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Pages 31 through 33 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Sch3(7) - Legal Professional Privilege
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Division: Prevention 
RM folder reference No: C-ECTF-17/3094 

File Ref No: 

17 JUL 2017 

Brief for Ministerial 
Correspondence 

SUBJECT: Overview of issues raised by the disallowance of amendments to 
Therapeutic Goods Regulations 1990 

Key Issues 

1. On 30 May 2017, the Honourable Greg Hunt MP, Commonwealth Minister for Health and 
Minister for Sport, wrote to the Honourable Cameron Dick MP, Queensland Minister for 
Health and Minister for Ambulance Services, seeking assistance to find a way for the COAG 
Health Council to further streamline the approval pathways for medicinal cannabis products. 

2. Note the disallowance of a range of amendments to the Therapeutic Goods Regulations 
1990 (CwIth) by the Australian Senate will have significant implications for the access and 
authorisation of medicinal cannabis products in Queensland. 

3. Minister Hunt provides a number of suggestions for how Queensland could contribute to a 
more streamlined and seamless system. 

4. On 13 June 2017, the Australian Senate voted to disallow amendments to the 
Therapeutic Goods Regulations 1990 (CwIth). Specifically, medicinal cannabis products can 
now be accessed under the Therapeutic Goods Act 1989 (CwIth) via: 

	

4.1 	the Special Access Scheme Category A (SASA) for terminally ill patients; 

	

4.2 	traveller's exemption for travellers under treatment of a medical practitioner who may 
travel to Australia with medicinal cannabis products for their own personal use; 

	

4.3 	personal importation for a patient or their immediate family to import medicinal 
products (that is by person) with no requirement for any other Therapeutic Goods 
Administration (TGA) approval as they are already exempt; and 

4.4 extemporaneous compounding has been expanded from the public hospital system to 
include private companies that can be accessed by the public. 

5. An overview of how these changes will impact the Queensland regulatory framework is 
provided in Attachments 2, 3 and 4. 

6. A number of issues raised in the letter from Minister Hunt will be affected by the 
disallowance, particularly the TGA's ability to ensure the quality of the medicinal cannabis 
product provided to patients through some access pathways. The response letter 
(Attachment 1) highlights the concerns that Queensland Health has about the framework. 

7. Prescribers that use the SASA approval pathway will not be able to access bulk importation 
due to the way that program has been established. This will result in SASA applicants 
needing to organise importation on a case by case basis, resulting in patients waiting longer 
to receive product. The Queensland Department of Health is concerned about the TGA's 
ability to ensure the quality of the product to be used and can see benefits in patients having 
easier access to medicinal cannabis products as long as quality and safety can be 
addressed. 

8. This new process following the disallowance will make it more difficult for the Queensland 
expert panel to approve SASA and personal importation applications because the panel 
may not know if the product meets TGA standards. The Queensland approval process 
comes before the Office of Drug Control (ODC) part of the process. More work will need to 
be undertaken with ODC to fully map and resolve these issues over coming weeks. 

Results of Consultation 

9. Preliminary discussions have been undertaken with the TGA and the ODC. 

Resource Implications (including Financial) 

10. This will be managed within existing resource allocation. 
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RM folder reference No:  C-ECTF-17/3094 
Division: Prevention 
File Ref No: 

Background 

11. On 11 May 2017, the disallowance, proposed by the Senator Di Natalie was defeated in the 
Senate only for a revote to be called for by Senator Jacqui Lambie due to her absence from 
the initial vote. The disallowance was upheld on the revote due to support from One Nation 
who had previously rejected the disallowance. 

12. The TGA has allowed several companies to undertake bulk importation under changes 
made to the Therapeutic Goods Regulation in February 2017. Six companies have since 
been approved as wholesalers in Queensland. 

13. A number of families with seriously ill children that are currently using illegal medicinal 
cannabis products are very actively engaged with the media and have continually stated the 
medicinal cannabis framework developed by the Commonwealth and Queensland 
Governments excessively burdensome and timely. 

14. A number of medicinal cannabis advocates have raised the issue of affordability and are 
requesting amnesty to use unauthorised product in the interim period. 

Attachments 

15. Attachment 1: 
Attachment 2: 
Attachment 3: 
Attachment 4: 

Letter of response to the Honourable Greg Hunt MP — C-ECTF-17/3094 
Overview of the impact of the disallowance on the Queensland 
Overview of current processes 
Approvals Schema 

Department Contact Officer 

Dr Jeannette Young, Chief Health Officer and Deputy Director General, Prevention Division 
on telephone 3708 5190 
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