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ENFORCEABLE UNDERTAKING 
Therapeutic Goods Act 1989 

Section 42YL 

The commitments in this undertaking are offered to the Secretary of the Australian 
Department of Health and Aged Care given for the purposes of section 42YL of the 

Therapeutic Goods Act 1989 (the Act) by 

Your Solution Compounding Pharmacy Pty Ltd 

ACN 152 996 551 

The undertaking is in force for three (3) years from the date of last signature. 

Definitions 

1. The following definitions are in use in the undertaking:

a) the Act means the Therapeutic Goods Act 1989 (Cth)

b) Covered Websites means any website that is controlled or operated by YSCP, or that
is controlled or operated by persons on behalf of YSCP, and includes:

i. the Website, and

ii. any websites that may be created after the commencement of this undertaking

c) the Code means the Therapeutic Goods (Therapeutic Goods Advertising Code)
Instrument 2021

d) the Department means the Australian Government Department of Health and Aged
Care

e) the Register means the Australian Register of Therapeutic Goods, as maintained by
the Secretary under section 9A(1) of the Act

f) the Regulations means the Therapeutic Goods Regulations 1990 (Cth)

g) the Secretary means the Secretary of the Department

h) the TGA means the Therapeutic Goods Administration, part of the Department

i) the Website means the website located at Uniform Resource Locator
‘https://www.yoursolutioncompounding.com’

j) YSCP means Your Solution Compounding Pharmacy Pty Ltd ACN 152 996 551

Persons giving this undertaking 

2. This undertaking is given to the Secretary by Your Solution Compounding Pharmacy Pty Ltd
ACN 152 996 551 of 5/264 South Pine Road, Brendale QLD 4500 for the purposes of Section
42YL of the Act.
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Background 

YSCP 

3. YSCP is an Australian proprietary limited company registered under Corporations Act 2001 
(Cth) which was given Australian Company Number 152 996 551. 

4. YSCP is a compounding pharmacy and its primary business is compounding of 
pharmaceutical goods. YSCP also supplies pharmaceutical goods to consumers. 

5. These goods primarily include compounded medicines. 

6. From at least 23 November 2023 to 20 June 2024, compounded medicines including 
tirzepatide and semaglutide could be purchased by consumers through the Website. 

7. YSCP is responsible for the material which appears on the Website and its subdomains.  

TGA Concerns 

8. Under the Act it is an offence, and gives rise to a contravention of a civil penalty provision, 
for an advertisement of therapeutic goods to refer to: 

a) substances, or goods containing substances, included in Schedule 3, 4 or 8 to the 
current Poisons Standard but not in Appendix H of the current Poisons Standard, 
other than a reference authorised or required by a government or government 
authority but not including a foreign government or foreign government authority 
(sections 42DL(1), 42DL(10), 42DLB(1) and 42DLB(7) of the Act); and 

b) therapeutic goods that are not entered in the Register and that are prescribed by the 
Regulations, other than a reference authorised or required by a government or 
government authority but not including a foreign government or foreign government 
authority (sections 42DL(1), 42DL(12), 42DLB(1) and 42DLB(9) of the Act and 
regulation 7 of the Regulations). 

9. The TGA is concerned that the Website promoted the use or supply of therapeutic goods 
from at least 23 November 2023 to 20 June 2024, in that it contained: 

a) pricing schedules for semaglutide that can be ordered throughout the Website; 

b) buttons that redirect readers to webpages focused on semaglutide orders; and 

c) web pages dedicated to initial and repeat orders of semaglutide which have portals 
to upload prescriptions for semaglutide only (an image of an advertisement is 
included at Annexure B). 

10. The TGA considers that YSCP unlawfully advertised therapeutic goods, including 
tirzepatide and semaglutide, in contravention of section 42DLB(1) of the Act where 
subsections 42DLB(7) and (9) applied in circumstances where advertisements on the 
Website referred to: 

a) substances, or goods containing substances, included in Schedule 3, 4 or 8 to the 
current Poisons Standard but not in Appendix H of the current Poisons Standard; and 

b) therapeutic goods that are not entered in the Register and that were prescribed by 
the Regulations. 
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Acknowledgement of Breach 

11. As a result of the TGA’s investigations and in response to the TGA’s concerns, YSCP:  

a) acknowledges that the Website likely contravened section 42DLB(1) of the Act 
where subsections 42DLB(7) and (9) applied; and 

b) offers this undertaking to the TGA to address the TGA’s concerns.  

Undertakings 

Period of Undertaking 

12. This undertaking comes into effect when both of the following are satisfied: 

a) the undertaking is executed by YSCP; and 

b) the Secretary accepts the undertaking so executed. 

13. Upon the commencement of this undertaking, YSCP undertakes to assume the obligations 
set out in paragraphs 16 to 23 below. 

14. This undertaking has effect for 3 years from the day it comes into effect. 

Application of the undertaking to all Covered Websites 

15. This undertaking applies to the Covered Websites. 

Undertakings 

16. Under section 42YL of the Act, YSCP has offered, and the Secretary has agreed to accept 
the following undertakings: 

a) that YSCP will not, for the period that this undertaking is in effect, advertise therapeutic 
goods including referring to individual prescription-only medicines on the Covered 
Websites in any way which is in breach of the requirements of the Act. 

b) YSCP will provide all documents and information requested by the Secretary from time 
to time for the purposes of assessing its compliance with the terms of this enforceable 
undertaking. 

c) YSCP will pay the costs of its compliance with this undertaking. 

Engagement of an external qualified compliance professional 

17. YSCP undertakes, within one month of this undertaking coming into effect, to engage an 
external qualified compliance professional (Consultant) to advise and assist with the 
measures specified in paragraph 18 below.  

18. YSCP’s engagement of the Consultant will include a requirement for the Consultant to, 
within six months from the engagement of the Consultant, provide a written opinion on 
the matters listed at Annexure A (the Consultant’s Report). 

19. For the purposes of this undertaking, a Consultant is a person, including a legal 
practitioner, with experience in advising on compliance matters concerning the 
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regulation of therapeutic goods in Australia, who has no financial, personal or other 
interest in the business activities of YSCP. 

Provision of assistance by YSCP to the Consultant 

20. YSCP will provide the Consultant with: 

a) access to any information the Consultant requests; and  

b) any assistance the Consultant requests, 

for the purposes of preparing the Consultant’s Report. 

Implementation of the Consultant’s recommendations  

21. YSCP will implement all recommendations made by the Consultant in the Consultant’s 
Report unless the TGA specifically agrees in writing that any recommendation need not 
be implemented upon request in writing from YSCP.  

Provision of documents to the TGA  

22. Within 7 calendar days of YSCP engaging a Consultant, YSCP must provide to the TGA the 
identity and contact details of the Consultant that YSCP has engaged. 

23. Within 7 calendar days of YSCP receiving the Consultant’s Report from the Consultant, 
YSCP must provide to the TGA a copy of the Consultant’s Report.   

Acknowledgements 

24. YSCP acknowledges that: 

a) this undertaking was given voluntarily by YSCP; 

b) the Secretary may make this undertaking and information about this undertaking 
publicly available including by publishing it on the TGA’s website; 

c) the Secretary may, from time to time, make public reference to this undertaking 
including in news media statements and in publications by the TGA or the Department 
including on various forms of social media; and 

d) this undertaking in no way derogates from the rights and remedies available to the 
Secretary, the Commonwealth or any other person arising from the conduct referred 
to in paragraph 9 above. 
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Annexure A 

 

Requirements for the Consultant’s Report (see paragraph 18) 

25. The Consultant’s Report must address and include the following: 

a) the Consultant’s opinion as to whether the Covered Websites comply with the Act 
and the Code; 

b) the Consultant’s opinion as to whether YSCP has in place an effective compliance 
program that ensures the Covered Websites comply with the Act and the Code. 

c) actions, if any, recommended by the Consultant to: 

i. bring the Covered Websites into compliance with the Act and the Code; and 

ii. improve YSCP’s policies, processes or procedures to ensure ongoing 
compliance with the Act and the Code; 

d) copies of YSCP’s policies, procedures or other similar documentation concerning the 
preparation and review of content published to the Covered Websites; 

e) details of the information gathered and examined by the Consultant in the course of 
preparing the Consultant’s Report; and 

f) a signed statement by the Consultant that they have seen this undertaking, that they 
have prepared the written opinion and that, notwithstanding their engagement by 
YSCP, the opinion contains their impartial and professional opinion regarding YSCP’s 
compliance with the Act and the Code. 
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Annexure B 

 

 




