the word medicine, CBD, cannabis etc.  

 

This does however allow all the natural goodness of the hemp plant into food. Hemp 

seeds are rich in healthy fats and essential fatty acids – having a better anti-oxidant 

profile than fish or krill oil. They are also a great protein source and contain high 

amounts of vitamin E, phosphorus, potassium, sodium, magnesium, sulphur, calcium, 

iron and zinc.  

 

To allow for higher concentrations to give the food a medical benefit would get into areas 

that are not the duty of Food Standards Australia. RESET! is happy to let this area alone. 

 

Edible medical cannabis (edibles) are big in the USA, we can continue to monitor that 

issue and add edibles to a second round of de-regulation if a case exists. 

 

http://www.resetcampaign.org/
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5:  HOW A PATIENT ACTUALLY GETS CANNABIS 

A. Approved Prescriber Scheme 

Works like this: 

Step 1. Patient gets a referral to a Specialist approved for Medical Cannabis (MC) from 

their own GP.  

Step 2. Like any other Specialist, the MC Specialist can only see patients in the specialty 

they are qualified in – Neurology for Epilepsy etc. Specialist reviews the patient’s medical 

treatment and advise if they are ready to apply or need to try other options first.  

Step 3. When appropriate the Specialist prepares an application and submits to the TGA 

Step 4. TGA processes application and issues a permit that approves that Physician to 

prescribe MC and also approves that patient to receive MC. 

Step 5. Specialist returns brief to patient’s GP who issues script and has organised with 

a local Pharmacist to provide supply. Pharmacist must be licensed by TGA and meet 

exhaustive regulations. Specialist may prescribe and dispense themselves if they wish. 

Step 6. The Specialist monitors the ongoing treatment and submits progress reports to 

TGA.  

Step 7: Authorisation must be renewed annually 

There are 2 types of approvals: 

1. Patient Class Approvals – for specific conditions where Cannabis has been 

proven effective, where the patient’s condition is typical and where the treatment 

is standard; 

2. Single Patient Approvals – everyone else. 

i) Patient Class Approvals 

Patient Class Approvals relate to a small number of conditions where MC has been 

proven effective. These conditions are also where the patient has a strong risk of death, 

so the risk of MC is justified by the risk to the patient. This section also includes 

palliative care. 

These applications are more straightforward, accounting for the approvals we are seeing 

of around 6 months, 4 months if the TV cameras are rolling in the case of Ben Oakley. 

The Physician must be a specialist prescribing within their area of specialty AND where 

the patient is one of these:  

 persons experiencing chemotherapy-induced nausea or vomiting;  

 terminally ill persons being treated by a compliant palliative medicine specialist 

for symptoms associated with terminal illness;  

 children with intractable (drug resistant) epilepsy;  

 persons with multiple sclerosis experiencing spasticity. 

http://www.resetcampaign.org/


18:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

Patient Class Approvals flowchart 

 

ii) Single Patient Subscriber  

Single Patient Subscribers are anyone not presenting with one of the approved 

conditions in the previous section. In this case a full application must be made, including 

proof that Medical Cannabis is proven effective for this condition. 

These are the applications that are taking 100 hours of the Medical Practitioner’s time 

and 12 – 17 months to complete.  A GP can submit an application, but they must be 

advised by a Specialist – so again the MC system is still tied up with finding sympathetic 

Specialists to do the application. This system does allow for any condition, including 

PTSD to be treated with MC provided all the other requirements are met on Medical 

Practitioner, patient and condition and with scientific proof attached. 
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Single Patient Subscriber Approval Process 
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B. Special Access Scheme 

When the Approved Prescriber Scheme was introduced the government moved Medical 

Cannabis out of the Special Access Scheme so that we only had the one system in place 

for medical cannabis. This made sense except of course for the prohibitive rules that 

they then introduced with the Approved Prescriber Scheme that meant really almost no-

one was going to get anything. 

So the Greens moved a motion to disallow. That had the effect of restoring access to the 

Special Access Scheme for medical cannabis while also leaving the new Approved 

Prescriber Scheme in place. 

So now we have 2 different pathways. This is a very clear reason to RESET! our laws and 

have a single, humane system available to everyone with a prescription. 

A bit about the Special Access Scheme. 

The SAS refers to arrangements which provide for the import and/or supply of an 

unapproved therapeutic good for a single patient, on a case by case basis. Three 

pathways exist under the scheme, which can be utilised by health practitioners, and they 

are categorised as follows: 

Category A is a notification pathway which can only be accessed by medical 

practitioners for patients who are seriously ill with a condition from which death is 

reasonably likely to occur within a matter of months, or from which premature death is 

reasonably likely to occur in the absence of early treatment. 

Category B is an application pathway which can be accessed by health practitioners for 

patients that do not fit the Category A definition and where the unapproved good is not 

deemed to have an established history of use and cannot therefore be accessed through 

Category C. An approval letter from TGA is required before the good may be accessed. 

Approvals for medicines accessed through this pathway are typically only issued to 

medical and dental practitioners. 

Approvals in general under Category B are very hard to get approved and strong proof of 

the expected effectiveness of the medication is required. 

Medical Cannabis was moved from A to B by the Turnbull Government AFTER it was 

announced that medical cannabis would be made legal. SO they announced it would be 

legal then made it harder to get. 

The Greens were successful in a bill in the Senate to move it back, however the 

Government refuses to bring that bill on in the lower house, thereby defying the will of 

the Senate.  

Please note also that the Special Access Scheme is a short term arrangement and is not 

intended for ongoing or long term use. 

Currently 110 patients are receiving medical cannabis through the SAS. 

We do not propose to change the SAS scheme, which is used across a range of 

medications. Simply we wish to remove MC from the SAS once RESET! is implemented 

and offering a better alternative. 

http://www.resetcampaign.org/
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6. Problems with Patient access 

A. The paperwork is unworkable 

The current form requires between 40 and 100 hours of the Physicians time to complete, 

and includes detailed data on: 

• Patient information, diagnosis and indication being treated 

• the seriousness of the condition 

• details of past treatment 

• expected benefits from using Medical Cannabis 

• Proof Medical Cannabis is likely to work for this condition 

• Prescribing compliance - Trade name - Manufacturer/Company/Supplier 

• Dose Form i.e. tablet, extract and active ingredients 

• Shelf-life and Storage Conditions… 

• Dosage, Route of Administration, Duration of treatment 

It is this reason and not lack of interest that has produced the low interest in 

becoming a prescriber. Who in their right mind would sign up to this? 

B. Medical Practitioner Eligibility is narrow 

The Medical Practitioner must be a Specialist, or a GP working under a Specialist who: 

 Must have training and expertise appropriate for the condition and the proposed 

use of the product;  

 Must be able to best determine the needs of the patient and to monitor the 

outcome of therapy.  

 Is qualified in the dispensing of Medical Cannabis – HOW? it is illegal until now. 

Currently there are only 30 doctors that have been approved to prescribe medical 

cannabis, with no applications currently being held by the department for more. 

20 of those are in NSW. So the main constraint on getting medical cannabis right now is 

finding a doctor to approve it. Remember repeated return trips are necessary, if there is 

not one near you then the system has disenfranchised you from medical cannabis. 
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C. Workload and risk on the Medical Practitioner 

The red tape involved in this system is preventing Medical Practitioners from joining. 

• The Medical Practitioner needs to find a sympathetic Pharmacist, or dispense 

themselves and also source the MC themselves; 

• The rules on filling out the application, sourcing and storage of MC and dispensing 

are onerous and attached to severe fines of $2500 for even good faith breaches 

of any part of the process; 

• A full medical history is required with proof, as in the actual GP/Specialist 

records. This requires significant time especially if the patient has moved around 

doctors. 

• The application must be re-made every 12 months. 

• Any variation of the approved treatment requires a notification and new authority 

to be issued 

• Quarterly patient reports must be submitted 

• The prescription can’t contain repeats and a new prescription issued every 3 

months. 

• There is no effective payment to the Medical Practitioner for this process outside 

of scheduled Medicare payments for the patient consultations.  

D. State Child welfare 

There are cases emerging of parents treating their children with medical cannabis and 

losing custody for doing that. One case the parent was using medical cannabis and had 

his child taken from him for being a drug addict – the drug being medical cannabis. Child 

welfare at a state level is not governed by any legislation currently in existence that 

limits their actions in this matter. The threat here is treat yourself with medical cannabis 

and you are an unfit parent and will lose your child. 

High profile cases like Rumer Rose and Chase Walker-Steven are being used to put fear 

into parents and prevent their participation in legal schemes. This needs to be 

specifically addressed. 

E. Drug Cost 

The cannabis sitting in warehouses is 4 times as expensive as the Australian street price, 

and 10 times as expensive as it is expected to become once legalised and produced 

locally. 

Ben Oakley is paying $7000 per annum for his supply, to replace that with the legal TGA 

cannabis will cost $30,000 which he does not have. 

There can be no guarantee that the price will fall since there are no economies of scale 

and will never be with a capacity of 300 people. There is no free market competition 

between providers and they are all busy racking up crazy compliance costs. 
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F. Limited MC options in the TGA scheme 

There are 500 different compounds in cannabis sativa. These include THC, CB1, CB2, 

terpenoids and a multitude of symbiotic chemicals representing dozens of related 

compounds. The potential combinations of active ingredients run into the thousands. 

Reference.  

No two conditions and no two patients are identical. The TGA do seem to be responding 

to this issue at least with 19 compounds approved and available for use as at 1/8/17. 

The point to remember is this - no Medical Practitioner is going to be able to guess the 

exact formulation in advance. They will need to start at a logical point then fine tune.  In 

this system each fine tune is a new application to the TGA with specific reference to the 

chemical combination and dosing level. This ensures a very long treatment arc and sub-

optimal treatment. Please understand the complex nature of MC: 

 

 Diagram reference 

Save you a google: 

 antiproliferative = stopping spread of cancer cells 

 anti-ischemic = improves poor blood flow 

 anti-prokinetic = control acid reflux, gut health generally 

 anxiolytic = reduce anxiety 

A more up to date explanation is here: 
https://www.420magazine.com/community/threads/cannabis-chemotypes.70595/ 

http://www.resetcampaign.org/
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G. Whole plant cannabis & the entourage effect 

Emerging science from the real world of medical cannabis indicates that whole plant 

cannabis is more effective for most conditions than specific-purpose formulations or 

extracts, which may be just one type of CBD. This is called “the entourage effect”, and 

simply means that the 483 compounds found in cannabis work together. So some of 

these compounds help the body heal, others help uptake/digestion of the ones that do 

and so on. 

Put simply whole plant cannabis means keeping the plant compounds together, and 

administering a product that reflects the full range of compounds in the cannabis plant. 

The patient’s body then keeps what it needs and passes through the rest.  

The TGA has licensed medications for importation that include whole plant compounds, 

so this is good. Emphasis in the approval process should be put on producing different 

varieties of plants with different whole plant profiles, targeted at different conditions. 

This website has a great assortment of different compounds, interesting to see just how 

much they vary. https://www.thegreencross.org/menu.html 

H. Blended Green Plant  

Cannabis smoothies are becoming popular as a way to ingest the whole plant, without 

activating the THC-A, which remains inert in a green plant. This is especially useful for 

children. There is no reason that medical cannabis cannot be dispensed by way of a 

refrigerated bottle of “cannabis smoothie”, similarly to nudie.  

Chemists are used to keeping temperature and time sensitive medications in their 

fridges. Ultimately one would hope juice bars like Boost could add this to their product 

range. This form of cannabis also has a double effect – green cannabis plant is one of 

the most nutritious plants available. 

RESET! has recently added blended green plant as an approved option. 

I. Cannabis and driving 

Driving while taking MC is being used as a blunt weapon to stop people taking MC.  Dr 

Alex Wodak, now Chair of the Australian Drug Law Reform Foundation and formerly head 

of drug and alcohol services at St Vincent's Hospital in Sydney, notes that: 

"One of the problems with 'zero tolerance' drug driving laws is that they punish some 

drivers who are not impaired as a way of deterring other drivers who might be impaired 

or might become impaired from driving. This is what we call 'vicarious punishment' and it 

offends basic notions of fairness." 

Colorado, one of the first states to approve MC has been forced by the Courts to address 

this issue. Courts across America are siding with MC patients and refusing to convict for 

driving under the influence where there was no proof that their behaviour was impaired: 

Colorado law specifies that drivers with five nanograms of active tetrahydrocannabinol 

(THC) in their whole blood can be prosecuted for driving under the influence (DUI). 

However, no matter the level of THC, law enforcement officers base arrests on observed 

impairment. This should be our policy. 

http://www.resetcampaign.org/
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7. CBD and THC Issues 

Firstly please see page 23 for more on the difference between the various cannabis 

compounds. 

A. Increase the threshold of what is HEMP 

The definition of hemp was changed when Turnbull “legalised” medical cannabis and 

actually reduced the THC and CBD allowance. It used to be 0.3% THC and with no CBD 

level specified. Those are both now 0.1%, or just 50mg/kg. 

 

Our major trading partners have a much easier definition of hemp than does Australia. 

This makes it hard for our producers to compete in the international market because 

hemp varieties, growing techniques and testing to get under the 50mg/kg limit make the 

end pricing internationally uncompetitive. 

 

United Kingdom, a major exporter of cannabis has a THC level of 200mg/kg and CBD 

level of anything. CBD is not regulated in the UK. (However if you make a medical 

claim about CBD, then that claim itself must be substantiated).  Canada has 300mg/kg 

of each.  

 

RESET! changes the definition of hemp to 250mg/kg for both THC and CBD, measured 

separately. This puts us in the middle of our trading partners and restores export 

competitiveness. 

 

B. The United Nations recently directed CBD not be regulated at all 

From the UN announcement: Recent evidence from animal and human studies shows 

that its use could have some therapeutic value for seizures due to epilepsy and related 

conditions. CBD has shown that it has medical benefits for pain, insomnia and 

inflammation, among other afflictions; it can be derived from both psychoactive cannabis 

and hemp. According to the WHO report, there is also preliminary evidence that it can 

treat Alzheimer's disease, Crohn's disease, certain forms of cancer, Parkinson's disease 

and other serious conditions. Current evidence also shows that cannabidiol is not likely 

to be abused or create dependence as for other cannabinoids such as Tetra Hydro 

Cannabinol (THC) 
Ref: https://www.resetcampaign.org/politics/un-frees-cannabinoids 

 

C. Dangers of high CBD extracts (that are not whole plant) 

There is an issue with integration of extracted CBD and other drugs. These SAEs (serious 

adverse effects) tend to occur with extracts of CBD and synthetic CBD, but never with 

whole plant. The explanation may be that presenting high CBD strains of cannabis in a 

full profile of the other 483 compounds in cannabis prevents those effects occurring. 

 

This is why testing of high CBD extracts like GW Pharma Epidiolex needs much more 

testing than say natural cannabis does. Synthetic cannabis has resulted in SAEs and in 

one death, whole plant medical cannabis has not produced these bad outcomes. 

 

This is also why RESET! does put limits on CBD varieties, and why medical supervision in 

this adoption stage really is necessary. More research here is needed, and that should be 

by way of reporting SAEs to the TGA – they have a system for that. 

 

More:  https://cbdoilreview.org/cbd-cannabidiol/cbd-p-450-enzyme/ 
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8. What does “By Doctor’s Prescription” look like? 

In section 10 we review these in more detail to explain the “RESET! Legislative Instrument” changes. 

In order for a medical professional to prescribe medical cannabis they have to have 

something to write the script for. This means getting medical cannabis packaged as a 

product with a specific compound profile clearly specified, so the Doctor can prescribe a 

profile that suits the patient’s needs. 

This means registering medical cannabis products on the Australian Register of 

Therapeutic Goods. In turn there are approval processes to follow to do that. Recently 

these have been streamlined, including new provisions on document-only submissions 

(fast track scheme) and also a new scheme to allow the Minister to approve a product 

considered safe “in advance” of the actual approval process. 

Cannabis would fit these 2 schemes perfectly, being a natural, plant based substance 

that has caused NO DEATHS EVER and that has no significant interactions with other 

medications or SAEs generally.  

A. ARTG 

The Australian Register of Therapeutic Goods is a register of everything Doctors are 

allowed to prescribe. So to get medical cannabis into the hands of patients by way of 

doctor’s prescription, a whole range of different medical cannabis products need to be 

approved and added to the ARTG. There are issues also on the Poisons Schedule, and 

the appearance of cannabis in Schedules 2, 4, 8 and 9. I deal with this later. 

B. Normal Approval 

The normal approval process requires substantial field tests, double blind field tests 

(called “gold standard”), supporting documentation and in general it is a 5 – 10 year 

process. Following the Sansom Review into the drug approval process, a number of 

excellent shortcuts have been introduced by this Government. These are: 

C. Fast Track Access Scheme & foreign data 

This gives a streamlined approval process by allowing the Health Department to approve 

a product based entirely on literature provided, including from overseas – and a list of 

approved countries is specified. RESET! makes one change here, by adding Israel to the 

list of approved countries as they lead the world in medical cannabis research.  

RESET! also makes it clear that medical cannabis IS included as a fast track approval 

item. BTW most of the changes here are just to website wording, the Department seems 

to have omitted submitting every rule to Parliament as a legislative instrument. 

i. Medical Cannabis Prescribing Guides: The TGA have been exposed as having their 

own agenda when it comes to the 5 guides they have released to guide medical 

practitioners in prescribing cannabis. These guides produced by the TGA are supposed to 

be the “best knowledge” on how to prescribe cannabis. However, despite the Fast Track 

System being legislated and introduced, these guides did not include a single word from 

overseas literature. This then gave the TGA an opportunity to simply say that there was 

very little information on prescribing, so don’t do it. In fact there is a wealth of peer 

reviewed, gold standard and large scale empirical data they ignored from overseas.
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D. Provisional Approval Pathway 

From March of 2018 a new system was enacted, the Provisional Approval Pathway. This 

allows the Secretary to approve a drug for prescribing in advance of the actual approval 

process. 

The Regulations around this make it impossible to re-draw to use for medical cannabis. 

See page 36 for more.  

E. PBS 

The Pharmaceutical Benefits Scheme subsidises medications by paying one price to the 

supplier and charging customers a lower price. Medical cannabis grown in volume and 

under sensible regulation should be cheap as chips, however listing on the PBS in the 

short term should be a necessary step. Long term depends on where the price for 

medical cannabis products winds up in terms of production costs. 

F. Importation 

It is expected that local production will take 12 – 18 months to meet demand. As a 

temporary measure the current arrangements for importing cannabis should remain in 

place. This needs to be monitored as this section is NOT code for imported or big pharma 

being allowed to take over the Australian market. We need to control our own market! 

G. GMO and synthetic Cannabis 

GMO and synthetic cannabis is not whole plant. It either introduces additional markers or 

removes most of the natural synergistic compounds present in cannabis. Such products 

should not be banned, patient care comes first.  

There are however health issues here. High CBD compounds are being switched out by 

patients with whole plant natural cannabis where that has become available. There is 

anecdotal evidence that CBD isolates “wear out”, the body builds a tolerance in the same 

manner that it does to opioids. This suggests some of those 483 compounds in cannabis 

actually work to stop that happening. 

Synthetic CBD has also killed people in early testing, so there are serious issues around 

safety. 

If a patient needs high CBD there are varieties of natural plant out there that do offer a  

high CBD level naturally, these should be the first choice. 

So RESET! recommends using the fast track system for whole plant cannabis, but NOT 

for synthetic or fortified cannabis extracts. These need to prove their safety by going 

through the normal approval, which includes extensive safety testing. 
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9: Cannabis Scheduling 

Cannabis is controlled by listing in the Poison’s Schedule, itself mandated by the United 

Nations Single Convention. This is the schedule: 

Schedule 1 Not currently in use 

Schedule 2 Pharmacy Medicine (including supermarket health lines like vitamins) 

Schedule 3 Pharmacist Only Medicine (stronger medicines like Codeine and non-prescription pet lines) 

Schedule 4 Prescription Only Medicine OR Prescription Animal Remedy 

Schedule 5 Caution 

Schedule 6 Poison 

Schedule 7 Dangerous Poison 

Schedule 8 Controlled Drug – possession without authority an offence 

Schedule 9 Prohibited Substance – can be accessed using Special Access Scheme 

Schedule 10 Substances of such danger to health as to warrant prohibition of sale, supply and use 

A. Current and Proposed change to the Schedule 

Current Schedule  

THC CBD Regulation Details 

less than:     

0.1% 
50mg/kg 

0.1% 
50mg/kg 

Hemp 
unscheduled 

Some restrictions on growing but pretty easy to grow now 

0.1% 
50mg/kg 

0.1% 
50mg/kg 

Food 
unscheduled 

Must be made from hemp seeds which do not hold THC or CBD in 
any significant amount – no fortifying allowed 

0.1% 
20mg/kg 

0.1% 
50mg/kg 

Schedule 4 Relates to a small number of pharmaceutical company natural & 
synthetic isolates. Must be 98% CBD and only 2% other compounds 

5% 2% Schedule 8 Controlled, can access through the Approved Pathways Scheme 

 above 5% above 2% Schedule 9 Prohibited substance. Can be accessed through the Special Access 
Scheme B 

Proposed Schedule 

THC CBD Regulation Details 

less than:     

0.2% 
250mg/kg 

0.2% 
250mg/kg 

Hemp 
unscheduled 

Put this back to where it was in 2014 @ 250mg/kg in line with our 
major trading partners  

0.1% 0.1% Food No change here – that is a whole different ball game 

5% 10% Schedule 3 Over the counter Pharmacy and Vet  only medications. Limits on strength, 
topical only 

20% Any in a 
Natural profile 

Schedule 4 Can be prescribed by any medical practitioner. Sensible limits on strength 
for safety and against potentially dangerous fortifications & extracts 

  Schedule 8 Removed. Remove reference to # NABIXIMOLS which is now 
permitted under Schedule 4 

 above 
20% 

n/a Schedule 9 Prohibited substance. Can be accessed through the Special Access 
Scheme A for those needing an extra strong variety under medical 
supervision and having mind to the side effects of something this 
strong 

 

*** THC and CBD levels are calculated independently*** 
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RESET! is proud to suggest we walk before we run. Complete un-scheduling is morally 

defensible, but we will never get that through Parliament. Trying to do that will hold up 

people in desperate medical need from accessing cannabis and that is a dick of a move. 

Self-growing is best handled by way of decriminalising use. Fiona Patten has that 

underway and I wish her well. The recent UN call for full decriminalisation of all illicit 

drugs will give her campaign a boost, so Fiona may get over the line before I do. Even 

then though, this whole thing will not be moot. Decriminalisation still stops you selling to 

others. With more than half Australia’s population living in a situation where they cannot 

grow for themselves that is not the solution to medical cannabis. RESET! is. 

This proposed scheduling is unashamedly designed to produce an Australian industry 

producing whole plant cannabis with a diverse range of varieties directly targeting 

specific conditions.  

The can then be easily turned into a product that can be prescribed while maintaining 

the compound profile intact. That gives patients and their Doctor’s choices. It gives the 

TGA confidence that the product will have the superior safety profile evident in cannabis. 

A more detailed wording and actual Legislative Instrument are contained in the 

document titled “RESET Legislative Instruments”. 
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10. Other Regulation changes 

A. Fast Track Access – Priority Review 

i) Introduction 

Schedule 6 in the Therapeutic Goods Amendment Act 2016 includes rules to allow the 

priority approval of new drugs. Let’s look at the Minister’s intent at the time: 

“Bringing medicines onto the Australian market quicker will be achieved in part by 

greater use of assessment of medicines by comparable overseas regulators like the US 

Food and Drug Administration (FDA) and the European Medicines Agency (EMA),” Ms Ley 

said.  

The idea of fast track access is to allow the TGA to accept data from other jurisdictions. 

The Cannabis Community is placing a lot of faith in this reform. The expectation is that 

approvals will be provided quickly given the wealth of data from other jurisdictions, 

especially Israel, where MC has been proven effective over 50 years of use, supported by 

exhaustive scientific data. 

Oddly acceptable jurisdictions are determined by mention on the TGA website, rather 

than legislative instrument. We have prepared legislative instruments nonetheless. 

ii) Application Timeframe 

The standard registration process for prescription medicines is designed with a target 

timeframe of approximately 220 working days. The Priority Review registration process 

is designed with a target timeframe of 150 working days from acceptance for 

evaluation through to the delegate's decision. 

iii) Acceptable Countries 

It appears these are the acceptable countries: 

“acceptable countries for the purposes of providing evaluation reports are: 

 Canada 

 Sweden 

 the Netherlands 

 United Kingdom 

 United States of America” 

The glaring omission here is Israel, the world leading jurisdiction for medical cannabis 

research. 

Source: TGA website, start here  

https://www.tga.gov.au/publication/priority-review-designation-eligibility-criteria
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iv) Which drugs can be fast-tracked 

Eligibility criteria for the Priority Review designation 

1. Serious condition an indication of the medicine (the priority indication) is the 

treatment, prevention or diagnosis of a life-threatening or 

seriously debilitating condition; AND 

2. Comparison against 

existing therapeutic 

good 

either: 

i. no therapeutic goods that are intended to treat, 

prevent or diagnose the condition are included in 

the Register; OR 

ii. if one or more therapeutic goods that are intended 

to treat, prevent or diagnose the condition are 

included in the Register-there is substantial 

evidence demonstrating that the medicine provides 

a significant improvement in the efficacy or safety 

of the treatment, prevention or diagnosis of the 

condition compared to those goods; AND 

3. Major therapeutic 

advance 

there is substantial evidence demonstrating that the 

medicine provides a major therapeutic advance 

 

Medical Cannabis sits quite nicely into 2(ii), which we examine further here. 

v) Eligibility for Priority Review designation 

Priority designation may be granted only for the following medicines: 

A new prescription medicine which contains: 

 a chemical, biological or radiopharmaceutical active ingredient that has not 

previously been included in the Register; (cannabis meets this criteria) or 

 a fixed combination of chemical, biological or radiopharmaceutical active 

ingredients at least one of which has not previously been included in the 

Register… 

 the same chemical, biological or radiopharmaceutical active ingredient (or fixed 

combination of such ingredients) as another prescription medicine included in the 

Register; (which will allow medical cannabis to be taken as a class) and 

 does not have the same indications as that other medicine. 
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vi) Supporting documentation requirements 

The main body of your application should be no more than 10 pages. Additional 

attachment of supporting documentation can be included as attachments. The main body 

should address: 

 justifications for addressing relevant eligibility criteria 

Attachments can include: 

 summaries of pivotal studies (e.g. the study synopsis included as part of the body 

of the clinical study report, or where study synopses are not available a summary 

of the study with sufficient detail to inform assessment, a full module 2 summary 

is not required); do not submit full study reports 

 summaries of any available other important safety data obtained in the preclinical 

and clinical setting 

 where published papers are highly relevant, the full text of such literature 

(including supplementary appendices) 

 other forms of literature references or unpublished reports and expert statements 

may also be used in addition to the pivotal study summaries but would be 

considered low-level evidence 

 an abbreviations list 

vii) Justification of significant improvement in safety or efficacy 

Since this is the door we are going through, let’s look at what the TGA says about using 

this system for our needs: 

“You must demonstrate that there is substantial evidence that the medicine provides an 

advantage over existing therapeutic goods for the indication that is the subject of the 

designation application (for either treatment, prevention or diagnosis of the condition) by 

addressing either of the following: 

 improved efficacy for the entire population relevant to the therapeutic indication; 

OR 

 a better safety profile for the entire population relevant to the therapeutic 

indication” 

Very few uses for Medical Cannabis would not satisfy one of these criteria. 

“Supporting evidence should be based on clinical trial data. Increased safety or efficacy 

should be demonstrated through established safety and efficacy endpoints that 

demonstrate direct clinical benefit. 

Comparator studies are expected to be generated (pivotal study reports). Scientific 

argument/justification for the significant improvement in safety or efficacy of the 

medicine relative to products not studied in available clinical trials (this may involve 

cross study comparisons) may be considered. 
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For a claim of improved efficacy or safety (eligibility criterion 2,ii), we will evaluate 

whether there is a high probability that patients will experience a clinically relevant 

benefit. Therefore, this claim has to be supported by robust evidence from summaries of 

full study reports that form the basis of the intended registration application, and 

justifications presented by the sponsor. The evidence/data must be considered in light of 

the particular characteristics of the condition (life expectancy, symptoms) and the 

existing medicines for the treatment, prevention or diagnosis of the proposed 

therapeutic indication. The TGA will not assess significant benefit against comparators 

that are a subject of concurrent designation applications.” 

Our only concern is the phrase “full study reports”. This should include emperical 

evidence of reductions in patient hospitalisation rates and patient deaths. It does not say 

that, so we do. One of the greatest benefits of medical cannabis is the reduction in harm 

especially as compared to opioids. 

(viii) Summary – fast track track changes 

RESET! varies the following components of the Fast Track Access Scheme: 

1. Includes Israel in the list of acceptable countries; 

2. Includes “empirical evidence” of harm reduction from the use of medical cannabis 

as a criteria when assessing improved harm reduction; 

3. Makes the explicit statement that medical cannabis can be considered as a 

subject for fast track status; 

4. Establishes that a second supplier of a similar medical cannabis preparation can 

receive a fast track application, or we will have the situation where the first one 

in gets a fast track, then new Australian suppliers of a similar product for the 

same illness will have to go through the full approval process. In effect these 

regulations are not set up for drugs that do not have patents, and therefore have 

multiple sponsors applying for basically the same product. They are set up for 

just one patented drug operating in one space. This is where legislation to create 

a whole class of non-patent drugs would make more sense, but we can talk about 

that later depending on how all this works out. 

5. Ensure the role of the Sub Committee to review the application. If the sub 

committee keeps approving a drug, and the Secretary keeps refusing then we will 

have a clear set of criteria to refer back to the Senate. 
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B. TGA Committee structure 

The Therapeutic Goods Regulations convenes a number of committees to advise the TGA 

in their decision making process. 

It is the intention of RESET! to increase the skill base of the TGA in the area of medical 

cannabis as follows: 

1. Add one member to the 20 member Advisory Committee on Medicines with a medical 

professional with as extensive knowledge of medical cannabis as possible. 

We recommend Dr Andrew Katelaris. 

2. Create a Sub Committee in terms already provided for in the existing regulations. This 

will be the Sub Committee on Medical Cannabis. It’s role will be to advise the Advisory 

Committee on Medicines in respect of: 

a. Any applications received for registration of medical cannabis products; 

b. How well these changed regulations are working, and to make biannual 

recommendations for changes to legislation, regulations or guidance as appropriate to 

the Australian Advisory Council on the Medicinal Use of Cannabis (AACMC). This body 

actually has no representative from the cannabis industry amongst it’s 20 members. 

It is our expectation that this committee will function under the normal rules as specified 

by the TGA, including payment and travel expenses. The Chair will be whoever is 

appointed as the medical cannabis representative on the main committee. 

I am mindful of suggesting names of people who have a significant financial interest in 

the industry. Certainly none should be employed by, or have ever been employed by Big 

Pharma. 

We recommend a 9 member committee to include: 

1. Nurse and campaigner Jenny Hallam 

2. Cultivation expert Marc Harding from Grow Hard Australia 

3. A representative from Weeded Warriors – PTSD amongst veterans and emergency 

personnel will be a major application for MC 

4. Medicinal cannabis advocate Tony Bower  

5. Drug and alcohol specialist, Dr Alex Wodak 

Other members as appropriate, I just want to see these people on there. 
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C: Australian Advisory Council on the Medicinal Use of Cannabis 
(AACMC) 

The Federal Government has created a committee to look at the implementation of 

medical cannabis in Australia.  

It is run out of the Office of Drug Control, so we know it will be pursuing an anti-

cannabis agenda. The members do not create confidence: 

 pharmaceutical industry representatives 

 academics who enjoy largesse from the pharmaceutical industry 

 doctors protecting their practices and who also enjoy largesse from the 

pharmaceutical industry 

 representatives of illness peak bodies that generally have not been interested in 

talking about medical cannabis. 

So when presented with an opportunity to get experienced campaigners on the ground 

to move medical cannabis forward, the Federal Government chose instead to dole out 

QUANGO CANDY to people whose political support was being solicited or rewarded. 

The committee is in place until February 2019, which gives them 2 years to stonewall 

medical cannabis.  

RESET! recommends that the Sub Committee on Medical Cannabis to the Advisory 

Committee on Medicines makes a quarterly report to the AACMC on how the 

implantation is going and where further action is required, just so we can be sure they 

are receiving good information at any rate. 
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D. Provisional Approval Pathway 

This was passed in February 2018 and suggested products could simply be approved in 

advance of a formal approval system. Not so fast. The Health Department has put in 

place a formal approval system for their advance formal approval system. This is actually 

so complicated in terms of authorising regulations that RESET! is going to stick with 

making minor changes to the Fast Track Approval System to accommodate MC. 

 

http://www.resetcampaign.org/


37:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

Appendix A: Scheduling in detail 

A: Current Poisons Schedule in detail 

SCHEDULE 4 (Prescription only) 

CANNABIDIOL (CBD) in preparations for therapeutic use containing 2 per cent or less of other 

cannabinoids found in cannabis, except when: 

a. in hemp seed oil for purposes other than internal human use containing 20 mg/kg or less of 

tetrahydrocannabinols and 50 mg/kg or less of total cannabinoids when labelled with either of the 

following warning statements: 

i. Not for internal use; or 

ii. Not to be taken. 

b. in products for the purposes other than internal human use containing 20 mg/kg or less of 

tetrahydrocannabinols and 50 mg/kg or less of total cannabinoids. 

 

SCHEDULE 8 (Controlled substance) 

# CANNABIS (including seeds, extracts, resins and the plant, and any part of the plant) when 

prepared or packed for human therapeutic use, when: 

a) cultivated or produced, or in products manufactured[1], in accordance with the Narcotic Drugs Act 

1967; and/or  

b) for use in products manufactured in accordance with the Narcotic Drugs Act 1967; and/or  

c) imported as therapeutic goods, or for use in therapeutic goods, for supply, in accordance with the 

Therapeutic Goods Act 1989; and/or  

d) in therapeutic goods supplied in accordance with the Therapeutic Goods Act 1989, except when: 

i) it is a product to which item 4, 8, 10, 11 or 12 of Schedule 5A to the Therapeutic Goods 

Regulations 1990 applies (imported product); or  

ii) separately specified in Schedule 4; or  

iii) separately specified in the NABIXIMOLS entry in this Schedule; or  

iv) in hemp seed oil for purposes other than internal human therapeutic use containing 50 mg/kg or 

less of cannabinoids. 

# NABIXIMOLS (botanical extract of Cannabis sativa which includes the following cannabinoids: 

tetrahydrocannabinols, cannabidiol, cannabinol, cannabigerol, cannabichromene, cannabidiolic acid, 

tetrahydrocannabinolic acids, tetrahydrocannabivarol, and cannabidivarol, where 

tetrahydrocannabinols and cannabidiol (in approximately equal proportions) comprise not less than 90 

per cent of the total cannabinoid content) in a buccal spray for human therapeutic use. 
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Schedule 8 continued 

# TETRAHYDROCANNABINOLS when extracted from cannabis for human therapeutic use, when:  

a) included in products manufactured in accordance with the Narcotic Drugs Act 1967; and/or  

b) imported as therapeutic goods, or for use in therapeutic goods, for supply, in accordance with the 

Therapeutic Goods Act 1989; and/or  

c) in therapeutic goods supplied in accordance with the Therapeutic Goods Act 1989, except when: 

i) it is in a product to which item 4, 8, 10, 11 or 12 of Schedule 5A to the Therapeutic Goods 

Regulations 1990 applies; or  

ii) in hemp seed oil, containing 50 mg/kg or less of tetrahydrocannabinols when labelled with either of 

the following warning statements: (A) Not for internal use; or (B) Not to be taken; or  

iii) in products for purposes other than for internal human use containing 50 mg/kg or less of 

tetrahydrocannabinols; or  

iv) separately specified in the NABIXIMOLS entry in this Schedule. 

 

SCHEDULE 9 (Prohibited drug) 

CANNABIS (including seeds, extracts, resins, and the plant and any part of the plant when packed or 

prepared), except:  

a) when separately specified in these Schedules; or  

b) processed hemp fibre containing 0.1 per cent or less of tetrahydrocannabinols and hemp fibre 

products manufactured from such fibre; or  

c) in hemp seed oil for purposes other than internal human use containing 50 mg/kg or less of 

cannabinoids. 

 

ADDITIONAL CONTROLS ON POSSESSION OR SUPPLY OF POISONS INCLUDED IN 

SCHEDULE 4 OR 8  

1. Poisons available only from or on the prescription or order of an authorised medical practitioner. 

CANNABIS for human use. 

 

DRUGS REQUIRED TO BE LABELLED WITH A SEDATION WARNING – Cannabis 
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B: Proposed Poisons Schedule 

Add a reference into Schedule 3 so Chemists can keep skin creams, shampoos, balms 

and similar products in stock with low but useful levels of THC and CBD in a balanced 

profile. Not for internal use. This should cover off pet care products sold by a Vet. 

Clause (f) “in natural profile” means not altering the original compound of the plant by 

fortifying, meaning adding additional cannabinoids. 

Schedule 4 is designed to say there is no limit on cannabinoids provided it comes from 

whole plant, and is in natural profile for safety. Once cannabis is converted into a limited 

extract then SAEs can occur so that becomes a schedule 9, from which it can be 

removed after suitable safety data is presented. 

 

SCHEDULE 3 

# CANNABIS (including seeds, extracts, resins and the plant, and any part of the plant);  

and 

CANNABIDIOL (CBD) in preparations for therapeutic use; 

and 

# TETRAHYDROCANNABINOLS when extracted from cannabis for human therapeutic use; 

when:  

a) cultivated or produced, or in products manufactured[1], in accordance with the Narcotic Drugs Act 

1967; and/or  

b) for use in products manufactured in accordance with the Narcotic Drugs Act 1967; and/or  

c) imported as therapeutic goods, or for use in therapeutic goods, for supply, in accordance with the 

Therapeutic Goods Act 1989; and/or  

d) in therapeutic goods supplied in accordance with the Therapeutic Goods Act 1989, except when: 

i) it is a product to which item 4, 8, 10, 11 or 12 of Schedule 5A to the Therapeutic Goods 

Regulations 1990 applies; or  

ii) in hemp seed oil for human consumption pursuant to the Food Standards Australia New Zealand 

Act 1991 and containing less than 50mg/kg of cannabinoids and/or less than 50mg/kg of  

tetrahydrocannabinols and/or 

e) for purposes other than internal human use containing 5% or less of tetrahydrocannabinols and 10% 

or less of cannabinoids when labelled with either of the following warning statements: 

i. Not for internal use; or 

ii. Not to be taken and/or 

f) it is wholly derived from a mother plant as defined in the Therapeutic Goods Act 1989 Section 3AA 

in solution with other material regulated elsewhere in the Poisons Schedule and may not be fortified.
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SCHEDULE 4  

# CANNABIS (including seeds, extracts, resins and the plant, and any part of the plant);  

and 

CANNABIDIOL (CBD) in preparations for therapeutic use; 

and 

# TETRAHYDROCANNABINOLS when extracted from cannabis for human therapeutic use; 

when:  

a) cultivated or produced, or in products manufactured[1], in accordance with the Narcotic Drugs Act 

1967; and/or  

b) for use in products manufactured in accordance with the Narcotic Drugs Act 1967; and/or  

c) imported as therapeutic goods, or for use in therapeutic goods, for supply, in accordance with the 

Therapeutic Goods Act 1989; and/or  

d) in therapeutic goods supplied in accordance with the Therapeutic Goods Act 1989, except when: 

i) it is a product to which item 4, 8, 10, 11 or 12 of Schedule 5A to the Therapeutic Goods 

Regulations 1990 applies; or  

ii) separately specified in Schedule 3 or 9 and/or 

e) contains 20% or less of tetrahydrocannabinols and it is wholly derived from a mother plant as 

defined in the Therapeutic Goods Act 1989 Section 3AA 

 

SCHEDULE 8  

Remove 

 

SCHEDULE 9 

CANNABIS (including seeds, extracts, resins, and the plant and any part of the plant when packed or 

prepared) containing 20% or greater of tetrahydrocannabinols and where 

i) any cannabinoids present are not derived from a natural plant and/or 

ii) cannabinoid levels have been fortified after cultivation; 

except:  

a) when separately specified in these Schedules. 

ADDITIONAL CONTROLS ON POSSESSION OR SUPPLY OF POISONS INCLUDED IN 

SCHEDULE 4 OR 9  

1. Poisons available only from or on the prescription or order of an authorised medical practitioner. 

CANNABIS for human use. 

DRUGS REQUIRED TO BE LABELLED WITH A SEDATION WARNING –  

Cannabis greater than 10% of tetrahydrocannabinols. 

  

http://www.resetcampaign.org/


41:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

Appendix B: Fees 

As we would expect each medical cannabis variety to be a different product requiring a 

different application, this will involve millions in fees, favouring multinational drug 

companies over Australian companies.  

A. Fee under Fast Track as expected to be used 

Track Application carries an application fee of $12,300.  

On top of that are listing fees, annual renewal fees and more as follows: 

B. Ongoing medication licensing fees - TGA 

Charges and application, notification and processing fees for medical cannabis These fees 

are in Schedule 9, Therapeutic Goods Regulations 1990. 

Type of fee or charge Amount Therapeutic Goods Regulations 1990 

Annual charge $1,430 Regulation 3(1)(a)(i) 

Application fee $1,530 Schedule 9 Part 2 Item 2(a) 

Additional or concurrent application fee $680 Schedule 9 Part 2 Item 2(f) 

Processing fee for variation $1,530 Schedule 9 Part 2 Item 2A(b) 

Notification requests $780 Item 2CC 

C. Manufacturing License – TGA 

$6250 

D. Application for a Cultivation or processing license or permit - ODC 

The Office of Drug Control gets into this party as well. Your operation gets a license, 

either as a cultivator or processor (or both), then you also need to apply for a permit to 

cover the actual throughput for that season’s production. This is so the ODC has an 

exact figure for cannabis production at each stage at any time. 

Assessment        Fee ($) 

Application for a medicinal cannabis licence   5,290 

Application for a medicinal cannabis permit   1,830 

Application for a variation of a medicinal cannabis licence 4,150 

Application for a variation of a medicinal cannabis permit  1,730 

Application for a cannabis research licence    5,290 

Application for a cannabis research permit    1,830 

Application for a variation of a cannabis research licence  4,150 

Application for a variation of a cannabis research permit  1,730 
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E. Inspection fees - ODC 

Where an inspection is conducted in relation to an application for a licence, a permit, or 

a variation to a licence or permit, then additional fees are payable. 

Those fees are set at $470 per hour per person conducting the inspection. 

You can reasonably anticipate that an inspection will consist of at least two officers and 

take a full day per premises. This then equates to an average inspection fee of $7050 

per inspection. 

You can reasonably expect 2 inspections per year = $14,100 annual charge 

F. Compulsory further charges from the ODC    

In addition to licence fees and inspection fees, there are statutory charges which are in 

place to cover non-direct cost recovery of activities associated with licences. This 

includes the conduct of unannounced inspections, administrative processing of minor 

operating procedure variations lodged by licence holders, and other activities need to 

maintain the licencing scheme. 

The quantum of charge for a licence is as follows: 

 for a medicinal cannabis licence - $27,360 for each period of 12 months, or part 

of a period of 12 months, for which the licence is in force; 

 for a commercial cannabis research licence - $27,360 for each period of 12 

months, or part of a period of 12 months, for which the licence is in force; 

 for a non commercial cannabis research licence - $27,360 for the period for which 

the licence is in force. 

This is double charging, as they also charge a fee when you submit a variation, and 

inspections are already charged at $7000 for a day’s work so WTF! 

Changes to the ODC Charging 

OK so we have a license fee and a permit fee (need both):  $7,120 

Then they want to do 2 inspections a year @ $7050:   $14,100 

AND they want $27,360 for things that they may or may not want to do.  

This makes the annual charge for a cannabis license $48,580. 

Now if the cultivator is a manufacturer as well, then that will be $48,580 to the ODC and 

then another $6260 to the TGA for their manufacturing license. If they also conduct 

medical cannabis research then that adds another $12,100 to the ODC. 

So setting up to grow, research and manufacture medical cannabis will cost almost 

$70,000 in government fees and charges every year. RESET! understands the 

government is not going to miss this chance to line it’s pockets, but the contingency 

charge of $27,360 should not be levied every year even if it is not used. This should be a 

bond lodged once against future action and topped up following a charge actually 

occurring. We propose a $20,000 bond. 

http://www.resetcampaign.org/


43:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

  
APPENDIX C: How Medical Cannabis Works 

Medical Cannabis has been used for medicine for at least 4000 years. Twenty years ago 

the scientific basis for this cultural belief was confirmed with the discovery of the human 

endocannabinoid system (ECS) a more detailed document is here. This is a summary of 

what is says: 

The ECS is comprised of cannabinoid receptors, endogenous ligands (binding molecules) 

for those receptors, and enzymes that synthesize and degrade the ligands. 

The endogenous cannabinoid system, named after the plant that led to its discovery, is 

perhaps the most important physiologic system involved in establishing and maintaining 

human health. Endocannabinoids and their receptors are found throughout the body: in 

the brain, organs, connective tissues, glands, and immune cells. In each tissue, the 

cannabinoid system performs different tasks, but the goal is always the 

same: homeostasis, the maintenance of a stable internal environment. 

Cannabinoids promote homeostasis at every level of biological life. Here's one example: 

autophagy, a process in which a cell sequesters part of its contents to be self-digested 

and recycled, is mediated by the cannabinoid system. While this process keeps normal 

cells alive, allowing them to maintain a balance between the synthesis, degradation, and 

subsequent recycling of cellular products, it has a deadly effect on malignant tumour 

cells, causing them to consume themselves in a programmed cellular suicide. The death 

of cancer cells, of course, promotes homeostasis and survival at the level of the entire 

organism. 

Endocannabinoids and cannabinoids are also found at the intersection of the body's 

various systems, allowing communication and coordination between different cell types. 

At the site of an injury, for example, cannabinoids can be found decreasing the release 

of activators and sensitizers from the injured tissue, stabilizing the nerve cell to prevent 

excessive firing, and calming nearby immune cells to prevent release of pro-

inflammatory substances. Three different mechanisms of action on three different cell 

types for a single purpose: minimize the pain and damage caused by the injury. 

The endocannabinoid system, with its complex actions in our immune system, nervous 

system, and all of the body's organs, is literally a bridge between body and mind. By 

understanding this system we begin to see a mechanism that explains how states of 

consciousness can promote health or disease. 

By providing the body with additional cannabinoids, medical cannabis is giving the body 

additional building blocks to promote homeostasis. It really is that simple. While humans 

can benefit from a simple broad-spectrum (whole plant) cannabis dose, a higher degree 

of effectiveness can be achieved through providing medical cannabis tinctures (also 

known as homeopathic medicines) that are targeted to a person's specific condition. 

With more than 120 known combinations of the different active ingredients found in 

cannabis, medical cannabis is actually a class of medication rather than a specific 

substance. 
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This research is all in the last 20 years, and has been seriously hampered by the 

illegality of the subject matter. Only in recent years following the legalisation in many 

parts of the world are we seeing the research to prove the value of medical cannabis. 

The faster we let go of the past and embrace this amazing plant the faster Australians 

can have access to improved health care. 

A longer technical explanation can be found here. 

More information on Medical Cannabis can be found on the amazing Granny Storm Crows 

List, a listing of medical cannabis articles and papers updated biannually. 

 

 

Quaker, Philanthropist and 

Abolitionist Johns Hopkins of 

Johns Hopkins Hospital 

fame championed medical 

cannabis. 
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Appendix D: Cannabis is Homeopathy 

Our approach does not currently seek to go the “Cannabis is Homeopathy”. That will be 

a harder sell and will have much more chance of success once society sees the benefits 

of medical cannabis by Doctor’s prescription. 

  
The Therapeutic Goods Act 1989 was amended in 2008 to include the regulation of 

homeopathic substances.  The legal definition of homeopathy is exactly medical 

cannabis: 

(3AA) For the purposes of this Act, a homoeopathic preparation is a preparation: 

 (a) manufactured from a mother substance; and 

(b) manufactured in accordance with a manufacturing procedure described in a homoeopathic 

pharmacopoeia; (where) mother substance means any of the following: 

  …(b) a plant; 

 

So not only has medical cannabis been defined directly as a Homeopathic medication, it 

is also defined as such in the European Pharmacopoeia. Just to be clear the European 

Pharmacopoeia is specifically listed as an approved pharmacopoeia at Part 3-1 of the 

Therapeutic Goods Act.   

 

The TGA however has never referred to Cannabis as homeopathy until now. 

 

With the passing of TGO93 “Standard for Medical Cannabis”, the TGA explicitly 

acknowledges that Medical Cannabis is a homeopathic medication under the European 

Pharmacopoeia: 

 

“Section 7 of TGO 93 incorporates the requirements of the following general monograph of the 

European Pharmacopoeia as being applicable to medicinal cannabis products and ingredients: 

• Pharmaceutical Preparations (2619) 

This general monograph encompasses the requirements of specific monographs of the European 

Pharmacopeia for pharmaceutical raw materials (e.g. active ingredients, excipients) as well as the 

requirements of general texts (e.g. Residual Solvents (5.4)) and other general monographs of the 

European Pharmacopeia, including: 

• Herbal Drugs (1433) 

• Herbal Drug Preparations (765) 

• Herbal Drug Extracts (765)” 

 

Quite clearly Cannabis is Homeopathy.  
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Appendix D: Cannabis and Religion  

Of the 120 known cannabinoid receptors in the body, there are 120 known cannabis 

plant compounds to match them. In short there is a perfect match between the cannabis 

plant and the human body. Cannabis came out of China and humanity from Africa. There 

is no element of the theory of evolution that can explain how 2 completely separate 

organisms living out of contact of each other evolved to be a perfect match.  

As a Christian I call cannabis  The Divine Plant. His gift to heal our bodies using the 

endocannabinoid system he gave us - the system that regulates and repairs the human 

body. 

In Exodus 30:22-33 ingredients were listed for the compound for anointing oil used to 

sanctify both the tabernacle and the priests themselves, one of the ingredients is 

Cannabis Oil. Indeed, the first known printed bible was printed on paper made from 

cannabis. There is no other specific mention of Cannabis in the Bible, so they rely on 

pretty literal applications of various verses about using drugs which is not correct IMHO. 

In 2003, the Union for Reform Judaism passed a Resolution on the Medicinal Use of 

Marijuana calling for advocacy to change local, state and federal law to permit the 

medicinal use of marijuana and ensure its accessibility for use by patients under medical 

supervision. 

BTW in Buddhism a cannabis cloth is hung from the doorway to the Temple, rubbing 

over the faithful as they enter to cleanse their bodies.  A custom dating back thousands 

of years is more than symbolic, they knew the healing properties of cannabis all those 

years ago 
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APPENDIX E: Roy Morgan Poll – Medical Cannabis 

More than nine out of every 10 Australians (91%) believe the use of marijuana for 

medicinal purposes should be made legal, according to a special Roy Morgan telephone 

survey conducted over the three nights of October 20-22, 2015 with 644 Australians 

aged 14+. Only 7% are against legalisation and 2% can’t say. 

Although Roy Morgan Research has been asking Australians for many years whether 

they believe the smoking of marijuana should be legalised, this is the first time we have 

asked specifically about the medicinal use of marijuana. 

The landslide result comes from widespread support for the legalisation of medicinal 

cannabis among men and women, different age groups, states of residence and federal 

voting intention. 

Analysis by age and gender 

Asked the question, ‘In your opinion should the use of marijuana for medicinal purposes 

be made legal or remain illegal?’ a staggering 92% of women and 90% of men 

responded that yes, it should be made legal. 

The strongest support for legalisation came from the 50-plus age group: 94% of 

Australians aged 50-64 and 94% of those aged 65 and older believe medicinal marijuana 

should be legalised. Least likely to support the idea is the 14-24 year-old age bracket, 

but even so, an overwhelming majority (85%) are in favour. 

   Analysis by Sex & Age 

 Oct 20-

22, 

2015 

Men Women 
14-

24 

25-

34 

35-

49 

50-

64 
65+ 

 

% % % % % % % % 

Yes, 

Legal 
91 90 92 85 90 90 94 

94 

No, Not 

Legal 
7 8 6 13 6 7 5 

4 

Can’t say 2 2 2 2 4 3 1 2 

TOTAL 100 100 100 100 100 100 100 100 
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Analysis by state of residence 

Of all the states, Western Australia shows the highest rate of support (97%) for 

legalising the use of cannabis for medicinal purposes, although it should be noted 

that this is drawn from a smaller sample than the more heavily populated states, 

NSW and Victoria (92% respectively). Meanwhile, 89% of both South Australians 

and Queenslanders are in favour of legalisation. 

 
      Analysis by States & Regions   

 

Oct 

20-

22, 

2015 

Capital 

Cities 

Country 

Areas 
NSW VIC QLD WA SA Tas# 

 
% % % % % % % % % 

Yes, 

Legal 
91 

92 89 
92 92 89 97 89 

82 

No, Not 

Legal 
7 

6 9 
5 7 9 3 9 

13 

Can’t 

say 
2 

2 2 
3 1 2 - 2 

5 

TOTAL 100 100 100 100 100 100 100 100 100 

#Small sample sizes (under 50) should be treated with caution. 
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Analysis by voting intention 

While social attitudes frequently vary depending on an individual’s political 

preference, the issue of medicinal marijuana is not one of them.  Support for 

legalisation is similarly strong among Australians intending to vote for L-NP (92%) in 

the next federal election and those planning to vote for the ALP (94%), and almost 

unanimous among Green voters (97%).  

 

Electors 

18+ 
Analysis by Federal Voting Intention 

 

Oct 20-22, 

2015 
L-NP ALP 

Gree

ns 

Ind/ 

Others# 
Can’t say# 

 
% % % % % % 

Yes, Legal 92 92 94 97 85 82 

No, Not 

Legal 
5 6 3 3 10 10 

Can’t say 3 2 3 - 5 8 

TOTAL 100 100 100 100 100 100 

#Small sample sizes (under 50) should be treated with caution. 

Michele Levine, CEO, Roy Morgan Research, says: “The results of our special telephone survey 

indicate an overwhelming support for legalising the use of medicinal marijuana. Part of the Federal 

Government’s plan is to allow each state’s government to decide whether they will allow the drug 

to be grown. Our results show that a vast majority of residents in each state are in favour of 

legalisation.. 

 “Unlike some social issues, legalising medicinal marijuana is widely favoured by electors of 

different political persuasions and age groups, which really tells us its time has come. Not 

surprisingly, Australians aged 50+ are the strongest supporters, as this group is most susceptible 

to several of the conditions that medicinal cannabis can provide relief from: Parkinson’s disease, 

cancer, glaucoma and more. (Obviously, as the government develops the overall framework for 

medicinal marijuana use, the specifics regarding who qualifies for this kind of treatment will have 

to be determined.) 

“It should also be noted that the special telephone survey found that only one third of the 

population believes that the smoking of marijuana should be made legal. This demonstrates that 

Australians understand that smoking and consuming cannabis for medicinal purposes are two very 

separate issues.” 

** This special telephone Morgan Poll was conducted over three nights last week, October 20-22, 

2015, with an Australia-wide cross section of 644 Australians aged 14+. 

Roy Morgan Research – Enquiries Office: (+61) (03) 9224 5309 

askroymorgan@roymorgan.com 

http://www.resetcampaign.org/
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APPENDIX F GLOSSARY 

As supplied by the Health Department, these are open to discussion. 

What is hemp oil? 

Hemp oil is an extract of a plant in the genus Cannabis. It may contain various 

cannabinoids such as cannabidiol (CBD) and tetrahydrocannabinols (THC). Generally 

hemp oil will contain less than 50mg/kg of tetrahydrocannabinol (THC). 

Hemp oil is not to be confused with another product known as hemp seed oil. 

What is hemp seed oil? 

Hemp seed oil is the oil obtained by cold pressing the ripened fruits (seeds) of a plant in 

the genus Cannabis. 

Hemp seed oil does not contain cannabinoids, such as CBD, apart from trace levels that 

may be present from inadequate cleaning of the seeds. 

What is the difference between hemp and cannabis? 

Hemp and cannabis are both terms used to describe a plant in the genus Cannabis. 

Colloquially, hemp is a term used to describe any cannabis plant that is cultivated for 

fibre and seed. It will generally contain very low levels of THC. 

What is an extract of cannabis? 

For the purpose of the Narcotic Drugs Act 1967 (the Act) an 'extract of cannabis' is any 

substance that may be obtained by the separation of components from a plant in the 

genus Cannabis using solvents or other means. 

Extraction of a plant in the genus Cannabis is considered to be 'manufacture' under the 

Act and requires a manufacture licence. 

What is the difference between hemp oil and an extract of cannabis? 

There is no difference; hemp oil is the extract of cannabis. The manufacture of hemp oil 

requires a manufacture licence under the Act. 

Why has the Government changed the classification of hemp oil? 

The Act implements the manufacturing obligations of the Single Convention on Narcotic 

Drugs of 1961 (the Single Convention), to which Australia is a signatory. Under the 

Single Convention an extract of cannabis is a drug; therefore by definition 'hemp oil' 

is also a drug and is subject to the manufacturing obligations under the Single 

Convention. All cultivation of cannabis is controlled under the Single Convention, and 

under the Act, except for cannabis cultivated exclusively for fibre and seed. The 

Australian Government has not changed the classification of hemp oil. Since the 

commencement of the Act in 1967, any person manufacturing hemp oil must have a 

licence to manufacture under the Act. 

http://www.resetcampaign.org/


51:  RESET! Natural Medical Cannabis Advocacy | www.resetcampaign.org | V14 

 

The hemp oil does not contain THC, why is it not legal to use? 

The Single Convention and Australian law is silent on the levels of THC in cannabis 

extracts. All extracts of cannabis are drugs, regardless of specific cannabinoid levels. 

Is hemp seed oil a drug? 

No. Hemp seed oil is an extract of cannabis seeds and does not contain any extracts 

from the cannabis plant. Therefore, by definition, hemp seed oil is not a drug under the 

Act. In addition, hemp seed oil does not contain anything more than trace amounts of 

cannabinoids. 

Why does the hemp seed oil label say it contains CBD (cannabidiol)? 

If a product labelled 'hemp seed oil' contains cannabinoids, such as CBD, it is not hemp 

seed oil. The product may have been mislabelled, mixed with hemp oil or adulterated 

with CBD. 

Is it legal to buy hemp oil in Australia? 

Hemp oil is a drug. 

Hemp oil that is a medicinal cannabis product may only be accessed by prescription from 

your doctor who has been granted Special Access Scheme Approval or is an Authorised 

Prescriber. 

Is it legal to import hemp oil into Australia? 

Hemp oil may only be imported if the importer holds a licence and permit to import from 

the Office of Drug Control. Information relating to licences and permits can be found on 

the import and export page of this site. 

A website says that hemp oil products are 100% legal in Australia. Is that true? 

No, unless the product is hemp seed oil, then it is not legal to purchase or import 

without a doctor’s prescription, Special Access Scheme approval, and if from overseas, 

import permission. 

Are the hemp oil products I have seen in the shops legal? 

Maybe. Many products are incorrectly labelled as containing 'hemp oil' and actually 

contain 'hemp seed oil'. 

If the product contains more than 50mg/kg of cannabinoids, such as cannabidiol (CBD), 

it is a drug and therefore requires a doctor’s prescription and Special Access Scheme 

approval. 

Can I use hemp oil in cosmetics? 

No. Hemp oil, being an extract of cannabis, is a drug. Drugs may not be used in 

cosmetics unless approved, with a therapeutic claim, by the TGA under the Therapeutic 

Goods Act 1989. 
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Can I import hemp seeds (or hemp seed oil) for food? 

No 

Regulation 5 of the Customs (Prohibited Imports) Regulations 1956 does not permit the 

import of hemp seed or hemp seed oil unless for medicinal or scientific purposes. 

The Department notes the Australia and New Zealand Ministerial Forum on Food 

Regulation recently supported the draft FSANZ standard to allow low-THC hemp seed to 

be sold as food and has also supported the establishment of an implementation and 

monitoring working group. 

Any changes to the import regulations concerning the import of hemp seeds as food will 

be announced in due course. 

What is the difference between Registered goods and Listed goods on the 

Therapeutic Good Register? 

A registered good is a high risk item, such as prescription medicine, pharmacy only 

medicine and similar. A listed good is generally available over the counter in 

supermarkets and health food stores. Medical Cannabis is a registered good. 

What is a Restricted Medicine 

A restricted medicine is a pharmacy-only medicine that does not require a prescription. 

What is Homeopathy 

Homeopathy is a system of natural health care that has been in worldwide use for over 

200 years. Homeopathy treats each person as a unique individual with the aim of 

stimulating their own healing ability. A homeopath selects the most appropriate medicine 

based on the individual's specific symptoms and personal level of health. 

It is recognised by the World Health Organisation as the second largest therapeutic 

system in use in the world. While it is most popular in India and South America, over 

thirty million people in Europe, and millions of others around the world, also benefit from 

its use. 

The name homeopathy, coined by its originator, Samuel Hahnemann, is derived from the 

Greek words for ‘similar suffering’ referring to the ‘like cures like’ principle of healing. 

Hahnemann was born in Germany two hundred and fifty years ago. At this time the old 

world-view was being renovated and traditional beliefs, many flimsily based upon 

superstition, were being increasingly subjected to the rigour of experimental scrutiny 

and assessment. The practice of Homeopathy is based upon science while its application 

is an art. 

Homeopathy is founded on two principles that have occurred regularly throughout the 

history of medicine, both in eastern and western worlds. The first principle of ‘like cures 

like’ can be looked at in several ways. One way is to assume that the body knows what it 

is doing and that symptoms are the body’s way of taking action to overcome illness. This 

healing response is automatic in living organisms; we term it the vital response. The 

similar medicine acts as a stimulus to the natural vital response, giving it the information 

it needs to complete its healing work. Since the initial action of the vital response plus 
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the medicine is to increase the strength of the symptoms, this is our first indication of 

internal healing taking place, of diseases being cured from within – pushed outwards 

along the established routes of past and present symptoms. 

Before the medicines are decided upon, their curative powers are discovered by testing 

them out on healthy human subjects and carefully noting emotional, mental and physical 

changes. This is termed a ‘proving’. This information constitutes the basis for ‘like cures 

like’, for a medicine’s unique symptom picture must match up with the individual’s 

unique expression of their disease, that is, the present and persisting symptoms of the 

disease. 

The second principle, that only ‘the minimum dose’ should be employed is based upon 

the understanding that the stimulus of the medicine works from within the vitality and is 

not imposed from the outside. Only enough is administered to initiate the healing 

process, which then carries on, driven by its own internal healing mission. Homeopathic 

medicines given in minimum doses, while they do stimulate the body’s vital response, do 

not produce the gross side effects that are so often the pit-fall of conventional 

treatment. 

Ref: http://www.homeopathyschool.com/why-study-with-us/what-is-homeopathy/ 

________________________ 
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