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Before any medical cannabis products are approved by the Therapeutic Goods Association (TGA) and listed on 

the Australian Register of Therapeutic Goods (ARTG), medical prescribers must gain approval to prescribe as an 

Authorised Prescriber (AP) or under the Special Access Scheme Category B (SAS). 

In February 2017, the Department of Health announced they would allow importers to seek approval to import 

medical cannabis products before SAS approvals and AP requests, which will allow for supplies of products to be 

available in a more timely fashion. This does not change the requirements for approval through SAS or AP, but 

reduces time taken from approval to supply. 

These pathways rely on importing medical cannabis products, and the applications must contain certain 

information on the efficacy the product. 

There is a hierarchy of evidence of efficacy, differentiating between: 

These products can be further classified according to the types of evidence available. This can range from: 

Products which are not approved in Australia but approved in countries with a regulatory standard 

comparable to that in Australia (ie, USA, UK, Sweden, Canada, The Netherlands); 

Products which are not approved in Australia but approved in countries other than those with regulatory 

standards comparable to that in Australia;  

Products which are currently under evaluation within TGA; and 

Products that are not approved anywhere and are still undergoing clinical trials. 

Evidence from published randomised controlled trials [highest level of evidence];

Evidence from published non randomised trials;

Individual case reports; or

Consensus opinion of specialist colleges and societies [lowest level of evidence]. 

For example, a product that has been approved in a country with a regulatory system comparable to our own is 

likely to be approved for supply under the SAS for a condition for which it has been approved in those countries. 

On the other hand, if the only evidence available is that from published case reports, it is unlikely that use of the 

product would be approved for anything but the most serious (almost life-threatening) of conditions. In this 

case, the prescriber will also have to demonstrate clinical justification.  
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With respect to the clinical justification for the use of the unapproved product, the extent to which the 

application should address the use of available approved therapies will depend on the seriousness of the 

condition and the amount of information that is known about the product. As a general rule, the less serious the 

clinical need, the greater the requirement to demonstrate those available therapies are clinically unacceptable.  

The import of medical cannabis products between countries is tightly controlled and subject to international 

drug conventions. Approval must be granted by the national governments of both the importing and exporting

countries before shipment can occur. 

Sponsors who intend to import in advance of SAS and AP will have the following statutory conditions imposed 

under Item 1 of Schedule 5A of the Therapeutic Goods Regulations 1990: 

The supply of the goods must be in accordance with the relevant notification, approval, authorisation or 

prescription;

The goods must be kept in a warehouse or a properly secured area under the control of the sponsor; 

If the goods are not used within 12 months of importation, they must be destroyed; and 

The sponsor must: 

keep records relating to the source and supply of the goods;

if the goods are destroyed, keep records relating to the destruction; and

if requested by the Secretary, give the records to the Secretary. 
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