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Dear ,

Please find attached correspondence from the Therapeutic Goods Administration.

Please carefully read the letter and provide receipt of this email by Monday 14 August 2023.

You are welcome to make submissions as to why regulatory action should not be taken and can
do so by 12 noon on Thursday 31 August 2023.

Please do not hesitate to contact me should you have any further queries.

Kind Regards,

– Advertising and Product Investigation Section
Regulatory Compliance Branch
Australian Government, Department of Health and Aged Care
PO Box 100, Woden ACT 2606, Australia

P:  | e: @health.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission.

This response contains general information given to you without prejudice, it is not binding on the TGA, and it does not
constitute legal advice.  You may need to get your own independent advice to ensure that all of the legislative
requirements are met.
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PO Box 100 Woden ACT 2606 ABN 40 939 406 804 
Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au  

 

 

Naturally Elevated Pty Ltd 
ACN 636 315 109 
Unit 19 67 Bancroft Road 
PINKENBA QLD 4008 

Email and express post: @elevatedextracts.com.au 
 

Our Reference: AC-000000014762 

10 August 2023 

 

Dear  

Opportunity to provide submissions as to why regulatory action should not be taken in 
relation to the alleged unlawful advertising of therapeutic goods  

1. The Therapeutic Goods Administration (TGA) has previously written to your business, 
Naturally Elevated Pty Ltd (Naturally Elevated) in relation to the alleged unlawful 
advertising of therapeutic goods, specifically medicinal cannabis products.  

2. Our previous correspondence provided you with notice of the TGA’s concerns about 
the advertising of medicinal cannabis products and provided education on some of the 
relevant regulatory requirements in relation to the advertising of therapeutic goods 
with reference to the civil penalty and criminal offence provisions and relevant 
legislation.  

3. Consistent with how we manage advertising compliance and the information found at 
compliance actions and outcomes, an escalation of regulatory action is being 
considered, relevantly because ‘the alleged breach is such that there is a likely impact 
on the consumers' ability to use therapeutic goods safely or appropriately’.  

4. The TGA’s previous correspondence concerned the advertising of therapeutic goods, 
so an escalation of regulatory action in relation to your advertising of medicinal 
cannabis products is now appropriate. 

5. The purpose of this letter is to provide Naturally Elevated with an opportunity to make 
submissions before a decision is made about whether escalated enforcement action 
should be taken in relation to alleged unlawful advertising which appeared on online 
platforms for which Naturally Elevated appears to be responsible.  
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6. You are welcome to make submissions as to why regulatory action should not be taken 
and can do so by 12 noon on Thursday, 31 August 2023. 

Action required 

• Confirm receipt of this letter by Monday 14 August 2023. 

• Carefully consider the information provided below. 

• Provide your submission to the TGA by 12 noon on Thursday 31 August 2023 as to 
why regulatory action should not be taken in relation to the non-compliant advertising 
on the online platforms set out below. 

Notice of intention to take enforcement action 

7. The TGA is considering whether escalated enforcement action should be taken in 
relation to alleged unlawful advertising which appeared on the Naturally Elevated, 
Canwell Pty Ltd and/or Farma Group online platforms (including websites and social 
media pages), for which Naturally Elevated appears to be responsible.  

8. The websites of concern include: 

a. the website at https://elevatedextracts.com.au/   

b. the website at https://farmagroup.com.au/    

c. the website at https://canwell.com.au/   

(collectively, the Websites). 

9. The social media pages of concern include: 

a. the Instagram account on https://www.instagram.com/canwellaustralia/, and 

b. the Facebook account on https://www.facebook.com/canwellaustralia/  

(collectively, the Social Media pages). 

10. The enforcement action being considered by the TGA may include: 

a. giving you infringement notices under section 42YK of the Therapeutic Goods Act 
1989 (the Act) as an alternative to court action, or  

b. preparing the matter for court either under section 42Y of the Act, or by preparing 
a brief to the Commonwealth Director of Public Prosecutions. 

11. The enforcement action being considered may not be limited to the examples 
provided in this letter, and may extend to any other unlawful advertising of any kind. 

12. Naturally Elevated’s submissions will be taken into account by a delegate of the 
Secretary of the Australian Government Department of Health and Aged Care before a 
decision is made.  

13. Please note that information about any compliance action taken against Naturally 
Elevated may be published on the TGA website under subsection 61(5A) of the Act, 
consistent with our usual practice. 

 

Advertising therapeutic goods 

14. Under the Act, a person who advertises or causes the advertising of therapeutic goods 
on certain circumstances may be liable for criminal sanctions (s 42DL of the Act) 
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and/or civil penalties (s 42DLB(1) of the Act). These circumstances include where the 
advertisement: 

a. contains a prohibited representation, being a reference to a particular condition 
like mental illnesses, such as depression and anxiety, and no TGA approval has 
been given.1 

b. contains a restricted representation, being a reference to a to a serious form of a 
disease, condition, ailment or defect, such as Multiple Sclerosis  and epilepsy, and 
no TGA approval has been given.2 

c. refers to substances, or therapeutic goods containing substances, included in 
Schedule 3, 4 or 8 to the current Poisons Standard, such as cannabis or 
cannabidiol, and no exception applies. 

d. contains a statement, pictorial representation or design suggesting or implying 
the goods have been recommended or approved by a government, such as ‘TGA 
approved’.3 

 

Summary of alleged contraventions  

15. We identified prohibited representations, restricted representations, references to 
substances included in Schedule 3, 4 or 8 of the current Poisons Standard, and 
representations about government approvals, on the Websites and the Social Media 
pages which we allege contravene the advertising provisions in the Act. 

16. Specifically, we allege that the Websites contained: 

• prohibited and/or restricted representations - statements which refer to specific 
serious medical conditions such as Chron's Disease, Parkinson's Disease, Restless 
Leg Syndrome, Epilepsy, Multiple Sclerosis, Anorexia, Autism, Cerebral Palsy, and 
Endometriosis. 

• representations about government approvals - statements which suggest or 
imply that medicinal cannabis products have been approved or recommended by 
a government or government authority, such as the statement made that 
Naturally Elevated trading as Elevated Extract products “[…] conform with the 
Therapeutic Goods ‘Standard for Medicinal Cannabis’ (TGO 93) Order 2017’. 

• references to substances included in Schedule 3, 4 or 8 of the current Poisons 
Standard - statements which promote the supply of medicinal cannabis products 
by stating “World-Class Medicinal Cannabis oils, isolates and tinctures that are 
ethically sourced and fairly priced.” 

17. In addition, we allege that the advertisements on the Social Media pages referred to 
serious medical conditions, such as Anxiety, PTSD and Cancer (prohibited 
representations). 

 
1 See subsection 42DLB(1) of the Act, where subsection 42DLB(2) applies; and subsection 42DL(1) of the Act where 
subsection 42DL(5) applies. 
2 See subsection 42DLB(1) of the Act, where subsection 42DLB(4) applies; and subsection 42DL(1) of the Act, where 
subsection 42DL(7) applies. 
3 See subsection 42DLB(1) of the Act where subsection 42DLB(6) applies; and subsection 42DL(1) of the Act where 
subsection 42DL(9) applies. 

Document 1



Document 1



From:
To: Advertising Compliance
Cc: ; ; 
Subject: RE: IMPORTANT: Letter from the Therapeutic Goods Administration for Naturally Elevated Pty Ltd ( TGA ref:

AC-000000014762) [SEC=OFFICIAL]
Date: Thursday, 31 August 2023 1:27:09 PM
Attachments: image001.png

TGA REP 23-001 - part 1.pdf
TGA REP 23-001 - part 2.pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Good afternoon,

Please find attached our official response and request for subsequent action.
Please Note: Due to size, it is spread across two attachments.

We appreciate the support during this time.
Further, we look forward to working with you closer to ensure future compliance.

With thanks,

 | 
Elevated Extracts
Phone: 
Web: www.elevatedextracts.com.au
LinkedIn: 
Mission: #EqualAccess 

P.S. Please accept our apologies, acknowledging this is now 90 minutes past deadline (I had a
typo in your email address).

From: Advertising Compliance <advertising.compliance@tga.gov.au> 
Sent: Thursday, August 10, 2023 4:57 PM
To:  < @elevatedextracts.com.au>
Cc:  < @Health.gov.au>
Subject: IMPORTANT: Letter from the Therapeutic Goods Administration for Naturally Elevated
Pty Ltd ( TGA ref: AC-000000014762) [SEC=OFFICIAL]
Importance: High

Dear ,

Please find attached correspondence from the Therapeutic Goods Administration.

Please carefully read the letter and provide receipt of this email by Monday 14 August 2023.

You are welcome to make submissions as to why regulatory action should not be taken and can
do so by 12 noon on Thursday 31 August 2023.
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Please do not hesitate to contact me should you have any further queries.
 
Kind Regards,
 

 – Advertising and Product Investigation Section
Regulatory Compliance Branch
Australian Government, Department of Health and Aged Care
PO Box 100, Woden ACT 2606, Australia

P:  | e: @health.gov.au
 
Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission.
 
This response contains general information given to you without prejudice, it is not binding on the TGA, and it does not
constitute legal advice.  You may need to get your own independent advice to ensure that all of the legislative
requirements are met.

 
"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information.  If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited.  If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au   https://www.tga.gov.au 

 

 

   

 

  

 

 

By Express Post and by e‐mail: 

@naturallyelevated.com.au  

 

Our Reference: AC‐000000014762 

 

18 September 2023 

   

Dear   

 

Infringement notices given to    

 

Infringement notice  Amount  Payment due by 

TGAIN‐ AC‐000000014762/2023‐9  $3,300  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐10  $3,300  16 October 2023 

     

Total  $6,600   

 

 

1. I refer to our previous correspondence in this matter, including our letters to Naturally Elevated Pty 
Ltd (Naturally Elevated) dated 16 March 2023, 26 May 2023 and 10 August 2023, and Naturally 
Elevated’s submissions dated 31 August 2023.  

2. I am a delegate of the Secretary of the Australian Government Department of Health and Aged Care 
under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

3. I have decided to give 2 infringement notices to   (you) under Part 5A‐2 of the Act on 
the basis that I reasonably believe that you contravened subsection 42DLB(1) of the Act, where 
subsections (2) and (7) applied. The infringement notices are enclosed with this letter. It is 
important that you carefully read the infringement notices and the information contained in them. 

4. Infringement notices are an opportunity for you to pay an amount as an alternative to having court 
proceedings brought against you in relation to the alleged contravention described in each notice. If 
you decide not to pay the infringement notices, court proceedings may be brought against you. 

5. You should be aware that the maximum civil penalty that a court can impose on an individual for a 
single contravention of subsection 42DLB(1) of the Act is 5,000 penalty units. For the alleged 
contraventions described in the notices, this amounts to $1,375,000. 

6. Part D of each of the infringement notices includes information on how to pay the penalty amount, 
how to request an extension of the compliance period for payment of the infringement notices, or 
how to request that the infringement notices be withdrawn. If you wish to make any such request I 
recommend that you provide supporting documentation, which may include financial records.  

7. For more information about infringement notices, please see the following resources on the 
Therapeutic Goods Administration’s (TGA) website: 

a. Information about infringement notices 
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b. Infringement notices issued by the Therapeutic Goods Administration.1 

Delegate comments 

8. While I am not required to provide reasons for giving you infringement notices under the Act, I offer 

the following comments to assist you to understand why I have decided to take this action.  

9. The TGA is taking strong regulatory action to ensure compliance with the advertising requirements 

of the Act across the medicinal cannabis industry. In 2022‐23, the TGA issued over 100 infringement 

notices (totalling over $1 million) to medicinal cannabis entities, including clinics and individuals, for 

the alleged unlawful advertising of medicinal cannabis.2 

10. The Court has stated that ignorance of, or inexperience with the requirements of the Act, is not an 

excuse for non‐compliance.3 It is your responsibility as someone who engages in a business 

involving the use of therapeutic goods and the provision of health services to be aware of and 

ensure that you comply with the Act.4  

11. Naturally Elevated and you were first made aware of the advertising requirements under the Act on 

16 March 2023. In our letter, Naturally Elevated was asked to review the advertising, and address 

any compliance issues, on all platforms for which Naturally Elevated is responsible, noting that the 

TGA reserved our rights in relation to any further non‐compliance that we identified. I note that on 

17 March 2023 you confirmed receipt of our letter. 

12. Despite our guidance provided to Naturally Elevated, we have obtained evidence that the below 
Canwell platforms continued to advertise medicinal cannabis unlawfully from at least 16 March 

2023 until mid‐June 2023:  

a. https://www.canwell.com.au/  

b. https://www.instagram.com/canwellaustralia/; and 

c. https://www.facebook.com/Canwell‐Australia‐109055414757594.  

13. Each day that a non‐compliant advertisement remains visible may be a further contravention of the 

Act. More information about the alleged contraventions is outlined in the infringement notices. 

14. We consider that you advertised medicinal cannabis or caused the advertisements described in the 

infringement notices for the following reasons: 

a. You are a director of Naturally Elevated. 

b. In its response to a section 45AB notice issued to it on 26 May 2023, Naturally Elevated stated 

that you instructed all online publication and digital content on the Canwell platforms and you 

are responsible for the decision‐making process relating to the approval of the publication on 

the Canwell platforms. 

15. We identified over 40 contraventions of the advertising provisions across the Naturally Elevated 

platforms, including the above Canwell platforms. These potentially unlawful advertisements 

remained online for an extended period of time between March and June 2023, after we wrote to 

Naturally Elevated. In particular, we consider that the Canwell platforms promoted the use or 

 

1 https://www.tga.gov.au/how-we-regulate/compliance-and-product-testing/non-compliance/compliance-
and-enforcement-hub/compliance-actions-and-outcomes/information-about-infringement-notices and 
https://www.tga.gov.au/infringement-notices.  
2 https://www.tga.gov.au/products/unapproved‐therapeutic‐goods/medicinal‐cannabis‐hub/medicinal‐cannabis‐
news‐and‐updates.   

3 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 at paragraph 76.   

4 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 at paragraph 251.   
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Effect of the lapsing of the compliance period for the notice  

If the compliance period has passed and no payment has been received, the notice is considered to have 

lapsed. No further payment can be accepted for a lapsed notice, however the Secretary may at their 

discretion extend the compliance period to allow payment to be made. If you pay the penalty amount 

payable under this notice after the compliance period has lapsed (and the compliance period is not 

extended), you will be refunded the amount paid. 

 

Please be aware that once the infringement notice has lapsed, the Secretary may commence 

proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in relation 

to the alleged contravention described in this infringement notice. 

 

How this notice can be withdrawn 

You may make a written representation to the Secretary seeking the withdrawal of this notice. Your 

representation should explain why this notice should be withdrawn and include supporting documents, 

such as balance sheets, statements of cash flow, profit and loss statements, and/or bank statements for 

the last 12 months.  

 

Please ensure that your written representation is addressed to and received by the person who has 

given you this notice within the compliance period. You can make written representations seeking 

withdrawal of this infringement notice at any time before the payment due date. However, to allow the 

Secretary to make a decision in relation to such a request before the payment due date, you should 

make it no less than seven business days before the payment due date.  

 

Written representations can be made by sending them directly to: 

 advertising.compliance@tga.gov.au; or  

 PO Box 100; WODEN ACT 2609 

 

The Secretary may withdraw this notice even if you have already paid the penalty amount payable 

under this notice. In such a case, you will be refunded the amount paid. 

 

Effect of withdrawal of this notice  

If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a pecuniary 

penalty order under subsection 42Y(2) of the Act against you in relation to the alleged contravention 

described in this infringement notice. 

 

 

 

 

Delegate of the Secretary of the Australian Government Department of Health and Aged Care 

Regulatory Compliance Branch 

Therapeutic Goods Administration 

PO Box 100; WODEN ACT 2609 

 

Date: 18 September 2023 
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au   https://www.tga.gov.au 

 

 

   

Naturally Elevated Pty Ltd 

ACN 636 315 109 

Unit 19 67 Bancroft Road  

PINKENBA QLD 4008 

 

By Express Post and By Email:  

@naturallyelevated.com.au  

cc:  @naturallyelevated.com.au  

 

 

Our Reference: AC‐000000014762 

 

18 September 2023   

 

Dear   

 

Infringement notices given to Naturally Elevated Pty Ltd  

 

Infringement notice  Amount  Payment due by 

TGAIN‐ AC‐000000014762/2023‐1  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐2  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐3  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐4  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐5  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐6  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐7  $16,500  16 October 2023 

TGAIN‐ AC‐000000014762/2023‐8  $16,500  16 October 2023 

Total  $132,000   

 

1. I refer to our previous correspondence in this matter, including our letters to Naturally Elevated Pty 

Ltd (Naturally Elevated) dated 16 March 2023, 26 May 2023 and 10 August 2023, and Naturally 

Elevated’s submissions dated 31 August 2023.  

2. I am a delegate of the Secretary of the Australian Government Department of Health and Aged Care 

under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

3. I have decided to give 8 infringement notices to Naturally Elevated under Part 5A‐2 of the Act on 

the basis that I reasonably believe that it contravened subsection 42DLB(1) of the Act, where 

subsections (2), (4) and (7) applied. The infringement notices are enclosed with this letter. It is 

important that you carefully read the infringement notices and the information contained in them. 

4. Infringement notices are an opportunity for Naturally Elevated to pay an amount as an alternative 

to having court proceedings brought against it in relation to the alleged contravention described in 

each notice. If Naturally Elevated decides not to pay the infringement notices, court proceedings 

may be brought against it. 
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5. Naturally Elevated should be aware that the maximum civil penalty that a court can impose on a 

corporation for a single contravention of subsection 42DLB(1) of the Act is 50,000 penalty units. For 

the alleged contraventions described in the notices, this amounts to $13,750,000. 

6. Part D of each of the infringement notices includes information on how to pay the penalty amount, 

how to request an extension of the compliance period for payment of the infringement notices, or 

how to request that the infringement notices be withdrawn. If Naturally Elevated wishes to make 

any such request I recommend that it provides supporting documentation, which may include 

financial records.  

7. For more information about infringement notices, please see the following resources on the 

Therapeutic Goods Administration’s (TGA) website: 

a. Information about infringement notices 

b. Infringement notices issued by the Therapeutic Goods Administration.1 

Delegate comments 

8. While I am not required to provide reasons for giving you infringement notices under the Act, I offer 

the following comments to assist you to understand why I have decided to take this action.  

9. The TGA is taking strong regulatory action to ensure compliance with the advertising requirements 

of the Act across the medicinal cannabis industry. In 2022‐23, the TGA issued over 100 infringement 

notices (totalling over $1 million) to medicinal cannabis entities, including clinics, for the alleged 

unlawful advertising of medicinal cannabis.2 

10. The Court has stated that ignorance of, or inexperience with the requirements of the Act, is not an 

excuse for non‐compliance.3 It is Naturally Elevated’s responsibility as a business involved with the 

use of therapeutic goods and the provision of health services to be aware of and comply with the 

Act.4  

11. In deciding to give infringement notices, I have considered: 

a. Naturally Elevated’s compliance history including previous education and guidance provided to 

Naturally Elevated in relation to advertising requirements, 

b. the seriousness and extent of the alleged contraventions, and  

c. Naturally Elevated’s financial position and written submissions received on 31 August 2023. 

12. More information about the alleged contraventions is outlined in the infringement notices. 

13. Naturally Elevated was first made aware of the advertising requirements under the Act on 16 March 

2023. In that letter from the TGA, Naturally Elevated was asked to review the advertising, and 

address any compliance issues, on all platforms for which Naturally Elevated is responsible, noting 

that the TGA reserved our rights in relation to any further non‐compliance that we identified. 

14. Despite guidance provided to it, we have obtained evidence that Naturally Elevated allegedly 
continued to advertise medicinal cannabis unlawfully on platforms for which it is responsible from 

at least 16 March 2023 until mid‐June 2023, including:  

 

1 https://www.tga.gov.au/how‐we‐regulate/compliance‐and‐product‐testing/non‐
compliance/compliance‐and‐enforcement‐hub/compliance‐actions‐and‐outcomes/information‐about‐
infringement‐notices and https://www.tga.gov.au/infringement‐notices.  
2 https://www.tga.gov.au/products/unapproved‐therapeutic‐goods/medicinal‐cannabis‐hub/medicinal‐
cannabis‐news‐and‐updates.   
3 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 at paragraph 76.   
4 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 at paragraph 251.   
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a. https://www.canwell.com.au/  

b. https://www.instagram.com/canwellaustralia/; and 

c. https://www.facebook.com/Canwell‐Australia‐109055414757594.  

15. Each day that a non‐compliant advertisement remains visible may be a separate contravention of 

the Act.  

16. I am concerned about the extent and seriousness of the alleged unlawful advertising which 

appeared across the above Canwell platforms, and other Naturally Elevated websites, such as 

Elevated Extracts and Farma Group websites.5  

17. We identified over 40 contraventions of the advertising provisions across the Naturally Elevated and 

Canwell online platforms. These potentially unlawful advertisements remained online for an 

extended period of time between March and June 2023, after we wrote to Naturally Elevated. In 

particular, we consider that the Canwell platforms promoted the use or supply of medicinal 

cannabis, which is an unapproved prescription medicine, and contained a large number of 

prohibited and restricted representations made about medicinal cannabis.  

18. Having considered the above factors, the changes made to Naturally Elevated’s platforms since June 

2023 and its submissions, I have decided to give Naturally Elevated 8 infringement notices.  

19. While it remains open to me, I have not given Naturally Elevated infringement notices for all alleged 

contraventions of the Act that we identified. This includes alleged contraventions which: 

a. occurred on the Elevated Extracts website and the Farma Group website,   

b. arose from the use of the same restricted or prohibited representation across Canwell‐branded 

platforms, and  

c. occurred on each day for which a non‐compliant advertisement remained visible between 16 

March and 19 June 2023. 

20. I consider that 8 infringement notices are appropriate and proportionate in this case given the 

above factors and Naturally Elevated’s financial position. In its response to the section 45AB notice 

issued to it on 26 May 2023, Naturally Elevated’s Profit and Loss statement for 2022‐23 indicates 

that it received a gross revenue of approximately  in that year. 

Additional steps you should take  

21. Naturally Elevated should immediately take steps to ensure that any compliance issues, including 

any beyond the scope of this letter and accompanying notices are identified and resolved.  

22. The TGA reserves our right to take enforcement action in relation to any future non‐compliance we 

identify, without further notice to you. As stated in our previous correspondence with you, we 

strongly recommend that Naturally Elevated review all of its platforms, including its Google 

Business Profile page, to ensure they do not promote a class of therapeutic good (such as 

prescription medicines) to avoid being liable for further contraventions of the Act. We also 

recommended you seek independent legal advice or the assistance of a regulatory affairs consultant 

to help you to comply with your regulatory obligations.  

 

5 https://elevatedextracts.com.au/, and https://farmagroup.com.au/.  
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Effect of the lapsing of the compliance period for the notice  

If the compliance period has passed and no payment has been received, the notice is considered to have 

lapsed. No further payment can be accepted for a lapsed notice, however the Secretary may at their 

discretion extend the compliance period to allow payment to be made. If you pay the penalty amount 

payable under this notice after the compliance period has lapsed (and the compliance period is not 

extended), you will be refunded the amount paid. 

 

Please be aware that once the infringement notice has lapsed, the Secretary may commence 

proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in relation 

to the alleged contravention described in this infringement notice. 

 

How this notice can be withdrawn 

You may make a written representation to the Secretary seeking the withdrawal of this notice. Your 

representation should explain why this notice should be withdrawn and include supporting documents, 

such as balance sheets, statements of cash flow, profit and loss statements, and/or bank statements for 

the last 12 months.  

 

Please ensure that your written representation is addressed to and received by the person who has 

given you this notice within the compliance period. You can make written representations seeking 

withdrawal of this infringement notice at any time before the payment due date. However, to allow the 

Secretary to make a decision in relation to such a request before the payment due date, you should 

make it no less than seven business days before the payment due date.  

 

Written representations can be made by sending them directly to: 

 advertising.compliance@tga.gov.au; or  

 PO Box 100; WODEN ACT 2609 

 

The Secretary may withdraw this notice even if you have already paid the penalty amount payable 

under this notice. In such a case, you will be refunded the amount paid. 

 

Effect of withdrawal of this notice  

If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a pecuniary 

penalty order under subsection 42Y(2) of the Act against you in relation to the alleged contravention 

described in this infringement notice. 

 

 

 
 

 

Delegate of the Secretary of the Australian Government Department of Health and Aged Care 

Regulatory Compliance Branch 

Therapeutic Goods Administration 

PO Box 100; WODEN ACT 2609 

 

Date: 18 September 2023 
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From: Advertising Compliance
To:
Cc:
Bcc: ; 
Subject: RE: Letter from Trava Health Pty Ltd to the Therapeutic Goods Administration - AC-000000001715/AC-

000000005995 [SEC=OFFICIAL]
Date: Friday, 7 July 2023 9:28:00 AM
Attachments: Letter from Therapeutic Goods Administration to Trava Health Pty Ltd - 7 July 2023.pdf

image003.gif
image004.png
image005.png

Dear ,
 
Please find attached a letter from the Therapeutic Goods Administration to Trava Health Pty Ltd
dated 7 July 2023.
 
Kind regards,
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
 
 

From: Advertising Compliance <advertising.compliance@tga.gov.au> 
Sent: Thursday, 6 July 2023 9:52 AM
To:  < @travahealth.com.au>
Cc:  < @Health.gov.au>
Subject: RE: Letter from Trava Health Pty Ltd to the Therapeutic Goods Administration - AC-
000000001715/AC-000000005995 [SEC=OFFICIAL]
 
Dear ,
 
Thank you for your email. We confirm receipt of your letter dated 3 July 2023.
 
We will respond to your letters of 25 and 27 June, and 3 July 2023 soon.
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Kind regards,
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
 

From:  < @travahealth.com.au> 
Sent: Tuesday, 4 July 2023 11:17 AM
To: Advertising Compliance <advertising.compliance@tga.gov.au>
Cc:  < @Health.gov.au>
Subject: Re: Letter from Trava Health Pty Ltd to the Therapeutic Goods Administration - AC-
000000001715/AC-000000005995 [SEC=OFFICIAL]
 

 

Dear ,

I received your correspondence this afternoon, Melbourne time, Monday 3rd of July. I
am away and was travelling by plane for 36 hours starting Thursday, 29th of June. As I
mentioned in my previous Letter, I am not an accountant, so I won't be able to provide
the information to you, which may be less than accurate. I take it for granted that I
should not, and I am not permitted to determine the costs hypothetically, and my
accountant must carefully prepare those costs.   Otherwise, I can provide you with
misleading information that would be improper and in breach of my obligation as a
permit holder. I have attached the Letter to support my reply.

Please be patient to help me get the correct information so that the information received
is unimpeachable and not speculative, and I can then forward it to you. 

In the meantime, if you have any more questions, please feel free to contact me.

Kind Regards,
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12:00 pm on Friday 30 June 2023.

 

Compliance with the notice

 

We note that you have told us you are not an accountant or legally trained. However, it
is important that the information you provide in response to the notice is accurate. This
is because there are serious penalties for providing false or misleading information in
response to the notice (Part G of the notice). 

 

As stated in our previous correspondence, if Trava requires assistance in complying
with the Act, including its advertising and section 45AB obligations, it is open to Trava
to engage a regulatory affairs consultant or legal practitioner.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

From:  < @travahealth.com.au> 
Sent: Tuesday, 27 June 2023 2:57 PM
To: Advertising Compliance <advertising.compliance@tga.gov.au>
Subject: Re: Letter from Trava Health Pty Ltd to the Therapeutic Goods Administration
- AC-000000001715/AC-000000005995 [SEC=OFFICIAL], reply

 

  Dear Sir/Madam,
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We ask that you provide any financial documents to us by 12:00 pm on Friday 30
June 2023.

 

Please let me know if you have any questions.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

From:  < @travahealth.com.au> 
Sent: Sunday, 25 June 2023 8:02 PM
To:  < @Health.gov.au>
Cc:  < @Health.gov.au>
Subject: [ATTACHMENT UNSCANNED]reply from Trava Health ref 00000001715

 

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and
know the content is safe.

 

 

 

 Dear Sir/Madam,

 The letter is attached to your consideration.
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Kind Regards,  

 

 @travahealth.com.au

 https://www.travahealth.com.au

 3 Portman Street, Oakleigh, Victoria 3166

Trava Health Clinic respectfully acknowledges Aboriginal and Torres Strait Islander peoples
as the Traditional Custodians of the land, recognises their ongoing connection to land, waters
and community and respects their past, present and emerging Elders.

OFFICIAL: Sensitive

This email contains confidential information intended only for the person named above and
may be subject to legal privilege. If you are not the intended recipient, any disclosure, copying
or use of this information is prohibited. The Clinic does not guarantee that this communication
is virus-free or has not been intercepted or interfered with. If you have received this email in
error or have any other concerns regarding its transmission, please notify

@travahealth.com.au

 

 

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information.  If you are not the intended
recipient, you are notified that any use or dissemination of this communication is
strictly prohibited.  If you receive this transmission in error please notify the author
immediately and delete all copies of this transmission."
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au 

 

 

 
Trava Health Pty Ltd  
ACN 651 466 616 
 
3 Portman Street 
Oakleigh VIC 3166 

By Email:  
@travahealth.com.au  

 
Our References: 

 

 
AC-000000005995 
AC-000000001715 
 

7 July 2023 
 
Dear  

We are writing to you about our ongoing correspondence in this matter. This includes 
your letters of 25 and 27 June, and 4 July 2023.  

The purpose of our letter is to: 

• provide Trava Health with an opportunity to provide any additional information 
(submissions) to be considered by a delegate of the Secretary of the Department 
of Health and Aged Care in deciding what enforcement action to take against it 
regarding alleged unlawful advertising, and 

• respond to the matters raised in your letters of 25 and 27 June, and 4 July 2023. 

Action required 

We ask that you carefully consider our letter, and take the following actions: 

• confirm receipt of our letter by 10 July 2023. 

• if Trava Health would like to make any submissions to the delegate it must provide 
its submissions in writing by email to Advertising.Compliance@tga.gov.au by 9:00 
am on 17 July 2023. 

Intention to take enforcement action 

We are considering taking enforcement action against Trava Health in relation to the 
alleged unlawful advertising of therapeutic goods on its website and social media 
pages. The enforcement action being considered includes giving infringement notices 
to Trava Health for the types of contraventions described at paragraph 6 of our letter 
dated 2 March 2023 (our March letter). 
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Trava Health is welcome to make any submissions that it would like to be considered 
by a delegate of the Secretary in deciding what enforcement action to take against it.  

Any submissions must be provided in writing by email to 
Advertising.Compliance@tga.gov.au by 9:00 am on 17 July 2023. We note that 
submissions provided after this time may not be considered by the delegate.   

We recommend that Trava Health immediately take steps to ensure that any non-
compliant advertising is removed to avoid being liable for further contraventions. Each 
day that a non-compliant advertisement remains visible may be a further contravention 
of the Therapeutic Goods Act 1989 (the Act). Any ongoing contraventions will be taken 
into account by the delegate in decided what enforcement action to take against Trava 
Health.  

Response to your letters  

We understand that you have raised several matters unrelated to our section 45AB 
notice in your letters of 24 June, 27 June and 4 July 2023. The matters were: 

• the outcome of our assessment of this matter 

• advertising and copyright guidance 

• approval of advertisements. 

Our response to each of these matters is below.  

Our assessment 

You asked that we tell you whether the advertising issues outlined in our March letter 
have been addressed. We note that there were two aspects to our March letter:  

• advertising of therapeutic goods on Trava Health’s website and social media 

• unauthorised use of copyright material. 

Trava Health’s website and social media pages continue to contain advertisements for 
medicinal cannabis and nicotine vaping products that appear non-compliant for the 
reasons outlined in our March letter. We have put Trava Health on notice of our 
concerns since March and have asked that it review and remove any unlawful 
advertising on multiple occasions. We are now considering enforcement action for the 
alleged unlawful advertising of therapeutic goods because no changes appear to have 
been made to the advertising. 

We are not proposing to take enforcement action in relation to the unauthorised use of 
copyright material at this time because you have told us that Trava Health has ceased 
its unauthorised use of copyright material.  

Guidance 

You asked for guidance to determine what is advertising, and what material produced 
by us may be used in Trava Health’s advertising.  
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this morning, but I was unable to locate them our mailbox.
 
Could you confirm whether Trava Health has sent the written submissions to
Advertising.Compliance@tga.gov.au?
 
Kind regards,
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.
 

From: Advertising Compliance 
Sent: Monday, 10 July 2023 3:03 PM
To: ' @travahealth.com.au>
Cc:
Subject: RE: Letter from Trava Health Pty Ltd to the Therapeutic Goods Administration - AC-
000000001715/AC-000000005995 [SEC=OFFICIAL]
 
Dear ,
 
Thank you for confirming receipt of our correspondence.
 
Kind regards,
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
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privilege. If you are not the intended recipient, any
disclosure, copying or use of this information is prohibited.
The Clinic does not guarantee that this communication is
virus-free or has not been intercepted or interfered with. If
you have received this email in error or have any other
concerns regarding its transmission, please notify

@travahealth.com.au

 

On 07/07/2023 9:28 am, Advertising Compliance wrote:

Dear ,

 

Please find attached a letter from the Therapeutic Goods Administration to Trava
Health Pty Ltd dated 7 July 2023.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

 

From: Advertising Compliance <advertising.compliance@tga.gov.au> 
Sent: Thursday, 6 July 2023 9:52 AM
To:  < @travahealth.com.au>
Cc:  < @Health.gov.au>
Subject: RE: Letter from Trava Health Pty Ltd to the Therapeutic Goods
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Administration - AC-000000001715/AC-000000005995 [SEC=OFFICIAL]

 

Dear ,

 

Thank you for your email. We confirm receipt of your letter dated 3 July 2023.

 

We will respond to your letters of 25 and 27 June, and 3 July 2023 soon.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

From:  < @travahealth.com.au> 
Sent: Tuesday, 4 July 2023 11:17 AM
To: Advertising Compliance <advertising.compliance@tga.gov.au>
Cc:  < @Health.gov.au>
Subject: Re: Letter from Trava Health Pty Ltd to the Therapeutic Goods
Administration - AC-000000001715/AC-000000005995 [SEC=OFFICIAL]

 

 

Dear ,
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I am writing to you because we are concerned about the accuracy of the financial
information that you have provided in response to question 4 of our notice issued
under section 45AB of the Therapeutic Goods Act on 17 May 2023.

 

We will write to you separately to address the other matters raised in your letters of
25 and 27 June that do not relate to Trava's response to the notice.

 

Financial information

 

Question 4 of our notice asked for revenue for the supply of medicinal cannabis and
nicotine vaping products and services for the periods listed in the notice. From the
description in your letter of 27 June, it appears that the amounts provided in your
letter of 25 June were net profit, rather than revenue.

 

To comply with the notice, we ask that Trava confirm its revenue for the period of 1
July 2022 to 17 May 2023 with its accountant, and provide us this information by
12:00 pm on Friday 30 June 2023.

 

Compliance with the notice

 

We note that you have told us you are not an accountant or legally trained.
However, it is important that the information you provide in response to the notice
is accurate. This is because there are serious penalties for providing false or
misleading information in response to the notice (Part G of the notice). 

 

As stated in our previous correspondence, if Trava requires assistance in complying
with the Act, including its advertising and section 45AB obligations, it is open to
Trava to engage a regulatory affairs consultant or legal practitioner.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
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Woden ACT 2606
www.tga.gov.au

 

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

From:  < @travahealth.com.au> 
Sent: Tuesday, 27 June 2023 2:57 PM
To: Advertising Compliance <advertising.compliance@tga.gov.au>
Subject: Re: Letter from Trava Health Pty Ltd to the Therapeutic Goods
Administration - AC-000000001715/AC-000000005995 [SEC=OFFICIAL], reply

 

  Dear Sir/Madam,

  Thank you for your letter, the real,y is attached to your consideration

 

Kind
Regards,

Business
Manager/CEO

 

 

 

 @travahealth.com.au

 https://www.travahealth.com.au

 3 Portman Street, Oakleigh, Victoria
3166

Trava Health Clinic respectfully acknowledges Aboriginal and
Torres Strait Islander peoples as the Traditional Custodians
of the land, recognises their ongoing connection to land,
waters and community and respects their past, present and
emerging Elders.

OFFICIAL: Sensitive

This email contains confidential information intended only for
the person named above and may be subject to legal
privilege. If you are not the intended recipient, any
disclosure, copying or use of this information is prohibited.
The Clinic does not guarantee that this communication is
virus-free or has not been intercepted or interfered with. If
you have received this email in error or have any other
concerns regarding its transmission, please notify

@travahealth.com.au
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On 26/06/2023 1:34 pm, Advertising Compliance wrote:

Dear ,

 

Thank you for your letter.

 

We are writing to you about the revenue provided at paragraph (l.)(i) on page 4 of
your letter. We will write to you separately about the remaining matters raised in
your letter.

 

Could you please confirm whether the amounts listed at paragraph (l.)(i) of the
letter are gross profit, net profit or revenue by 5:00 pm tomorrow (Tuesday 27
June 2023)?

 

To assist our assessment of this matter we ask that Trava provide, on a voluntary
basis, any financial documents for the period from 1 July 2022 to 17 May 2023
which contain its revenue for the supply of medicinal cannabis and nicotine vaping
products and associated services. This may include profit and loss, or income
statements.

 

We ask that you provide any financial documents to us by 12:00 pm on Friday
30 June 2023.

 

Please let me know if you have any questions.

 

Kind regards,

 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au
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Important: This transmission is intended only for the use of the addressee and may contain confidential
or legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission.

 

From:  < @travahealth.com.au> 
Sent: Sunday, 25 June 2023 8:02 PM
To:  < @Health.gov.au>
Cc:  < @Health.gov.au>
Subject: [ATTACHMENT UNSCANNED]reply from Trava Health ref 00000001715

 

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and
know the content is safe.

 

 

 

 Dear Sir/Madam,

 The letter is attached to your consideration.

 

Kind Regards,

 

 

 

 @travahealth.com.au

 https://www.travahealth.com.au

 3 Portman Street, Oakleigh, Victoria 3166

Trava Health Clinic respectfully acknowledges Aboriginal and Torres Strait Islander peoples
as the Traditional Custodians of the land, recognises their ongoing connection to land, waters
and community and respects their past, present and emerging Elders.

OFFICIAL: Sensitive

This email contains confidential information intended only for the person named above and
may be subject to legal privilege. If you are not the intended recipient, any disclosure, copying
or use of this information is prohibited. The Clinic does not guarantee that this communication
is virus-free or has not been intercepted or interfered with. If you have received this email in
error or have any other concerns regarding its transmission, please notify

@travahealth.com.au
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"Important: This transmission is intended only for the use of the addressee and
may contain confidential or legally privileged information.  If you are not the
intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited.  If you receive this transmission in error
please notify the author immediately and delete all copies of this transmission."

 
"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information.  If you are not the intended
recipient, you are notified that any use or dissemination of this communication is
strictly prohibited.  If you receive this transmission in error please notify the author
immediately and delete all copies of this transmission."
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To: TGA 
 
Reference Number:  
AC-000000005995 
AC-000000001715 
 
Date: 17th of July 2023 
 
 
Dear , 
 
Thank you for allowing me to send an additional letter  to your Notice that we received 
on 17/05/2023. 
 
The shortage of staff caused by the COVID pandemic has led to a need for innovative 
solutions to maintain patient care and medication supply. The introduction of texting 
services has allowed our business to efficiently manage patient medical care and ensure 
the timely delivery of medication. We had to support our patients during these 
challenging times proactively.  
 
Communicating with patients for routine and critical matters is often complicated and, 
in some instances, verbally is not viable. Reaching out via text messaging is a fast and 
effective way to convey important patient information while creating a personal way to 
engage. 
Some of those texts messaging were related to the following needs of the businesses: 
1. Sending appointment reminders and accepting cancellations  
2. Providing office location and business hours 
3. Communicating about prescriptions issued, quantities prescribed and cost of 
medications by the Doctor to patient 
4. Tracking numbers and postage inquiries 
5. Tax invoices issued  
6. Closure time for Holiday time or working hours of the clinic 
7. Disruption of software issues etc. 
 
Please be assured that we are committed to maintaining the highest standards of 
confidentiality and privacy in all our communications, and we take any concerns or 
inquiries from our patients very seriously. 
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The text was sent to inform our patients about the Christmas closure. We apologize for 
any confusion regarding this text or if we inadvertently caused any inconvenience. 
 
After a thorough investigation, we concluded that on the 20th of December 2021 at 
11:18 am, we had queries from a patient who had purchased one jar of T25 topaz and 
queried the price charged from the patient's account on the 20th of December 2022. We 
can confirm that the text message relied on the information to a patient who queried 
the price they paid for the product they ordered. Our reply was based on inserting part 
of the price in the text message related to Christmas break time, and the text was sent 
as follows: 
‘HoHoHo, Santa is knocking on your door, bringing you T25 topaz@$145.00 per jar and 
wishing you a Merry X-mas and Happy New Year. Thank you for your continuing support 
this year. We will be closed from 22/12/22 and reopen on 2/01/23. See you in 2023!’ 
 
We want to clarify that we did not advertise the product in our text message to clients 
regarding our Christmas break business cluster. 
Instead, we provided information on the cost of the product that a patient had ordered 
according to the prescribed medication by his Medicinal Cannabis doctor. 
 
I assure you that we take accountability for any errors and are committed to 
continuously enhancing our processes to ensure accuracy in all communications.  
The texting service we have introduced seems to be quite comprehensive. Patients can 
receive replies to queries related to review consults, ordering system, tracking numbers 
and prescription-related questions. It is a great way to streamline patient 
communication and ensure their medical needs are met on time. 
 
After receiving the letter from TGA, an error was discovered in our texting service 
process. I want to assure you that this error has been rectified immediately, and steps 
have been taken to prevent similar issues from occurring in the future. It was 
determined that the software responsible for generating the phone number was not 
working correctly, and due to a glitch in the system, another patient's phone number 
appeared. 
As a result, the software generated a phone number containing inaccurate information. 
In this instance, the phone number of another Patient of Trava Health was entered, and 
the text message was sent to the wrong patient. 
 
As soon as this issue was identified, our team immediately began working to rectify the 
problem. We worked tirelessly to correct the error in updating the testing process to 
ensure that all the phones generated from that point forward were accurate and 
correct. We apologize for any inconvenience this may have caused and assure you that 
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we take this matter very seriously. We have implemented additional measures to 
ensure that our software and texting processes are continually working according to the 
required standards. 
  
Nonetheless, we take compliance with regulations very seriously and are reviewing all of 
our materials to ensure that they meet all requirements. 
 
We’re sorry if this text message has caused any confusion regarding our advertising. We 
take compliance with regulations very seriously and are currently reviewing our 
materials to ensure that they meet all requirements 
 
To add to it, I am writing to apologize to the Patient who has informed you about the 
text that he received, for any confusion or distress that he may have experienced due to 
the arrow of the system. 
As a Business Manager of Trava Health Clinic, I understand that I am responsible for 
ensuring that the correct text messages are sent to particular patients safely and on 
time. I am deeply sorry that we fell short in this regard. I want to let you know that I 
take full responsibility for this error, and I will do everything in my power to ensure that 
it does not happen again.  
Thank you for being so understanding, and please do not hesitate to advise this Patient 
that he can reach out to me for any further assistance or support.  
 
Thank you for bringing this to our attention, and please let us know if you have any 
further concerns or questions. 
 
Best regards, 

 
 of Trava Health 

 
 
 
 

s22

Document 6



From: Advertising Compliance
To:
Bcc:
Subject: Infringement notices from the Therapeutic Goods Administration to Trava Health Pty Ltd and 

 [SEC=OFFICIAL]
Date: Wednesday, 26 July 2023 2:41:00 PM
Attachments: Infringement notices and letter from the Therapeutic Goods Administration to Trava Health Pty Ltd - 26 July

2023.pdf
Infringement notices and letter from the Therapeutic Goods Administration to  - 26 July
2023.pdf
image001.gif

Dear 
 
Please find attached the following documents:

letter and 5 infringement notices to Trava Health Pty Ltd dated 26 July 2023
letter and 3 infringement notices to  dated 26 July 2023.

 
We ask that you confirm receipt of our correspondence by 27 July 2023.
 
Yours sincerely
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Email: Advertising.Compliance@tga.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au 

 

 

Trava Health Pty Ltd  
ACN 651 466 616 
3 Portman Street 
Oakleigh VIC 3166 

By Email:  
@travahealth.com.au  

 
Our References: 

 

 
AC-000000005995 
 

26 July 2023 

Dear  

Infringement notices given to Trava Health Pty Ltd 

Infringement notice Amount Payment due by 
TGAIN-AC-000000005995/2023-1 
TGAIN-AC-000000005995/2023-2 
TGAIN-AC-000000005995/2023-3 
TGAIN-AC-000000005995/2023-4 
TGAIN-AC-000000005995/2023-5 

$16,500 
$16,500 
$16,500 
$16,500 
$16,500 

24 August 2023 
24 August 2023 
24 August 2023 
24 August 2023 
24 August 2023 

Total $ 82,500   

1. I refer to our previous correspondence in this matter, including our letters to Trava Health 
Pty Ltd (Trava Health) dated 2 March and 7 July 2023, and Trava Health’s submissions 
dated 17 July 2023. 

2. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

3. I have decided to give 5 infringement notices to Trava Health Pty Ltd (Trava Health) under 
Part 5A-2 of the Act on the basis that I reasonably believe that Trava Health has 
contravened section 42DLB(1) of the Act where subsections (2), (4) and (7) applied. The 
infringement notices are enclosed with this letter. It is important that you carefully read the 
infringement notices and the information contained in them.  

4. Infringement notices are an opportunity for Trava Health to pay an amount as an 
alternative to having court proceedings brought against it in relation to the alleged 
contraventions described in each notice. If Trava Health decides not to pay the 
infringement notices, court proceedings may be brought against it. 

5. Trava Health should be aware that the maximum civil penalty that a court can impose on a 
corporation for a single contravention of subsection 42DLB(1) of the Act is 50,000 penalty 
units. For the alleged contraventions described in the notices, this amounts to $13,750,000. 

6. Part D of each infringement notices includes information on how to pay the penalty amount, 
how to request an extension of the compliance period for payment of the infringement 
notices or how to request that the infringement notices be withdrawn. If Trava Health 
wishes to make any such request I recommend that it provides supporting documentation, 
which may include financial records. 
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7. For more information about infringement notices, please see the following resources on the 
Therapeutic Goods Administration’s website: 

a. Information about infringement notices 

b. Infringement notices issued by the Therapeutic Goods Administration.1 

Delegate comments 

8. While I am not required to provide reasons for giving infringement notices under the Act, I 
offer the following comments to assist Trava Health to understand why I have decided to 
take this action.  

9. The Therapeutic Goods Administration (TGA) is taking strong regulatory action to ensure 
compliance with the advertising requirements of the Act across the medicinal cannabis 
industry. In the last financial year, the TGA issued 101 infringement notices (totalling 
$1,292,040) to medicinal cannabis entities, including clinics, for alleged unlawful 
advertising of medicinal cannabis.2  

10. The Court has stated that ignorance of, or inexperience with the requirements of the Act, is 
not an excuse for non-compliance.3 It is Trava Health’s responsibility as a business 
involving the use of therapeutic goods and the provision of health services to be aware of 
and comply with the Act.4  

11. Additionally, I note that Trava Health has been made aware of the advertising requirements 
under the Act since 2 March 2023, provided with ample opportunities to remove the alleged 
unlawful advertising and informed that failure to do so may result in escalated enforcement 
action being taken against it.  

12. Despite our warnings and guidance provided to it, we have obtained evidence that Trava 
Health unlawfully advertised and continue to advertise medicinal cannabis on the below 
platforms for which it is responsible from at least 25 November 2022 until 28 June 2023: 

a. https://www.travahealth.com.au/  

b. https://www.instagram.com/travahealthaus/  

c. https://www.facebook.com/travahealthaus/.  

Each day that a non-compliant advertisement remains visible may be a further 
contravention of the Act. More information about the alleged contraventions is outlined in 
the infringement notices. 

13. Taking into account Trava Health’s alleged contraventions, written submissions dated 17 
July 2023 and financial information provided on 25 and 27 June, and 3 July 2023, I have 
decided to give Trava Health 5 infringement notices.  

14. While it remains open to me, I have not given Trava Health infringement notices for all 
alleged contraventions of the Act that we identified. This includes alleged contraventions 
which: 

 
1 https://www.tga.gov.au/how-we-regulate/compliance-and-product-testing/non-compliance/compliance-
and-enforcement-hub/compliance-actions-and-outcomes/information-about-infringement-notices and 
https://www.tga.gov.au/infringement-notices. 
2 https://www.tga.gov.au/products/unapproved-therapeutic-goods/medicinal-cannabis-hub/medicinal-
cannabis-news-and-updates.  
3 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 at paragraph [76].   
4 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 at paragraph [251].   
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a. occurred in social media posts made prior to November 2022 

b. occurred in a text message sent to its customers in December 2022 

c. occurred in an identical or sufficiently similar advertisement on another social media 
post or page of the website 

d. arose from the use of the same restricted or prohibited representation on another 
social media post or page of the website 

e. occurred on each day for which a non-compliant advertisement remained visible 
between 25 November 2022 and 28 June 2023 

f. arose from the use of the TGA’s logo by Trava Health on the website and at the 
Canberra Hemp, Health and Innovation Expo in November 2022.  

Additional steps Trava Health should take 

15. Trava Health should immediately take steps to ensure that any compliance issues, 
including any beyond the scope of this letter and accompanying notices are identified and 
resolved. In particular, we ask that Trava Health remove the TGA logo from its website. As 
stated in our letter of 2 March 2023, the unauthorised use of the Commonwealth Coat of 
Arms and our logo may raise concerns under the Act and other legislation including the 
Criminal Code Act 1995 (Cth) and Competition and Consumer Act 2010 (Cth).  

16. The TGA reserves its rights to take enforcement action in relation to any future non-
compliance we identify. As stated in our email on 15 June 2023, we strongly recommend 
that Trava Health take its platforms offline until its review is complete to avoid being liable 
for further contraventions of the Act.  

17. We recommended Trava Health seek independent legal advice or the assistance of a 
regulatory affairs consultant to help it to comply with its regulatory obligations. 

18. If Trava Health has any questions, please contact  at 
Advertising.Compliance@tga.gov.au.   

Yours sincerely 

 
Nicole McLay 
Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration  
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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7. For more information about infringement notices, please see the following resources on the 
Therapeutic Goods Administration’s (TGA) website: 

a. Information about infringement notices 

b. Infringement notices issued by the Therapeutic Goods Administration.1 

Delegate comments 

8. While I am not required to provide reasons for giving you infringement notices under the 
Act, I offer you the following comments to assist you to understand why I have decided to 
take this action. 

9. The Therapeutic Goods Administration is taking strong regulatory action to ensure 
compliance with the advertising requirements of the Act across the medicinal cannabis 
industry. In the last financial year, the TGA issued 101 infringement notices (totalling 
$1,292,040) to medicinal cannabis entities, including clinics, for alleged unlawful 
advertising of medicinal cannabis.2 

10. The Court has stated that ignorance of, or inexperience with the requirements of the Act, is 
not an excuse for non-compliance.3 It is your responsibility as a director of a company 
involving the use of therapeutic goods and the provision of health services to be aware of 
and ensure that Trava Health complies with the Act.4  

11. Additionally, I note that Trava Health and you have been made aware of the advertising 
requirements under the Act since 2 March 2023, provided with ample opportunities to 
remove the alleged unlawful advertising and informed that failure to do so may result in 
escalated enforcement action being taken.  

12. Despite our warnings and guidance provided to it, we have obtained evidence that Trava 
Health unlawfully advertised and continue to advertise medicinal cannabis on the below 
platforms for which it is responsible from at least 25 November 2022 until 28 June 2023: 

a. https://www.travahealth.com.au/  

b. https://www.instagram.com/travahealthaus/  

c. https://www.facebook.com/travahealthaus/.  

Each day that a non-compliant advertisement remains visible may be a further 
contravention of the Act. More information about the alleged contraventions is outlined in 
the infringement notices. 

13. We consider that you advertised medicinal cannabis or caused the advertisements 
described in the infringement notices for the following reasons: 

a. You are Trava Health’s Managing Director and Chief Executive Officer. 

b. In Trava Health’s letter of 25 June 2023 in response to our section 45AB notice dated 
17 February 2023, you were named as the sole person who could change, post or 

 
1 https://www.tga.gov.au/how-we-regulate/compliance-and-product-testing/non-compliance/compliance-
and-enforcement-hub/compliance-actions-and-outcomes/information-about-infringement-notices and 
https://www.tga.gov.au/infringement-notices.  
2 https://www.tga.gov.au/products/unapproved-therapeutic-goods/medicinal-cannabis-hub/medicinal-
cannabis-news-and-updates.  
3 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 at paragraph [76].   
4 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 at paragraph [251].   
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upload content to or who drafted or approved the content on the relevant Trava Health 
platforms from February 2023 until 17 May 2023.  

14. Taking into account the alleged contraventions, Trava Health’s written submissions dated 
17 July 2023 and financial information provided on 25 and 27 June, and 3 July 2023, I have 
decided to give you 3 infringement notices. 

15. While it remains open to me, I have not given you infringement notices for all alleged 
contraventions of the Act that we identified. This includes alleged contraventions which: 

a. were subject to an infringement notice given to Trava Health 

b. occurred in social media posts made prior to November 2022 

c. occurred in a text message sent to Trava Health customers in December 2022 

d. occurred in an identical or sufficiently similar advertisement on another social media 
post or page of the website 

e. arose from the use of the same restricted or prohibited representation on another 
social media post or page of the website 

f. occurred on each day for which a non-compliant advertisement remained visible 
between 25 November 2022 and 28 June 2023 

g. arose from the use of the TGA’s logo by Trava Health on the website and at the 
Canberra Hemp, Health and Innovation Expo in November 2022.  

Additional steps you should take 

16. You should immediately take steps to ensure that any compliance issues, including any 
beyond the scope of this letter and accompanying notices are identified and resolved. In 
particular, we ask that you remove the TGA logo from Trava Health’s website. As stated in 
our letter of 2 March 2023, the unauthorised use of the Commonwealth Coat of Arms and 
our logo may raise concerns under the Act and other legislation including the Criminal 
Code Act 1995 (Cth) and Competition and Consumer Act 2010 (Cth).  

17. The TGA reserves its rights to take enforcement action in relation to any future non-
compliance we identify. As stated in our email on 15 June 2023, we strongly recommend 
that Trava Health take its platforms offline until its review is complete to avoid being liable 
for further contraventions of the Act. We recommended you seek independent legal advice 
or the assistance of a regulatory affairs consultant to help you to comply with your 
regulatory obligations. 

18. If you have any questions, please contact  at 
Advertising.Compliance@tga.gov.au.  

Yours sincerely 

 

Nicole McLay 
Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration  
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 

 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 

 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No further payment can be accepted for a lapsed notice, however 
the Secretary may at their discretion extend the compliance period to allow payment to be 
made. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed (and the compliance period is not extended), you will be refunded the amount paid. 

 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit and loss statements, and/or 
bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or 
• PO Box 100; WODEN ACT 2609 

 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 26/07/2023   
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From: Advertising Compliance
To: "Embrace Wellness"; " "
Cc:
Bcc:
Subject: IMPORTANT - Infringement Notices from the Therapeutic Goods Administration to Affinity Corp Australia Pty

Ltd - CC-LQ4XPGY6/2021 [SEC=OFFICIAL]
Date: Thursday, 8 June 2023 1:00:00 PM
Attachments: image001.gif

Cover Letter and Infringement Notices to Affinity Corp Australia Pty Ltd.pdf

Dear the Proper Officer,
 
Please find attached a letter and 5 infringement notices from the Therapeutic Goods
Administration to Affinity Corp Australia Pty Ltd.
 
We ask that you confirm receipt of our correspondence by 5:00 PM Friday 9 June 2023.
 
Yours sincerely,
 

 
Advertising & Product Investigation Section
Regulatory Compliance Branch

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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The Proper Officer     Our Reference: CC-LQ4XPGY6/2021 
Affinity Corp Australia Pty Ltd 
ACN 632 051 408 

 

By Express Post and By Email: 

info.embracewellness1@gmail.com; and  

revitalisedlife@outlook.com 
 

 

8 June 2023 

The Proper Officer 

Infringement notices given to Affinity Corp Australia Pty Ltd 
  
Infringement Notice Amount Payment Due by 

TGAIN- CC-LQ4XPGY6/2021-1 $13,320.00 6 July 2023 

TGAIN- CC-LQ4XPGY6/2021-2 $13,320.00 6 July 2023 

TGAIN- CC-LQ4XPGY6/2021-3 $13,320.00 6 July 2023 

TGAIN- CC-LQ4XPGY6/2021-4 $13,320.00 6 July 2023 

TGAIN- CC-LQ4XPGY6/2021-5 $13,320.00 6 July 2023 

Total $66,600.00  

   

1. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

2. I have decided to give five (5) infringement notices to Affinity Corp Australia Pty Ltd (Affinity 
Corp.) under Part 5A-2 of the Act, on the basis that I reasonably believe Affinity Corp 
Australia Pty Ltd contravened subsection 42DLB(1) of the Act, where subsections (2), (4) 
and (9) applied.  

3. The infringement notices are enclosed to this letter and include information on how to pay 
the penalty amount, how to request an extension of the compliance period for payment, 
how to request that the infringement notices be withdrawn, and the actions that we may 
take in the event of non-payment of the infringement notices. It is important that Affinity 
Corp carefully read the infringement notices and the information contained within. 

4. Infringement notices are an opportunity for Affinity Corp to pay an amount as an alternative 
to having court proceedings brought against them in relation to the alleged contraventions 
described in each of the notices.  
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5. If Affinity Corp chooses not to pay the penalty amount, proceedings may be brought against 
them for the alleged contraventions described in the infringement notices. We note that the 
maximum civil penalty that a court can impose on a company for a contravention of 
subsection 42DLB(1) of the Act is $11.1 million per contravention. 

6. There have been recent Federal Court decisions in which the court has clearly stated that 
ignorance of, or inexperience with, the therapeutic goods framework is not an excuse.1 
Those who engage in businesses involving therapeutic goods have a responsibility to be 
aware of the laws that govern those products, and to comply with those from the outset.2  

7. You should be aware of the possible consequences for not paying an infringement notice. 
In a recent decision by the Federal Court, non-payment of a single infringement notice 
issued against a company resulted in the court ordering a total of $96,000 in penalty against 
both the company and its executive directors.3 

8. To avoid being liable for further contraventions of the Act, immediate steps should be taken 
to ensure that any compliance issues, including any beyond the scope of this letter, are 
identified and resolved, noting that we reserve our rights to take enforcement action in 
relation to any further non-compliance we may identify.  

9. For more information about infringement notices, please see the following links to the refer 
TGA website: 

a. Information about infringement notices | Therapeutic Goods Administration (TGA). 

b. Infringement notices | Therapeutic Goods Administration (TGA). 

Delegate comments and concerns 

10. While I am not required to provide reasons for giving an infringement notice under the Act, 
I offer the following remarks to assist you to understand why I have decided to take this 
particular action. 

11. I have reviewed the following platforms: 

a. https://www.embracewellnessoils.com.au/ (the Website)  

b. https://www.facebook.com/embracewellnessholistichub and 

c. https://www.instagram.com/embracewellnessholistichub/  (collectively, the Social 
Media) 

12. While not all information released to the public about therapeutic goods is advertising, I 
consider that the Website and Social Media unlawfully advertise medicinal cannabis 
products (therapeutic goods), as defined in section 3(1) of the Act, for the following reasons: 

a. The Website and Social Media contain statements and pictorial representations 
which were intended, directly or indirectly, to promote the use or supply of medicinal 
cannabis products. For example:  

i. The alleged advertisements directed the reader to a means of accessing 
medicinal cannabis products, such as direct links (access) to medicinal 
cannabis products available for purchase on the Website.  

 
1 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful importation of 
surgical face masks | Therapeutic Goods Administration (TGA). 
2 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 (fedcourt.gov.au) at paragraph [251]. 
3 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful importation of 
surgical face masks | Therapeutic Goods Administration (TGA). 
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ii. The use of hashtags in Social Media posts, a function which is predominantly 
used to promote the content, that referred to medicinal cannabis such as 
#cbdoil #cbdproducts #cbdoilbenefits. 

iii. The Social Media contains statements presented to be testimonials from other 
users who claim to have used products purchased from Affinity Corp.    

iv. The Website and Social Media make unauthorised therapeutic claims 
regarding the efficacy of medicinal cannabis. For example, making references 
to serious forms of a disease, ailment, or condition, in circumstances which 
inferred (directly or indirectly) that medicinal cannabis may be, or is, a suitable 
treatment for the medical condition mentioned. 

b. The advertisements: 

i. Refer to goods that are not entered in the Australian Register of Therapeutic 
Goods, such as MCT Blend oil and Turmeric Infusion oil. 

ii. Refer to substances which are included in Schedule 3, 4 or 8 to the current 
Poisons Standard but not in Appendix H of the current Poisons Standard, and  

iii. Contain prohibited representations such as references to neoplastic disease 
or mental illness and/or restricted representations being references to serious 
forms of diseases, ailments, and conditions without TGA permission or 
approval.  

13. Additionally, I note that Affinity Corp have previously been made aware of the advertising 
prohibitions under the Act, on at least two occasions:  

a. on 20 December 2021, you were warned regarding the alleged unlawful advertising of 
medicinal cannabis (the product) on the Website 

b. on 28 January 2022 you were again warned about the alleged unlawful advertising of 
medicinal cannabis (the product) on the Website 

c. you were provided with the opportunity to immediately remove and cease advertising 
in a way that contravenes the advertising requirements of the Act, and 

d. you were informed that failure to do so may result in escalated enforcement action 
being taken including the issuing of directions or infringement notices or court 
proceedings. 

14. Although some steps were taken to bring your advertising into compliance, the advertising 
remains non-compliant with the Act.  

15. Each instance of non-compliant advertising on each day constitutes a separate 
contravention of the Act. We hold evidence that the contraventions as particularised in the 
infringement notices, occurred from at least late January 2022 to at least 12 April 2023. 

16. I note that I have exercised my discretion to not give you infringement notices for all alleged 
contraventions of the Act identified at this time, including those: 

a. which occurred in Social Media posts made prior to July 2022 

b. which appeared identical or sufficiently similar, to the advertising on another page of 
the Website or another Social Media post  

c. arising from the same restricted or prohibited representation which was made 
multiple times on the Website and/or Social Media, and 

d. which appeared on traditional media, such pamphlets, and banners.  

17. Further, while it was open to me give an infringement notice to  as the 
Executive Officer of Affinity Corp within the meaning of subsection 54B(5) of the Act, I have 
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utilised my discretion to not give an infringement notice to  on this occasion. 
However, please be aware that if future contraventions of the Act are identified, and 
evidence is obtained to support that  knew the alleged contravention of the Act 
would be committed and failed to take all reasonable steps to prevent the commission of 
the contravention, escalated enforcement action may be taken, including court 
proceedings. 
 

18. You should be aware the TGA laboratories completed an analysis of a product, ‘Embrace 
Wellness Turmeric 1000 Black Seed and MCT Dietary Supplement’, which was purchased 
from the Website in January 2022.   
 

19. The analysis of the product found it contained ‘undeclared’ substances, delta-9-
tetrahydrocannabinoid (THC), low levels of the cannabinoids - Cannabidivarin (CBDV), 
Cannabigerol (CBG) and Cannabinol (CBN). As such, the product is alleged to be 
counterfeit as defined in section 42E of the Act.  

 
20. Importation, manufacture, and supply of counterfeit therapeutic goods is against the law 

and may be subject to criminal and civil penalty provision under the Act.  
 
21. Please note, I have decided, at this stage, not to give you an infringement notice in relation 

to the counterfeit medicinal cannabis product. I consider, however, that you have been put 
on notice about advertising counterfeit products on your Website and Social Media, and 
request you immediately cease all advertising and supply of these products. 
 

22. Please contact  by email at advertising.compliance@tga.gov.au should Affinity 
Corp Australia Pty wish to discuss this matter further.  

 

Yours sincerely 

 

Nicole McLay 

Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration 
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Effect of failing to comply with this notice 
An infringement notice is an opportunity for you to pay an amount as an alternative to having 
court proceedings brought against you in relation to the alleged contravention described in this 
notice. You may therefore choose not to pay the penalty amount payable under this notice. If 
you choose not to pay the penalty amount, proceedings seeking a pecuniary penalty order 
under subsection 42Y(2) of the Act may be brought against you in relation to the alleged 
contravention described in this notice. 
 
Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit, and loss statements, 
and/or bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 08/06/2023
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Effect of failing to comply with this notice 
An infringement notice is an opportunity for you to pay an amount as an alternative to having 
court proceedings brought against you in relation to the alleged contravention described in this 
notice. You may therefore choose not to pay the penalty amount payable under this notice. If 
you choose not to pay the penalty amount, proceedings seeking a pecuniary penalty order 
under subsection 42Y(2) of the Act may be brought against you in relation to the alleged 
contravention described in this notice. 
 
Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit, and loss statements, 
and/or bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 08/06/2023 

Document 8



Document 8



Document 8



Document 8



Document 8



 Page 18 of 29 

  

Effect of failing to comply with this notice 
An infringement notice is an opportunity for you to pay an amount as an alternative to having 
court proceedings brought against you in relation to the alleged contravention described in this 
notice. You may therefore choose not to pay the penalty amount payable under this notice. If 
you choose not to pay the penalty amount, proceedings seeking a pecuniary penalty order 
under subsection 42Y(2) of the Act may be brought against you in relation to the alleged 
contravention described in this notice. 
 
Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit, and loss statements, 
and/or bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 08/06/2023
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Effect of failing to comply with this notice 
An infringement notice is an opportunity for you to pay an amount as an alternative to having 
court proceedings brought against you in relation to the alleged contravention described in this 
notice. You may therefore choose not to pay the penalty amount payable under this notice. If 
you choose not to pay the penalty amount, proceedings seeking a pecuniary penalty order 
under subsection 42Y(2) of the Act may be brought against you in relation to the alleged 
contravention described in this notice. 
 
Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit, and loss statements, 
and/or bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 08/06/2023  
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Effect of failing to comply with this notice 
An infringement notice is an opportunity for you to pay an amount as an alternative to having 
court proceedings brought against you in relation to the alleged contravention described in this 
notice. You may therefore choose not to pay the penalty amount payable under this notice. If 
you choose not to pay the penalty amount, proceedings seeking a pecuniary penalty order 
under subsection 42Y(2) of the Act may be brought against you in relation to the alleged 
contravention described in this notice. 
 
Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents, such as balance sheets, statements of cash flow, profit, and loss statements, 
and/or bank statements for the last 12 months.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• advertising.compliance@tga.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 08/06/2023
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Cover Letter and Infringement Notices to Australian Institute of Medicinal Cannabis Pty Ltd - 31 October
2022.pdf

Dear The Proper Officer,
 
Please find attached a letter and 8 infringement notices from the Therapeutic Goods
Administration to Australian Institute of Medicinal Cannabis Pty Ltd.
 
We ask that you confirm receipt of our correspondence by 5:00 PM on Tuesday 1 November
2022.
 
Yours sincerely,
 
 

Investigator 
Advertising & Product Investigation Section
Regulatory Compliance Branch

Phone: 
Email: @health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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The Proper Officer     Our Reference: CC-EJWB7UWD/2021 
Australian Institute of Medicinal Cannabis Pty Ltd 
ACN 650 003 133 
C/- Duly & Associate 
26 Ridge Street 
North Sydney NSW 2060 
 
By express post and email at: admin@midispensary.com.au; cc:   

31 October 2022 

Dear The Proper Officer 

Infringement notices given to Australian Institute of Medicinal Cannabis Pty Ltd  
Infringement Notice Amount Payment Due by 
 
TGAIN- CC-EJWB7UWD/2021-1 

 
$13,320.00 

 
29 November 2022 

TGAIN- CC-EJWB7UWD/2021-2 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-3 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-4 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-5 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-6 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-7 $13,320.00 29 November 2022 
TGAIN- CC-EJWB7UWD/2021-8 $13,320.00 29 November 2022 
Total $106,560.00  

1. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

2. I have decided to give 8 infringement notices (enclosed to this letter) to the Australian 
Institute of Medicinal Cannabis Pty Ltd (AIOMC) under Part 5A-2 of the Act, on the basis 
that I reasonably believe AIOMC has contravened subsection 42DLB(1) of the Act, where 
subsections (2), (4) and (7) applied.  

3. The infringement notices are enclosed to this letter and include information on how to pay 
the penalty amount, how to request an extension of the compliance period for payment, 
how to request that the infringement notices be withdrawn, and the actions that we may 
take in the event of non-payment of the infringement notices. It is important that AIOMC 
carefully read the infringement notices and the information contained within. 

4. Infringement notices are an opportunity for AIOMC to pay an amount as an alternative to 
having court proceedings brought against AIOMC in relation to the alleged contraventions 
described in each of the notices.  

5. If AIOMC chooses not to pay the penalty amount, proceedings may be brought against 
AIOMC for the alleged contraventions described in the infringement notices. We note that 
the maximum civil penalty that a court can impose on a company for a contravention of 
subsection 42DLB(1) of the Act is $11.1 million per contravention. 
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6. There have been recent Federal Court decisions in which the court has clearly stated that 
ignorance of, or inexperience with, the therapeutic goods framework is not an excuse.1 
Those who engage in businesses involving therapeutic goods have a responsibility to be 
aware of the laws that govern those products, and to comply with those from the outset.2 

7. You should be aware of the possible consequences for not paying an infringement notice. 
In a recent decision by the Federal Court, non-payment of a single infringement notice 
issued against a company resulted in the court ordering a total of $96,000 in penalty against 
both the company and its executive directors.3 

8. To avoid being liable for further contraventions of the Act, AIOMC should immediately take 
steps to ensure that any compliance issues, including any beyond the scope of this letter, 
are identified and resolved, noting that we reserve our rights to take enforcement action in 
relation to any further non-compliance we may identify.  

9. For more information about infringement notices, I refer AIOMC to the following on the TGA 
website: 

a. Information about infringement notices | Therapeutic Goods Administration (TGA). 

b. Infringement notices | Therapeutic Goods Administration (TGA). 

Delegate comments and concerns 

10. While I am not required to provide reasons for giving an infringement notice under the Act, 
I offer the following remarks to assist AIOMC to understand why I have decided to take this 
particular action. 

11. I have reviewed the following platforms for which AIOMC appear to be responsible: 

a. https://midispensary.com.au/  

b. https://midispensary-cannabis-store.business.site/ (the Websites), and 

c. https://www.facebook.com/midispensary.com.au/ (Social Media) 

12. While not all information released to the public about therapeutic goods is advertising, I 
consider that the Websites and Social Media unlawfully advertise medicinal cannabis 
products, as defined in section 3(1) of the Act, for the following reasons: 

a. The Websites and Social Media contain statements and pictorial representations 
which were intended, directly or indirectly, to promote the use or supply of medicinal 
cannabis products. For example (but not limited to):  

i. The alleged advertisements on the Websites directed the reader to a means 
of accessing medicinal cannabis products, such as direct links (access) to 
telehealth appointments with medical practitioners who may prescribe 
medicinal cannabis products. 

ii. The Website and Social Media contain unapproved restricted representations 
regarding the efficacy of medicinal cannabis. For example, making references 
to serious forms of a disease, ailment or condition, in circumstances which 
inferred (directly or indirectly), without TGA permission or approval, that 
medicinal cannabis may be, or is, a suitable treatment for the medical 
condition mentioned.  

 
1 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful 
importation of surgical face masks | Therapeutic Goods Administration (TGA). 
2 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 (fedcourt.gov.au) at 
paragraph [251]. 
3 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful 
importation of surgical face masks | Therapeutic Goods Administration (TGA). 
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b. The advertisements: 

i. refer to substances which are included in Schedule 3, 4 or 8 to the current 
Poisons Standard but not in Appendix H of the current Poisons Standard, and  

ii. contain prohibited representations such as references to neoplastic disease 
or mental illness and/or restricted representations being references to serious 
forms of diseases, ailments and conditions without TGA permission or 
approval.  

13. Additionally, I note that AIOMC has previously been made aware of the advertising 
prohibitions under the Act, including (but not limited to):  

a. on 3 March 2022, you were warned regarding the alleged unlawful 
advertising of medicinal cannabis (the product) on your website 
https://midispensary.com.au/, and  

b. you were provided with the opportunity to immediately remove and cease 
advertising the product in a way that contravenes the advertising 
requirements of the Act, and  

c. informed that failure to act may result in escalated enforcement action being 
taken including the issuing of directions or infringement notices or court 
proceedings.  

14. Although steps have been taken to bring your advertising in to compliance, the advertising 
is alleged to still unlawfully promote the use and/or supply of medicinal cannabis.  

15. Each instance of non-compliant advertising on each day constitutes a separate 
contravention of the Act. We hold evidence that the contraventions as particularised in the 
infringement notices occurred from at least late May 2022 to at least 26 September 2022. 

16. I note that I have utilised my discretion to not give you infringement notices for all alleged 
contraventions of the Act identified at this time, including those : 

a. which occurred in posts made on Facebook prior to January 2022 

b. which appeared identical or sufficiently similar, to the advertising on another page of 
the Websites or another Social Media post, and 

c. arising from the same restricted or prohibited representation which was made 
multiple times on the Website and/or Social Media. 

17. Please contact  by email at @health.gov.au should AIOMC 
wish to discuss this matter further.  

 

Yours sincerely 
 
 

 
 
Nicole McLay 
Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration 
 

s22s22
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022   
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022   
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022   
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you in 
relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount payable 
under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. However, 
to allow the Secretary to make a decision in relation to such a request before the payment due 
date, you should make it no less than seven business days before the payment due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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a. whether the advertising on the Websites and Social Media summarised below (and 
any other content on the Websites and Social Media containing similar references, 
statements or representations) contravenes the Act, if that is disputed; and 

b. any other matter which you wish the TGA to consider in deciding whether 
enforcement action should be taken in relation to the alleged unlawful advertising 
identified below.  

Note: this notice canvasses some and not all of the alleged contraventions that we may pursue. 

Summary of alleged contraventions 

We have identified representations on the Websites and the Social Media which we allege 
advertise therapeutic goods, being medicinal cannabis products, in circumstances where the 
advertisements: 

1. refer to goods that are not entered in the Australian Register of Therapeutic Goods (the 
Register). 

2. refer to 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. 

3. contain prohibited representations and/or restricted representations (being references to 
serious forms of diseases, ailments and conditions) without TGA permission or approval. 

4. contain a statement, pictorial representation or design suggesting or implying the goods 
have been recommended or approved by or on behalf of a government or government 
authority. 

For example, we allege that the Websites contain: 

1. statements which appear to promote the use of medicinal cannabis products, including 
, in connection with the treatment of serious 

medical conditions, for example we can aid those suffering from conditions such as anxiety, 
insomnia and chronic pain.  

2. statements which suggest or imply that medicinal cannabis products have been approved 
or recommended by a government in relation to the use of medicinal cannabis products in 
the treatment of medical conditions, for example [t]he TGA have approved use of medicinal 
cannabis products  for conditions such as epilepsy, chronic pain and multiple sclerosis. 

3. statements which allegedly advertise the supply of medicinal 
cannabis products by stating the price of medicinal cannabis treatment options.  

In addition, we allege that the Social Media contains: 

4. posts which include pictorials, hashtags and statements that appear to promote the use of 
medicinal cannabis products in the treatment of named medical conditions, including 
#HIV, #cancerpain and #medicinalcannabis. 

5. posts which suggest or imply that medicinal cannabis products supplied through CA 
Clinics have been approved or recommended by a government authority in the treatment 
of medical conditions such as epilepsy and chronic pain. 

Notice of intention to take enforcement action 

We are writing to you to put Biologics on notice of our intention to take enforcement action in 
relation to the alleged unlawful advertising on the Websites and the Social Media of the kinds 
summarised above. That enforcement action will not be limited to the provided examples and 
may extend to any other unlawful advertising of the kinds identified above. 

Biologics submissions will be taken into account by the delegate of the Secretary of the 
Australian Government Department of Health and Aged Care in exercising their discretion 
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whether to take enforcement action against Biologics. The action under consideration includes 
giving infringement notices to Biologics in relation to contraventions of the kind set out above 
on the Websites and Social Media.  
 
Should Biologics remove any of the alleged unlawful advertising in response to this letter, we 
note that the delegate is not prevented from considering taking enforcement action against 
Biologics. 

Please note that information about any compliance action taken against Biologics may be 
published on the TGA website under subsection 61(5A) of the Act, consistent with our usual 
practice. 

To avoid being liable for further contraventions of the Act, Biologics should immediately take 
steps to ensure that any compliance issues, including any beyond the scope of this letter, are 
identified and resolved, noting we reserve our rights in relation to any further non-compliance 
we identify. Should Biologics respond to this letter by removing any of the alleged unlawful 
advertising, we note that the delegate is not prevented from considering taking the proposed 
enforcement action against Biologics. 

Other information 

The import, export, manufacture, supply and advertising of therapeutic goods in Australia 
is subject to the requirements of the Act and the Therapeutic Goods Regulation 1990.  

It is illegal under section 42DL of the Act for a person to advertise or cause the advertising 
of therapeutic goods in circumstances where the advertisement: 

o refers to 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, such as medicinal cannabis products, and that reference is not authorised 
by an Australian government or government authority 

o refers to therapeutic goods (being the Product) that are not entered in the Register 
nor subject to any exemption, approval or authority under the Act, and that 
reference is not authorised by an Australian government or government authority  

o contains a prohibited representation, such as cancer, and no permission is in force 
in relation to that prohibited representation 

o contains a restricted representation, such as epilepsy, and neither a permission nor 
a TGA approval is in force in relation to that restricted representation 

o contains a statement, pictorial representation or design suggesting or implying the 
Product has been recommended or approved by or on behalf of a government or 
government authority, and no exception applies. 

A person who advertises or causes the advertising of therapeutic goods in the above 
circumstances may also be liable for civil penalties under section 42DLB of the Act. 

It is the responsibility of advertisers to ensure that their advertising material is compliant 
with the relevant legislation. 

Biologics may also wish to refer to the following guidance provided by the TGA: 

o Advertising guidance for businesses involved in medicinal cannabis products 

If Biologics requires help in understanding the advertising requirements, we recommend 
that Biologics consider engaging a regulatory affairs consultant or a lawyer to assist it. 

The TGA takes non-compliance with the regulatory scheme seriously, especially where a 
breach of the advertising requirements has resulted in, or poses, a threat to public health 
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This message is confidential and should only be used by the intended addressee. If you were sent this email
by mistake, please inform us by reply email and then destroy this message. The contents of this email are the
opinions of the author and do not necessarily represent the views of the Southern Cannabis Holdings.
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From:
To:
Subject: Response to your letter of Aug 16 2022
Date: Tuesday, 30 August 2022 4:16:37 PM
Attachments: TGA Response.pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Hi ,

Please find the attached correspondence addressed to  in response to the
TGA letter dated August 22 2022.  I'd appreciate if you can confirm receipt of this letter.

Thank you

This message is confidential and should only be used by the intended addressee. If you were sent this email
by mistake, please inform us by reply email and then destroy this message. The contents of this email are the
opinions of the author and do not necessarily represent the views of the Southern Cannabis Holdings.

This message is confidential and should only be used by the intended addressee. If you were sent this email
by mistake, please inform us by reply email and then destroy this message. The contents of this email are the
opinions of the author and do not necessarily represent the views of the Southern Cannabis Holdings.

s22
s22

s22

s22

s22
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From: 
, Biologics Research Institute Australia

Level 5, 2 Barrack St
S\dne\ 2000

To: 
Acting Assistant Secretar\
Regulator\ Compliance Branch
B\ email to : @health.gov.au
Your reference:   AC-000000002822

August 30, 2022

Dear ,

I Zrite in response to \our letter of 16 August 2022 to Biologics Research Institute Australia
(BRIA). (Whe LeWWeU).  We also refer to our email dated Thursda\, 18 August 2022, in respect
of this matter.

This response covers and is in respect to the queries raised in respect of :

https://caclinics.com.au/ and https://caconnect.com.au/ (Whe WebViWeV)

As ell as:ᴀ

� https://ZZZ.facebook.com/caclinicsaus

� https://ZZZ.facebook.com/profile.php?id=100077878614738

� https://ZZZ.instagram.com/caclinics/

� https://ZZZ.instagram.com/caconnectaustralia/

� https://tZitter.com/caccessclinics?lang=en

(collectivel\, Vocial media).

We do not believe that further action is Zarranted b\ the TGA, over and above the Letter, for
reasons outlined in this response.

❖ We are an Australian-based compan\ and take compliance seriousl\. To the e[tent that
there has been an\ breach of the TKHUaSHXWLF GRRGV AFW 1989 (Zhich is not admitted),
that breach Zas inadvertent. Further, it Zas never our intention to do or sa\ an\thing that
resulted in, or poses, a threat to public health and safet\.  In fact, Ze respectfull\ sa\ that
the matters raised in the Letter do not constitute matters that could reasonabl\ be said to
be a threat to public health and safet\ due to the discrete nature of the services Ze offer
and in the conte[t of the nature of the matters raised in the Letter.

❖ We have alread\ taken action in response to \our Letter and are Zilling to continue to
cooperate ith the ̀ TGA as the medicinal cannabis legislative landscape, regulations
and TGA guidance around those matters continues to evolve.

s22

s22

s22

s22

s22
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In respect of each matter raised in the Letter Ze respond as folloZs:

1.0 SXmmaU\

BRIA does not market, offer for sale or sell medicinal cannabis products. We are a multi-
service specialist medical clinic that considers, among other things, patient eligibilit\ for
alternative therapies and medicinal cannabis prescriptions, as Zell as ongoing monitoring
and care of those patients.

BRIA publishes online content Zith the intent of educating patients on regulations and
access pathZa\s for medicinal cannabis.

No patient is able to access medicinal cannabis products or treatments Zithout a prescription
from a qualified medical professional, Zhich includes pain specialists, oncologist,
ps\chiatrists, addiction medicine specialists, GPs and nurses.  BRIA patients are offered
ongoing consultations to ensure continuit\ of care and management of the patient¶s
condition and treatment.

Our Zebsites contain over 300 pages of educational content and blogs concerning
plant-based therapies and Ze ask that an\ e[amples of possible breaches be taken in the
conte[t and tone of the Websites and social media, and not in isolation.

We recogni]e that the content of the Websites and social media, Zhen considered from the
end vieZer's point of vieZ, can var\ from person to person.  It is our submission that Zhen a
reasonable person vieZs the Website and social media that it cannot reasonabl\ be said that
BRIA has breached an legislation.  ̀ The legislation around medicinal cannabis is in its
infanc\ and, in our vieZ, there is little precedent to guide cross-industr\ participants on
da\-to-da\ activities, particularl\ in respect of a multi-service specialist medical clinic. With
this in mind Ze continuousl\ look for Za\s to strengthen our compliance activities to reflect
the periodic updates to published TGA guidance.

As outlined in our 18 August email,Ze have alread\ taken actions in response to the Letter,
described in further detail beloZ.

2.0 ReVSonVe Wo VSecific alleged bUeacheV

2.1 Alleged bUeach 1

³VWaWePeQWV Zhich aSSeaU WR SURPRWe Whe XVe Rf PediciQaO caQQabiV SURdXcWV,
iQcOXdiQg  VSecific SURdXcWV VXch aV µLGP COaVVic 10:10¶, iQ cRQQecWiRQ ZiWh
Whe WUeaWPeQW Rf VeUiRXV PedicaO cRQdiWiRQV, fRU e[aPSOe µZe caQ aid WhRVe
VXffeUiQg fURP cRQdiWiRQV VXch aV aQ[ieW\,  iQVRPQia aQd chURQic SaiQ.¶

In our opinion BRIA did not make statements that promote the use of medicinal cannabis
products.

BRIA does not sell medicinal cannabis products and generall\ Zill not refer to an\ product
names.

The reference to LGP Classic 10:10 (link) is in the conte[t of a publication of results in a
peer-revieed scientific journal, regarding an ethics approved ̀ stud\ that CA Clinics
participated in.  In our vieZ the ethics approval, and peer revieZ of the results, Zas factual

Document 12



and balanced, informative in nature and not promotional

In general, it is the intention of BRIA that the Websites and social media contain content that
complies Zith advertising guidelines, Zhile balancing the legitimate need of patients to
access educational and informative material.  In our vieZ, the Websites provide a balanced
vieZ and summar\ of the information that has been published in this area. It also makes it
clear to patients and prospective patients that BRIA onl\ offers doctor and treatment
services to assess the suitabilit\ (or otherZise) of patients and to provide ongoing care for
eligible patients.  Some of the Za\s Ze achieve this is b\:

a) Clearl\ and repeatedl\ stating that Ze do not market, offer for sale or sell medicinal
products.  Also, that access to an\ product is subject to doctor consultation, approval
and at doctor discretion. Some eamples include:ᴀ

. ZH GR QRW GLVSHQVH PHGLFaO FaQQabLV SURGXFWV´ (OLQN)

³TKH SUHVFULbLQJ GRFWRU ZLOO HYaOXaWH WKH bHQHILW WR ULVN UaWLR LQ HaFK LQGLYLGXaO
FaVH bHIRUH UHFRPPHQGLQJ aQ\ PHGLFaO FaQQabLV´ (OLQN)

³IQ AXVWUaOLa, aFFHVV WR PHGLFLQaO FaQQabLV LV HQWLUHO\ VXbMHFW WR GRFWRU
FRQVXOWaWLRQ aQG GLVFUHWLRQ´ (OLQN)

b) Ensure that an\ reference to ailments or diseases is done so in a broad conte[t of a
holistic approach to treatment research and third part\ published material, Zithout
claiming our vieZs of an\ benefits (or perceived benefits) that ma\ be associated Zith the
products. Some eamples include:ᴀ

MHGLFaO FaQQabLV IRU HSLOHSV\ ZaV RQH RI WKH ILUVW FKLOGKRRG cRQdiWiRQV ZKHUH
JUaVVURRWV PRYHPHQWV SXVKHG aKHaG RI FOLQLFaO UHVHaUFK (OLQN)

NRW aOO SaWLHQWV RU FRQGLWLRQV aUH VXLWabOH IRU PHGLFaO FaQQabLV WKHUaSLHV (OLQN)

TKH FOLQLF GRHV QRW aFFHSW ZaON-LQ SaWLHQWV aV WKHUH aUH TXaOLI\LQJ FULWHULa WKaW
PXVW bH PHW (OLQN)

c) Presenting a balanced and accurate vieZ of the product. We do not, or do not intend
to make an\ prohibited or restricted statements. We are mindful of our compliance
obligations in this regard, and attempt to balance this against ensuring that patients
are full\ informed of the options, risks and effects of the products before considering
Zhether to acquire ours or a third part\¶s services.   Some eamples include:ᴀ

³CRPPRQO\ H[SHULHQFHG VLGH HIIHFWV RI CBD RLO LQFOXGH; GURZVLQHVV, GU\
PRXWK, aQG JaVWURLQWHVWLQaO GLVFRPIRUW. OWKHU OHVV FRPPRQ aGYHUVH HYHQWV
LQFOXGH aOWHUHG OLYHU HQ]\PHV aQG GUXJ-GUXJ RU GUXJ-QXWULHQW LQWHUaFWLRQV´
(link)

.MHGLFLQaO FaQQabLV, OLNH aOO PHGLFaWLRQV, FaQ KaYH Vide effecWV, VSHFLILFaOO\
GURZVLQHVV RU JaVWURLQWHVWLQaO GLVFRPIRUW aUH FRPPRQ. MRVW KXPaQ VWXGLHV
UHSRUW«´(link)

³TKHUH aUH PaQ\ ULVNV RI XVLQJ FaQQabLV-baVHG SURGXFWV ZLWKRXW a GRFWRU¶V
PRQLWRULQJ´ (link)

³BRWK CBD aQG THC KaYH bHHQ LQYHVWLJaWHG IRU WKHLU FaSaFLW\ WR GHFUHaVH
XSWaNH RI IROLF aFLG LQ KXPaQ FHOO OLQHV VLPXOaWLQJ FKURQLF FaQQabLV XVH.
SLPLOaU LQ YLWUR UHVHaUFK SRLQWV WR FaQQabLQRLGV UHGXFLQJ OHYHOV RI RWKHU
LPSRUWaQW FHOOXOaU JURZWK IaFWRUV´ (link)
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³TKHUH aUH VRPH LQGLFaWLRQV WKaW FaQQabLQRLG PHGLFLQHV Pa\ GLUHFWO\ LPSaFW
LPPXQH aQG LQIOaPPaWRU\ PaUNHUV WKaW SHUSHWXaWH WKH GLVHaVH aQG ZRUVHQ
V\PSWRPV. ³ (link)

³WKHUH LV VWLOO PXFK ZH GRQ¶W XQGHUVWaQG aQG FRQFHUQV WR bH aZaUH RI. THC
KaV WKH SRWHQWLaO WR GLVUXSW UHJXOaWRU\ SURFHVVHV aQG KRUPRQHV WKaW PaLQWaLQ
KHaOWK\ PHQVWUXaO F\FOHV. (link)

d) Ensuring patients are informed, and have access to information from the literature
that informs them, that treatments ma\ not be effective for certain individuals. Some
e[amples include:

³WH dR QRW KaYH aQ\ HYLGHQFH WKaW PHGLFaO FaQQabLV FaQ VWRS WKH XQGHUO\LQJ
SURbOHP RI HQGRPHWULRVLV´ (link)

³NRW aOO SaWLHQWV RU FRQGLWLRQV aUH VXLWabOH IRU PHGLFaO FaQQabLV WKHUaSLHV.
AFFRUGLQJ WR TGA JXLGHOLQHV, WKHUH PXVW bH VRPH HYLGHQFH WKaW PHGLFLQaO
FaQQabLV WUHaWPHQW FaQ bH aSSOLHG WR \RXU FRQGLWLRQ aQG WKaW \RX KaYH
H[KaXVWHG FRQYHQWLRQaO WKHUaSLHV´ (link)

³WHEN ARE CANNABINOID BASED TREATMENTS CONTRAINDICATED?´

TKHUH aUH GLIIHUHQW NLQGV RI PHGLFLQaO FaQQabLV WKHUaSLHV, aQG VRPH RU aOO
Pa\ QRW bH VXLWabOH IRU \RXU FRQGLWLRQ. II aQ\ RI WKH IROORZLQJ aSSO\ WR \RX,
SOHaVH GLVFXVV ZLWK \RXU GRFWRU:

Ɣ AOOHUJLF WR aQ\ LQJUHGLHQW XVHG LQ FaQQabLQRLG SURGXFW

Ɣ HaYH XQVWabOH FaUGLR-SXOPRQaU\ GLVHaVH RU FaUGLRYaVFXOaU GLVHaVH

Ɣ HaYH SUHYLRXV SV\FKRWLF RU FRQFXUUHQW aFWLYH PRRG GLVRUGHU

Ɣ HaYH VHYHUH aQ[LHW\

Ɣ AUH SUHJQaQW RU bUHaVWIHHGLQJ

ReOaWiYe cRQWUaiQdicaWiRQV: TKHVH FRQGLWLRQV Pa\ QRW QHFHVVaULO\ SUHYHQW
SUHVFULbLQJ PHGLFLQaO FaQQabLV, WKRXJK VKRXOG aOVR bH GLVFXVVHG ZLWK WKH
PHGLFaO SUaFWLWLRQHU.

Ɣ SHYHUH OLYHU RU UHQaO GLVHaVH.

Ɣ DUXJ, aOFRKRO RU QLFRWLQH GHSHQGHQFH

Ɣ PaHGLaWULF aQG HOGHUO\ SaWLHQWV

Ɣ IQGLYLGXaOV ZLWK a SaVW PHGLFaO RU IaPLO\ KLVWRU\ RI VFKL]RSKUHQLa

2.1 Alleged bUeach 2

VWaWePeQWV Zhich VXggeVW RU iPSO\ WhaW PediciQaO caQQabiV SURdXcWV haYe
beeQ aSSURYed  RU UecRPPeQded b\ a gRYeUQPeQW iQ UeOaWiRQ WR Whe XVe Rf
PediciQaO caQQabiV SURdXcWV iQ  Whe WUeaWPeQW Rf PedicaO cRQdiWiRQV, fRU
e[aPSOe µ[W]he TGA haYe aSSURYed XVe Rf PediciQaO  caQQabiV SURdXcWV¶ fRU
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cRQdiWiRQV VXch aV eSiOeSV\, chURQic SaiQ aQd PXOWiSOe VcOeURViV.

In our vieZ, BRIA has never, or did not intend to claim that medicinal cannabis has been
approved b\ the TGA as a registered medicine. An\ reference to TGA approval(s) on the
Websites or social media is intended in the conte[t of approvals under the Special Access
Scheme Cat B or the Authorised Prescriber Scheme of Zhich there have been more than
100,000 approvals since the legalisation of cannabis in Australia. To the e[tent that the
Websites made reference to an\ other matter, that reference Zas inadvertent. There are
numerous, repeated e[amples of statements throughout the Websites that reflect this
position and Ze submit that a reasonable person Zould understand the purpose of, and not
be misled b\, the te[t. A small sample of the statements on the Websites include:

³CaQQabLV KaV QRW bHHQ aSSURYHG aV a PHGLFLQH LQ AXVWUaOLa. TKH TKHUaSHXWLF GRRGV
AGPLQLVWUaWLRQ (TGA) SURYLGHV JXLGaQFH RQ WKH aSSOLFaWLRQ RI PHGLFLQaO«´ (OiQk)

UQGHU TKHUaSHXWLF GRRGV AGPLQLVWUaWLRQ (TGA) JXLGHOLQHV, WKHVH dRcWRUV PXVW aSSO\ IRU
TGA aSSURYaOV ZLWK HaFK SaWLHQW'V VSHFLILF XVH RI PHGLFaO FaQQabLV (OLQN)

³IW LV a UHTXLUHPHQW IRU TGA aSSURYaO WKaW WKHUH LV VRPH SUHFOLQLFaO RU FOLQLFaO HYLGHQFH
WKaW PedicaO caQQabiV RU CBD RLO ZLOO bHQHILW \RXU FRQGLWLRQ´ (OLQN)

³WKH WLPH LW WaNHV WR aSSURYH LV XVXaOO\ aW WKH diVcUeWiRQ RI WKH TGA´ (OLQN)

³HRZ ORQJ GRHV LW WaNH WR bH aSSURYed IRU a SUHVFULSWLRQ? TKH aSSURYaO WLPH LV XVXaOO\
ZLWKLQ RQH ZHHN aIWHU WKH aSSOLFaWLRQ VXbPLVVLRQ GaWH´ (OLQN)

2.3 Alleged bUeach 3

³SWaWePeQWV RQ CA CRQQecW¶V ZebViWe Zhich aOOegedO\ adYeUWiVe Whe
VXSSO\ Rf PediciQaO  caQQabiV SURdXcWV b\ VWaWiQg Whe SUice Rf PediciQaO
caQQabiV WUeaWPeQW RSWiRQV´

It is our vieZ that the material on the Websites is not (and Zasn't intended to be) an
advertisement for medicinal cannabis products.

As referred to above, BRIA does not offer for sale or sell medicinal cannabis products.

The aim of CA Connect  is to assist patients Zith pain management and other conditions.
The intent of the Zebsite (and the Websites generall\) is to educate patients about treatment
options, including the price of our services.

BRIA does not state the price of medicinal cannabis products, nor does it advertise for
sale an\ specific product names or brands.  The pricing relates to the services of our
professionals, including doctor consultations and ongoing care via scheduled folloZ up calls
from our clinical team.

Further, the Websites link to material Zith balanced information on the range of treatment
options for pain management.

This secondar\ material, Zhile it ma\ refer to medicinal cannabis products does so in the
conte[t of information about a range of treatments and results, it does not promote the use
of medicinal cannabis b\ emphasising its benefits over other treatments, nor does the
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reference to price promote its suppl\.

As mentioned above, patients do not automaticall\ receive a treatment plan. This is at
the sole discretion of the medical / healthcare practitioner assessing their s\mptoms,
Zellbeing and eligibilit\ at the time.

2.4 Alleged bUeach 4

SRVWV Zhich iQcOXde SicWRUiaOV, haVhWagV aQd VWaWePeQWV WhaW aSSeaU WR
SURPRWe Whe XVe Rf  PediciQaO caQQabiV SURdXcWV iQ Whe WUeaWPeQW Rf QaPed
PedicaO cRQdiWiRQV, iQcOXdiQg  #HIV, #caQceUSaiQ aQd #PediciQaOcaQQabiV.

BRIA does not intend for an\ pictorials or hashtags to be taken as advertising.

Our use of pictorials in an\ online content is intended to be educational and Ze believe that
all pictorials and the content the\ accompan\ meet the advertising guidance of being
factual, and fair and balanced.

Regarding the use of hashtags on social media, Ze are not aZare of an\ regulator\
guidance that specificall\ prevents the use of a hashtag. BRIA¶s use of hashtags is intended
to help patients find factual and balanced educational content relating to the topic referred
to therein.   This is a common and accepted use of hashtags.

The point of using hashtags on social media is that \ou are indicating to a folloZer/user and
algorithm that \our content relates to a specific topic or categor\. Ultimatel\, it helps users to find
relevant content easil\ across platforms so \our content is accessible to the appropriate (or
niche) audience.

We Zould be happ\ to discuss the use (or otherZise) of hashtags further Zith the TGA if
this is considered b\ the TGA to be advertising and/or promotion.

We Zould be happ\ to revieZ, and comment upon, an\ more specific e[amples of concern
that the TGA ma\ have relating to pictorials or hashtags.

2.5 Alleged bUeach 5

SRVWV Zhich VXggeVW RU iPSO\ WhaW PediciQaO caQQabiV SURdXcWV VXSSOied
WhURXgh CA  COiQicV haYe beeQ aSSURYed RU UecRPPeQded b\ a gRYeUQPeQW
aXWhRUiW\ iQ Whe WUeaWPeQW  Rf PedicaO cRQdiWiRQV VXch aV eSiOeSV\ aQd chURQic
SaiQ.

In our opinion, BRIA has not made claims that medicinal cannabis has been approved or
recommended b\ a government authorit\ for the treatment of medical conditions such as
epileps\ and chronic pain. We refer to our response in response to alleged breach 2 above.

s47G(1)(a)
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As outlined above, BRIA is committed to operating consistentl\ Zith Australian legislation. It
Zishes to continue to Zork Zith the TGA to ensure that that happens, and that BRIA remains
a sustainable Australian-based business that continues to provide reasonable and
appropriate options to its patients.

BRIA does not offer for sale or sell medicinal cannabis products - it provides services onl\.
In addition to providing a mechanism b\ Zhich patients can access medical / healthcare
practitioners that are e[perts in the area of medicinal cannabis, its intention has been to
provide accurate and balanced information services on the matter.

We respectfull\ submit that as a result of:

❖ the prompt action b\  BRIA folloZing receipt of the Letter;
❖ BRIA¶s good histor\ in the area of medicinal cannabis compliance;
❖ the evidenced intention of BRIA to activel\ Zork Zith the TGA to promptl\ address

an\ concerns it ma\ have;
❖ the above submissions in respect of the matters raised b\ the TGA in the Letter; and
❖ that there has been no actual or potential harm to consumers as a direct result of the

matters raised in the Letter,

the TGA is not required to take an\ enforcement action against BRIA in respect of the
matters raised in the Letter.

If, notZithstanding the above, the TGA is considering imposing a monetar\ penalt\ on BRIA
in respect of the matters referred to in the Letter please note that BRIA is a small,
loss-making organisation that has not made a profit since its inception. As a result, BRIA has
not received an\ financial gain to date from our patient consultation activities, Zhich are
aimed at supporting patients in the medicinal cannabis space, or an\ matter referred to in
the Letter. We Zould be happ\ to provide the TGA Zith ta[ returns to support this statement,
if required.

Please let us knoZ if \ou require an\ further information or clarification in relation to an\
matter referred to above.

Yours faithfull\

Biologics Research Institute Australia

s22

s22

s22

Document 12



From:
To: "info@caclinics.com.au"
Cc: "info@caconnet.com.au"; @caclinics.com.au"; 
Subject: Infringement Notices from the Therapeutic Goods Administration to Biologics Research Institute Australia

Pty Ltd - AC-000000002822
Date: Monday, 31 October 2022 1:18:00 PM
Attachments: image005.gif

Cover letter and Infringement Notices to Biologics Research Institute Australia Pty Ltd - 31 October
2022.PDF

Dear ,

Please find attached a letter and 10 infringement notices from the Therapeutic Goods
Administration to Biologics Research Institute Australia Pty Ltd.

We ask that you confirm receipt of our correspondence by 5:00 PM on Tuesday 1 November
2022.

Yours sincerely,

Investigator 
Advertising and Product Investigation Section
Regulatory Compliance Branch

Phone: 
Email: @health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6232 8644  Fax: 02 6232 8112  
Email: info@tga.gov.au  https://www.tga.gov.au  
 

 
 

Biologics Research Institute Australia Pty Ltd  
ACN 619 487 286 
2 Barrack Street 
Sydney NSW 2000  

Our Reference: AC-000000002822 

By express post and Email at: info@caclinics.com.au;  Cc: info@caconnect.com.au and 
@caclinics.com.au  

31 October 2022 

Dear  

Infringement notices given to Biologics Research Institute Australia Pty Ltd 
Infringement Notice Amount Payment Due by 

TGAIN- AC-000000002822/2022-1 
TGAIN- AC-000000002822/2022-2 
TGAIN- AC-000000002822/2022-3 
TGAIN- AC-000000002822/2022-4 
TGAIN- AC-000000002822/2022-5 
TGAIN- AC-000000002822/2022-6 
TGAIN- AC-000000002822/2022-7 
TGAIN- AC-000000002822/2022-8 
TGAIN- AC-000000002822/2022-9 
TGAIN- AC-000000002822/2022-10 
 

$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
 

29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
29 November 2022 
 

Total $ 133,200.00  

1. I refer to our previous correspondence regarding this matter, including our letter to Biologics 
Research Institute Australia Pty Ltd (Biologics) dated 16 August 2022, written submissions 
from Biologics dated 30 August 2022 and financial information received 5 October 2022.   

2. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

3. Having considered Biologics’ submissions, I have decided to give 10 infringement notices 
(enclosed to this letter) to Biologics under Part 5A-2 of the Act, on the basis that I 
reasonably believe Biologics has contravened subsection 42DLB(1) of the Act, where 
subsections (2), (4), (6), and (7) applied.  

4. The infringement notices are enclosed to this letter and include information on how to pay 
the penalty amount, how to request an extension of the compliance period for payment, 
how to request that the infringement notices be withdrawn, and the actions that we may 
take in the event of non-payment of the infringement notices. It is important that Biologics 
carefully read the infringement notices and the information contained within.  

s22
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5. Infringement notices are an opportunity for Biologics to pay an amount as an alternative to 
having court proceedings brought against Biologics in relation to the alleged contraventions 
described in each of the notices.  

6. Biologics should be aware of the possible consequences for not paying an infringement 
notice. If Biologics chooses not to pay the penalty amount, proceedings may be brought 
against Biologics for the alleged contraventions described in the infringement notices. We 
note that the maximum civil penalty that a court can impose on a company for a 
contravention of subsection 42DLB(1) of the Act is $11.1 million per contravention. In a 
recent decision by the Federal Court, non-payment of a single infringement notice issued 
against a company resulted in the court ordering a total of $96,000 in penalty against both 
the company and its executive directors.1  

7. I note that there have been recent Federal Court decisions in which the Court has clearly 
stated that ignorance of, or inexperience with, the therapeutic goods framework is not an 
excuse.2 Those who engage in businesses involving therapeutic goods have a 
responsibility to be aware of the laws that govern those products, and to comply with those 
from the outset.3  

8. To avoid being liable for further contraventions of the Act, Biologics should immediately 
take steps to ensure that any compliance issues, including any beyond the scope of this 
letter, are identified and resolved, noting that we reserve our rights to take enforcement 
action in relation to any further non-compliance we may identify.  

9. For more information about infringement notices, I refer Biologics to the following on the 
TGA website: 

a. Information about infringement notices | Therapeutic Goods Administration (TGA). 

b. Infringement notices | Therapeutic Goods Administration (TGA). 

Delegate comments and concerns 

10. While I am not required to provide reasons for giving an infringement notice under the Act, 
I offer the following comments to assist Biologics to understand why I have decided to take 
this particular action. 

11. I note that Biologics has previously been made aware of the advertising restrictions under 
the Act on at least the following occasions: 

a. In July 2020, Biologics were given a cease-and-desist letter in relation to the alleged 
unlawful advertising of medicinal cannabis products. 

b. In November 2020, Biologics attended a meeting (video conference) with the TGA and 
were provided with guidance in relation to the advertising of medicinal cannabis 
products to the public. 

c. In January 2021, Biologics were provided with further guidance relating to the 
advertising of medicinal cannabis products to the public. 

12. I have reviewed the following platforms for which Biologics appear to be responsible: 

a. https://caclinics.com.au// and https://caconnect.com.au/  (the Websites) 

 
1 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful 
importation of surgical face masks | Therapeutic Goods Administration (TGA). 
2 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 (fedcourt.gov.au) at 
paragraph [76]. 
3 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 (fedcourt.gov.au) at 
paragraph [251].  
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b. https://www.facebook.com/caclinicsaus/     

c. https://www.facebook.com/profile.php?id=100077878614738/   

d. https://www.instagram.com/caclinics//    

e. https://www.instagram.com/caconnectaustralia//  

f. https://twitter.com/caccessclinics?lang=en/   

g. https://www.linkedin.com/company/caclinics//, and 

h.  https://www.linkedin.com/company/ca-connect-australia//  (collectively, the Social 
Media). 

13. While not all information released to the public about therapeutic goods is advertising, I 
consider that the Websites and the Social Media unlawfully advertise medicinal cannabis 
products, being a class of therapeutic goods as defined in section 3(1) of the Act, for the 
following reasons: 

a. The Websites and Social Media contain statements and pictorial representations 
which were intended, either directly or indirectly, to promote the use or supply of 
medicinal cannabis products. For example (but not limited to):  

i. The webpages on the Websites and/or the posts on the Social Media (being 
advertisements) directed the reader to a means of accessing medicinal 
cannabis products. For example, having a prominently displayed link on the 
CA Clinics Website, which allowed consumers to book a telehealth 
appointment with a health practitioner, “specialised in medicinal cannabis.”       

ii. The use of hashtags in Social Media posts, a function which is predominantly 
used to promote the content, referring to medicinal cannabis such as 
‘#medicinalcannabis’, ‘#cbd’, ‘#cbdoil’.  

iii. The Websites and Social Media made unauthorised therapeutic claims, 
regarding the efficacy of medicinal cannabis products. For example, making 
references to serious forms of a disease, ailment or condition, in 
circumstances which inferred (directly or indirectly) that medicinal cannabis 
may be, or is, a suitable treatment for the medical condition mentioned.  

b. The advertisements: 

i. refer to substances which are included in Schedule 3, 4 or 8 to the current 
Poisons Standard but not in Appendix H of the current Poisons Standard 

ii. contain prohibited representations, such as cancer, and/or restricted 
representations, such as multiple sclerosis and epilepsy, being references to 
serious forms of diseases, ailments and conditions without TGA permission or 
approval, and 

iii. contain statements, pictorial representations or designs suggesting or 
implying the goods have been recommended or approved by or on behalf of 
a government authority. 

14. As outlined in the written submissions dated 16 August 2022, amongst other steps taken 
by Biologics to come into compliance, significant changes appear to have been made to 
the Websites and Social Media, including the removal of numerous alleged contraventions. 
In addition, since at least 31 August 2022, Biologics have taken down several alleged non-
compliant Social Media platforms including Twitter.  

15. Each instance of non-compliant advertising on each day constitutes a separate 
contravention of the Act. We hold evidence that the contraventions as particularised in the 
infringement notices occurred from at least late April 2022 to at least 4 August 2022. 
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16. Taking into account the written submissions and changes made to the Website and Social 
Media, I have decided not to give Biologics infringement notices for all identified alleged 
contraventions of the Act at this time, including those: 

a. occurred on the CA Connect Social Media platforms 

b. occurred prior to 4 August 2022 

c. arose from the same restricted or prohibited representations which were made across 
multiple platforms (Website and/or Social Media), and  

d. arose from a reference to the same distinct medicinal cannabis products, which 
appeared multiple times on the Website and/or Social Media. 

 
Please contact  by email at @health.gov.au should 
Biologics wish to discuss this matter further. 
 
Yours sincerely 
 
 

 
Nicole McLay 

Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration.  

s22s22
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
 
 
 
 
 
 
 

s22

Document 13



Document 13



Document 13



Document 13



Document 13



 

 

 Page 13 of 54 

  

 

the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au ; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 31/10/2022 
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a. whether the advertising on the Website and Social Media summarised below (and 
any other content on the Website and Social Media containing similar references, 
statements or representations) contravenes the Act, if that is disputed; and 

b. any other matter which you wish the TGA to consider in deciding whether 
enforcement action should be taken in relation to the alleged unlawful advertising 
identified below.  

Note: this notice canvasses some and not all of the alleged contraventions that we may pursue. 

Summary of alleged contraventions 

We have identified representations on the Website and the Social Media which we allege 
advertise therapeutic goods, being medicinal cannabis products, in circumstances where the 
advertisements: 

 refer to goods that are not entered in the Australian Register of Therapeutic Goods (the 
Register); 

 refer to 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; 

 contain prohibited representations and/or restricted representations (being references to 
serious forms of diseases, ailments and conditions) without TGA permission or approval; 

 contain a reference to the Act; and/or 

 contain a statement, pictorial representation or design suggesting or implying the goods 
have been recommended or approved by or on behalf of a government or government 
authority. 

For example, we allege that the Website contains: 

1. statements by Australian patients that the products ‘MP1:1 25mg/ml CBD 25mg/ml THC’ 
and ‘MGC’s CannEpil’ are effective in the treatment of chronic back pain and Shingles 

2. statements which refer to the use or effectiveness of medicinal cannabis products, 
including MGC products, to treat a range of medical conditions such as dementia, cancer 
and Crohn’s disease. 

In addition, we allege that the Social Media contains: 

1. posts made on Instagram, Facebook and Twitter which allegedly advertise ‘EXTRAX CBD 
Vape pens’ which are described to have been ‘successfully listed as an Unapproved 
Therapeutic Good’ in Australia 

2. a post made on Facebook which appears to promote ‘TGC THC20 Whole Flower’ and 
states that the good is ‘available to patients in Australia’ 

3. posts made on Instagram and Twitter which appear to promote ‘CannEpil®Plus’, stating 
that the good is ‘available through early patient access schemes in Australia’ and ‘used as 
a treatment for refractory epilepsy’.  

Notice of intention to take enforcement action 

We are writing to you to put MGC on notice of our intention to take enforcement action in 
relation to the alleged unlawful advertising on the Website and the Social Media of the kinds 
summarised above. That enforcement action will not be limited to the provided examples and 
may extend to any other unlawful advertising of the kinds identified above. 

MGC’s submissions will be taken into account by the delegate of the Secretary of the Australian 
Government Department of Health and Aged Care in exercising their discretion whether to take 
enforcement action against MGC. The action under consideration includes giving infringement 
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notices to MGC in relation to contraventions of the kind set out above on the Website and Social 
Media.  

Please note that information about any compliance action taken against MGC may be published 
on the TGA website under subsection 61(5A) of the Act, consistent with our usual practice. 

To avoid being liable for further contraventions of the Act, MGC should immediately take steps 
to ensure that any compliance issues, including any beyond the scope of this letter, are 
identified and resolved, noting we reserve our rights in relation to any further non-compliance 
that we identify. Should MGC remove any of the alleged unlawful advertising in response to this 
letter, we note that the delegate is not prevented from considering taking enforcement action 
against MGC. 

Other information 

 The import, export, manufacture, supply and advertising of therapeutic goods in Australia 
is subject to the requirements of the Act and the Therapeutic Goods Regulation 1990.  

 It is illegal under section 42DL of the Act for a person to advertise or cause the advertising 
of therapeutic goods in circumstances where the advertisement: 

o refers to 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, such as medicinal cannabis products, and that reference is not authorised 
by an Australian government or government authority 

o refers to therapeutic goods (being the Product) that are not entered in the Register 
nor subject to any exemption, approval or authority under the Act, and that 
reference is not authorised by an Australian government or government authority  

o contains a prohibited representation, such as cancer, and no permission is in force 
in relation to that prohibited representation 

o contains a restricted representation, such as chronic pain, and neither a permission 
nor a TGA approval is in force in relation to that restricted representation 

o contains a reference to the Act, other than in a statement of 
the registration number, listing number or device number of the goods 

o contains a statement, pictorial representation or design suggesting or implying the 
Product has been recommended or approved by or on behalf of a government or 
government authority, and no exception applies. 

 A person who advertises or causes the advertising of therapeutic goods in the above 
circumstances may also be liable for civil penalties under section 42DLB of the Act. 

 It is the responsibility of advertisers to ensure that their advertising material is compliant 
with the relevant legislation. 

 MGC may also wish to refer to the following guidance provided by the TGA: 

o Advertising guidance for businesses involved in medicinal cannabis products 

 If MGC requires help in understanding the advertising requirements, we recommend that 
MGC consider engaging a regulatory affairs consultant or a lawyer to assist it. 

 The TGA takes non-compliance with the regulatory scheme seriously, especially where a 
breach of the advertising requirements has resulted in, or poses, a threat to public health 
and safety. A range of compliance and enforcement tools are available to address non-
compliance and may include infringement notices, criminal or civil court proceedings, 
which can result in substantial penalties, fines, or imprisonment. 
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a. whether the advertising on the Website and Social Media summarised below (and 
any other content on the Website and Social Media containing similar references, 
statements or representations) contravenes the Act, if that is disputed; and 

b. any other matter which you wish the TGA to consider in deciding whether 
enforcement action should be taken in relation to the alleged unlawful advertising 
identified below.  

Note: this notice canvasses some and not all of the alleged contraventions that we may pursue. 

Summary of alleged contraventions 

We have identified representations on the Website and the Social Media which we allege 
advertise therapeutic goods, being medicinal cannabis products, in circumstances where the 
advertisements: 

 refer to goods that are not entered in the Australian Register of Therapeutic Goods (the 
Register); 

 refer to 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; 

 contain prohibited representations and/or restricted representations (being references to 
serious forms of diseases, ailments and conditions) without TGA permission or approval; 

 contain a reference to the Act; and/or 

 contain a statement, pictorial representation or design suggesting or implying the goods 
have been recommended or approved by or on behalf of a government or government 
authority. 

For example, we allege that the Website contains: 

1. statements by Australian patients that the products ‘MP1:1 25mg/ml CBD 25mg/ml THC’ 
and ‘MGC’s CannEpil’ are effective in the treatment of chronic back pain and Shingles 

2. statements which refer to the use or effectiveness of medicinal cannabis products, 
including MGC products, to treat a range of medical conditions such as dementia, cancer 
and Crohn’s disease. 

In addition, we allege that the Social Media contains: 

1. posts made on Instagram, Facebook and Twitter which allegedly advertise ‘EXTRAX CBD 
Vape pens’ which are described to have been ‘successfully listed as an Unapproved 
Therapeutic Good’ in Australia 

2. a post made on Facebook which appears to promote ‘TGC THC20 Whole Flower’ and 
states that the good is ‘available to patients in Australia’ 

3. posts made on Instagram and Twitter which appear to promote ‘CannEpil®Plus’, stating 
that the good is ‘available through early patient access schemes in Australia’ and ‘used as 
a treatment for refractory epilepsy’.  

Notice of intention to take enforcement action 

We are writing to you to put MGC on notice of our intention to take enforcement action in 
relation to the alleged unlawful advertising on the Website and the Social Media of the kinds 
summarised above. That enforcement action will not be limited to the provided examples and 
may extend to any other unlawful advertising of the kinds identified above. 

MGC’s submissions will be taken into account by the delegate of the Secretary of the Australian 
Government Department of Health and Aged Care in exercising their discretion whether to take 
enforcement action against MGC. The action under consideration includes giving infringement 
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notices to MGC in relation to contraventions of the kind set out above on the Website and Social 
Media.  

Please note that information about any compliance action taken against MGC may be published 
on the TGA website under subsection 61(5A) of the Act, consistent with our usual practice. 

To avoid being liable for further contraventions of the Act, MGC should immediately take steps 
to ensure that any compliance issues, including any beyond the scope of this letter, are 
identified and resolved, noting we reserve our rights in relation to any further non-compliance 
that we identify. Should MGC remove any of the alleged unlawful advertising in response to this 
letter, we note that the delegate is not prevented from considering taking enforcement action 
against MGC. 

Other information 

 The import, export, manufacture, supply and advertising of therapeutic goods in Australia 
is subject to the requirements of the Act and the Therapeutic Goods Regulation 1990.  

 It is illegal under section 42DL of the Act for a person to advertise or cause the advertising 
of therapeutic goods in circumstances where the advertisement: 

o refers to 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, such as medicinal cannabis products, and that reference is not authorised 
by an Australian government or government authority 

o refers to therapeutic goods (being the Product) that are not entered in the Register 
nor subject to any exemption, approval or authority under the Act, and that 
reference is not authorised by an Australian government or government authority  

o contains a prohibited representation, such as cancer, and no permission is in force 
in relation to that prohibited representation 

o contains a restricted representation, such as chronic pain, and neither a permission 
nor a TGA approval is in force in relation to that restricted representation 

o contains a reference to the Act, other than in a statement of 
the registration number, listing number or device number of the goods 

o contains a statement, pictorial representation or design suggesting or implying the 
Product has been recommended or approved by or on behalf of a government or 
government authority, and no exception applies. 

 A person who advertises or causes the advertising of therapeutic goods in the above 
circumstances may also be liable for civil penalties under section 42DLB of the Act. 

 It is the responsibility of advertisers to ensure that their advertising material is compliant 
with the relevant legislation. 

 MGC may also wish to refer to the following guidance provided by the TGA: 

o Advertising guidance for businesses involved in medicinal cannabis products 

 If MGC requires help in understanding the advertising requirements, we recommend that 
MGC consider engaging a regulatory affairs consultant or a lawyer to assist it. 

 The TGA takes non-compliance with the regulatory scheme seriously, especially where a 
breach of the advertising requirements has resulted in, or poses, a threat to public health 
and safety. A range of compliance and enforcement tools are available to address non-
compliance and may include infringement notices, criminal or civil court proceedings, 
which can result in substantial penalties, fines, or imprisonment. 
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From:
To: ; "; 
Cc: ; ; 
Subject: Infringement Notices from the Therapeutic Goods Administration to MGC Pharmaceuticals Ltd - CC-

MSD0IHC8/2019 [SEC=OFFICIAL]
Date: Tuesday, 27 September 2022 3:23:00 PM
Attachments: image001.gif

Cover Letter and Infringement Notices to MGC Pharmaceuticals Ltd - 27 September 2022.pdf

Dear ,

Please find attached a letter and 23 infringement notices from the Therapeutic Goods
Administration to MGC Pharmaceuticals Ltd.

We ask that you confirm that you have instructions to accept service of the infringement notices
on behalf of MGC Pharmaceuticals Ltd by 5:00 PM on Wednesday 28 September 2022.

Yours sincerely,

Advertising and Product Investigation Section
Regulatory Compliance Branch

Phone: 
Email: @health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au 

 
 

 
MGC Pharmaceuticals Ltd 
1202 Hay Street 
West Perth, WA 6005 

Our Reference: CC-MSD0IHC8/2019 

By Express Post and Email at: ; , 
  

27 September 2022 

Dear  

Infringement notices given to MGC Pharmaceuticals Ltd  
Infringement Notice Amount Payment Due by 
TGAIN-CC-MSD0IHC8/2022-1 
TGAIN-CC-MSD0IHC8/2022-2 
TGAIN-CC-MSD0IHC8/2022-3 
TGAIN-CC-MSD0IHC8/2022-4 
TGAIN-CC-MSD0IHC8/2022-5 
TGAIN-CC-MSD0IHC8/2022-6 
TGAIN-CC-MSD0IHC8/2022-7 
TGAIN-CC-MSD0IHC8/2022-8 
TGAIN-CC-MSD0IHC8/2022-9 
TGAIN-CC-MSD0IHC8/2022-10 
TGAIN-CC-MSD0IHC8/2022-11 
TGAIN-CC-MSD0IHC8/2022-12 
TGAIN-CC-MSD0IHC8/2022-13 
TGAIN-CC-MSD0IHC8/2022-14 
TGAIN-CC-MSD0IHC8/2022-15 
TGAIN-CC-MSD0IHC8/2022-16 
TGAIN-CC-MSD0IHC8/2022-17 
TGAIN-CC-MSD0IHC8/2022-18 
TGAIN-CC-MSD0IHC8/2022-19 
TGAIN-CC-MSD0IHC8/2022-20 
TGAIN-CC-MSD0IHC8/2022-21 
TGAIN-CC-MSD0IHC8/2022-22 
TGAIN-CC-MSD0IHC8/2022-23 

$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 

26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 

Total $ 306,360.00   

1. I refer to our previous correspondence regarding this matter, including our letter to MGC 
Pharmaceuticals Ltd (MGC) dated 16 August 2022, and submissions from MGC dated 9 
September 2022.  

2. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

s22
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3. Having considered MGC’s submissions, I have decided to give 23 infringement notices 
(enclosed to this letter) to MGC under Part 5A-2 of the Act, on the basis that I reasonably 
believe MGC has contravened subsection 42DLB(1) of the Act, where subsections (2), (4), 
(5), (6), (7) and (9) applied.  

4. The infringement notices are enclosed to this letter and include information on how to pay 
the penalty amount, how to request an extension of the compliance period for payment, 
how to request that the infringement notices be withdrawn, and the actions that we may 
take in the event of non-payment of the infringement notices. It is important that MGC 
carefully read the infringement notices and the information contained within.  

5. Infringement notices are an opportunity for MGC to pay an amount as an alternative to 
having court proceedings brought against MGC in relation to the alleged contraventions 
described in each of the notices.  

6. MGC should be aware of the possible consequences for not paying an infringement notice. 
If MGC chooses not to pay the penalty amount, proceedings may be brought against MGC 
for the alleged contraventions described in the infringement notices. We note that the 
maximum civil penalty that a court can impose on a company for a contravention of 
subsection 42DLB(1) of the Act is $11.1 million per contravention. In a recent decision by 
the Federal Court, non-payment of a single infringement notice issued against a company 
resulted in the court ordering a total of $96,000 in penalty against both the company and 
its executive directors.1  

7. To avoid being liable for further contraventions of the Act, MGC should immediately take 
steps to ensure that any compliance issues, including any beyond the scope of this letter, 
are identified and resolved, noting that we reserve our rights to take enforcement action in 
relation to any further non-compliance we may identify.  

8. For more information about infringement notices, I refer MGC to the following on the TGA 
website: 

a. Information about infringement notices | Therapeutic Goods Administration (TGA). 

b. Infringement notices | Therapeutic Goods Administration (TGA). 

Delegate comments and concerns 

9. While I am not required to provide reasons for giving an infringement notice under the Act, 
I offer the following remarks to assist MGC to understand why I have decided to take this 
particular action. 

10. I note that there have been significant Federal Court decisions in which the Court has 
clearly stated that ignorance of, or inexperience with, the therapeutic goods framework is 
not an excuse.2 Those who engage in businesses involving therapeutic goods have a 
responsibility to be aware of the laws that govern those products, and to comply with those 
from the outset.3  

11. Additionally, I note that MGC has previously been made aware of the advertising 
prohibitions under the Act on at least three occasions: 

a. in 2019, in relation to the alleged unlawful advertising of medicinal cannabis products 
at https://stockhead.com.au/health/600-prescriptions-have-now-been-written-for-mgc-
pharma-medicinal-cannabis-products/.  

 
1 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful 
importation of surgical face masks | Therapeutic Goods Administration (TGA). 
2 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 (fedcourt.gov.au) at 
paragraph [76]. 
3 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 (fedcourt.gov.au) at 
paragraph [251]. 
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b. in 2021, in relation to the alleged unlawful advertising of medicinal cannabis at 
https://www.medicinalcannabisclinics.com.au/ and 
https://www.youtube.com/channel/UCq0H4ww2hVs1 XyMbk boRA by one of MGC’s 
subsidiaries, Medicinal Cannabis Clinics. 

c. in 2022, in relation to the alleged unlawful advertising of ArtemiC, which is purported 
to treat Coronavirus disease, at https://artemic.shop/.  

12. I have reviewed the following platforms for which MGC appear to be responsible: 

a. https://mgcpharma.com.au/ (the Website) 

b. https://twitter.com/mgc pharma/  

c. https://instagram.com/mgc pharma/, and 

d. https://facebook.com/mgcpharmaceuticals/ (collectively, the Social Media).  

13. While not all information released to the public about therapeutic goods is advertising, I 
consider that the Website and the Social Media unlawfully advertise medicinal cannabis 
products, as defined in section 3(1) of the Act, for the following reasons: 

a. The Website and Social Media contain statements and pictorial representations 
which were intended, either directly or indirectly, to promote the use or supply of 
medicinal cannabis products. For example (but not limited to):  

i. The Website contains statements presented to be testimonials from patients 
regarding the use of medicinal cannabis products to treat serious medical 
conditions such as chronic back pain and shingles. 

ii. The use of hashtags in Social Media posts, a function which is predominantly 
used to promote the content, that referred to medicinal cannabis products 
such as #cbd #cbdproducts.  

iii. The Website and Social Media made unauthorised therapeutic claims 
regarding the efficacy of medicinal cannabis. For example, making references 
to serious forms of a disease, ailment or condition, in circumstances which 
inferred (directly or indirectly) that medicinal cannabis may be, or is, a suitable 
treatment for the medical condition mentioned.  

b. The advertisements: 

i. refer to goods that are not entered in the Australian Register of Therapeutic 
Goods, such as the ‘MP1:1 25mg/ml CBD 25mg/ml THC’. 

ii. refer to substances which are included in Schedule 3, 4 or 8 to the current 
Poisons Standard but not in Appendix H of the current Poisons Standard 

iii. contain prohibited representations, such as cancer, and/or restricted 
representations, such as shingles, being references to serious forms of 
diseases, ailments and conditions without TGA permission or approval 

iv. contain a reference to the Act, and 

v. contain a statement, pictorial representation or design suggesting or implying 
the goods have been recommended or approved by or on behalf of a 
government authority. 

14. As outlined in its written submissions dated 9 September 2022, amongst other steps taken 
by MGC since receiving our letter of 16 August 2022, significant changes appear to have 
been made to the Website and Social Media, including the removal of all posts from its 
Instagram and Twitter pages, and suspension of the Website and its Facebook page.  
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15. Each instance of non-compliant advertising on each day constitutes a separate 
contravention of the Act. We hold evidence that the contraventions as particularised in the 
infringement notices occurred from at least late April 2022 to 1 August 2022. 

16. Taking into account the written submissions and changes made to the Website and Social 
Media, I have decided not to give MGC infringement notices for all identified alleged 
contraventions of the Act at this time, including those: 

a. occurring from April 2022 to 1 August 2022 

b. in relation to the alleged unlawful advertising of the ArtemiC product which occurred 
on the Social Media, including in posts made following the correspondence referred 
to at paragraph [11.c.] 

c. which occurred on the Social Media in posts made prior to December 2021 

d. which appeared identical or sufficiently similar, to the advertising on another page of 
the Website or another Social Media post 

e. arising from the same restricted or prohibited representation which was made 
multiple times on the Website and/or the Social Media, and  

f. arising from a reference to the same distinct medicinal cannabis products, which 
appeared multiple times on the Website and/or the Social Media.   

17. Please contact   and   by email at 
@health.gov.au and @health.gov.au should MGC wish to 

discuss this matter further. 

 
Yours sincerely 
 

 
 
Nicole McLay 
Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration 

s22 s22
s22 s22 s22
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
   

s22
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 
 

 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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 Page 113 of 119 
 

 

Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Page 2 of 3

Summary of alleged contraventions

We have identified representations on the Website and the Social Media which we allege 
advertise therapeutic goods, being medicinal cannabis products, in circumstances where the 
advertisements: 

1. refer to goods that are not entered in the Australian Register of Therapeutic Goods (the 
Register) 

2. refer to 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 

3. contain prohibited representations and/or restricted representations (being references to 
serious forms of diseases, ailments and conditions) without TGA permission or approval. 

For example, we allege that the Website contains instructions as to how to use medicinal 
cannabis products which are not entered in the Register or contain substances included in 
Schedules 4 or 8 of the Poisons Standard, for example, the ‘LGP CLASSIC 1:20’. 

In addition, we allege that the Social Media contains: 

1. posts which appear to promote the use and supply of medicinal cannabis products which 
are not entered in the Register and contain substances included in Schedules 4 or 8 of the 
Poisons Standard, for example, the ‘LGP Flower CBD 14 – Sky Mist’ and ‘LGP CLASSIC 
1:100’ 

2. posts which appear to promote the use and supply of medicinal cannabis in the treatment 
of named medical conditions including in pictorials and hashtags such as #depression, 
#cancer, #insomnia, and #PTSD 

3. a post on Instagram which includes a comment from a third party user that references 
specific medicinal cannabis products, such as the ‘LGP CLASSIC 20:5’ and ‘LGP Flower THC 
22 – Desert Flame’, in connection with the treatment of anxiety.  

Notice of intention to take enforcement action 

We are writing to you to put LGP on notice of our intention to take enforcement action in 
relation to the alleged unlawful advertising on the Website and the Social Media of the kinds 
summarised above. That enforcement action will not be limited to the provided examples and 
may extend to any other unlawful advertising of the kinds identified above. 

LGP’s submissions will be taken into account by a delegate of the Secretary of the Australian 
Government Department of Health and Aged Care in exercising their discretion whether to take 
enforcement action against LGP.  The action under consideration includes giving infringement 
notices to LGP in relation to contraventions of the kind set out above on the Website and Social 
Media.  

Please note that information about any compliance action taken against LGP may be published 
on the TGA website under subsection 61(5A) of the Act, consistent with our usual practice. 

To avoid being liable for further contraventions of the Act, LGP should immediately take steps to 
ensure that any compliance issues, including any beyond the scope of this letter, are identified 
and resolved, noting we reserve our rights in relation to any further non-compliance that we 
identify. Should LGP remove any of the alleged unlawful advertising in response to this letter, 
we note that the delegate is not prevented from considering taking enforcement action against 
LGP.  
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From:
To:
Cc: ; ; ; ; 
Subject: RE: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd – AC-000000002798

[SEC=OFFICIAL]
Date: Friday, 2 September 2022 7:40:25 PM
Attachments: image002.jpg

image006.gif
image007.jpg
image008.jpg
image009.jpg
220902 LGP - response to TGA letter (16 Aug 2022) (Combined)(Sent).pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Hi ,

Thanks again for meeting with us earlier in the week – we are really grateful.

Please find attached our written submission in response to your letter dated 16 August 2022.

Best Regards, 

Medicinal Cannabis
A world of difference

From:  < @Health.gov.au> 
Sent: Wednesday, 31 August 2022 7:37 AM
To:  < @lgp.global>
Cc:  < @Health.gov.au>; 
< @Health.gov.au>
Subject: RE: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd – AC-
000000002798 [SEC=OFFICIAL]

Caution: External Email
Dear ,

Thank you for meeting with us yesterday.

Should Little Green Pharma Ltd wish to make written submissions in response to our letter dated
16 August 2022, we confirm that the delegate is happy to receive those submissions by Friday 2
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September 2022.
 
Kind regards,
 

Advertising and Product Investigation Section
Regulatory Compliance Branch

Phone: 
Email: @Health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

 
Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
 
 

From:  < @lgp.global> 
Sent: Saturday, 27 August 2022 2:01 PM
To:  < @Health.gov.au>
Cc:  < @Health.gov.au>; 
< @Health.gov.au>
Subject: TRIM: RE: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd
– AC-000000002798 [SEC=OFFICIAL]
 
REMINDER: Think before you click! This email originated from outside our organisation. Only click links or open
attachments if you recognise the sender and know the content is safe.
 
 
 
Hi ,
That’s great – thank you. 3pm on Tuesday will be fine.
Please invite the following attendees:

@lgp.global
@lgp.global

@lgp.global
@lgp.global

@lgp.global
Many Thanks, 
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safe.
Hi ,
Thanks very much for your reply email – much appreciated.
We want to take you up on your offer to discuss the matters outlined in the recent letter you sent regarding
possible unlawful advertising. We take this matter very seriously and as such have taken on board your
comments and made some immediate changes. However, there are a couple of alleged contraventions that we
would appreciate some clarity on and hoping you might be able to be more specific in relation to our website
and social media pages before we make further changes. We have previously sought expert advice so we are
eager to learn from you directly where possible.
Depending on time and availability, we may have some or all of the below LGP employees in attendance:

If preferred, we could meet post the submission date of 31 August, however we feel there are a couple of
marginal cases in relation to our website and we’d prefer to run our proposed changes past you first if possible.
Many thanks, I look forward to your response.
In Health, 

Medicinal Cannabis
A world of difference

From:  < @Health.gov.au> 
Sent: Thursday, 18 August 2022 9:08 AM
To:  < @lgp.global>
Cc:  < @Health.gov.au>; 
< @Health.gov.au>
Subject: RE: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd – AC-
000000002798 [SEC=OFFICIAL]
Caution: External Email
Dear ,
Thank you for your confirmation of receipt of our letter dated 16 August 2022.
I understand that you have requested a meeting to discuss the letter, which relates to the
alleged unlawful advertising of medicinal cannabis products by Little Green Pharma Ltd.
To assist us in responding to your request, can you please provide us with the following
information by 5:00 PM Friday 19 August 2022:

1. An outline of the purpose of the meeting.
2. The particulars of what you wish to discuss.
3. The names and roles of your attendees.
4. Any other information you consider to be relevant to the meeting.

I note that you have requested the meeting take place next week (beginning 22 August). Once
we receive the above information, we will contact you regarding your request and/or a suitable
time and date for the meeting, should this be appropriate.
Kind regards,
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Advertising and Product Investigations Section
Regulatory Compliance Branch

Phone: 
Email: @Health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.

From:  < @lgp.global> 
Sent: Tuesday, 16 August 2022 5:55 PM
To:  < @Health.gov.au>
Cc:  < @Health.gov.au>; 
< @Health.gov.au>
Subject: TRIM: RE: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd
– AC-000000002798 [SEC=OFFICIAL]
REMINDER: Think before you click! This email originated from outside our organisation. Only click links or open
attachments if you recognise the sender and know the content is safe.
Hi ,
Thanks for your email – Little Green Pharma acknowledges receipt and will action.
We’d appreciate the opportunity to catch up with you please to discuss. Do you have time next week for a
meeting?
Many Thank and Regards,

.

From:  < @Health.gov.au> 
Sent: Tuesday, 16 August 2022 2:49 PM
To:  < @lgp.global>
Cc: info@littlegreenpharma.com;  < @Health.gov.au>; 
< @Health.gov.au>
Subject: Letter from the Therapeutic Goods Administration to Little Green Pharma Ltd – AC-
000000002798 [SEC=OFFICIAL]
Caution: External Email
Dear ,
Please find attached a letter from the Therapeutic Goods Administration for your attention.
We ask that you confirm receipt of this letter by 10:00 AM on Thursday 18 August 2022.
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Yours sincerely,

Advertising and Product Investigations Section
Regulatory Compliance Branch

Phone: 
Email: @Health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."
"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."
"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended recipient,
you are notified that any use or dissemination of this communication is strictly prohibited.
If you receive this transmission in error please notify the author immediately and delete all
copies of this transmission."
 
"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information.  If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited.  If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."
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Head Office  PO Box 690, West Perth WA 6872  |  T + 61 8 6280 0050  |  E  info@littlegreenpharma.com  |  W littlegreenpharma.com 

 
Therapeutic Goods Administration 
PO Box 100  
Woden ACT 2606 
 
2 September 2022 
 

Re: Notice of intention to commence enforcement action (Ref: AC-000000002798) 
 
Dear , 

Thank you for your letter dated 16 August 2022 concerning the above proposed enforcement action 
as well as to your team for the subsequent follow up discussion between the TGA and Little Green 
Pharma (LGP)’s compliance team on Tuesday 30 August 2022. 

Further to that letter, you requested that LGP provide submissions concerning whether the alleged 
unlawful advertising on the Website and Social Media (each as defined in the letter) contravened the 
Act, as well as on any other matter that LGP wished the TGA to consider in deciding whether 
enforcement action should be taken in relation to the alleged unlawful advertising identified in that 
letter.  

To this end, we propose to first provide some context for LGP’s use of the Website and Social Media, 
followed by addressing the specific concerns identified on page 2 of the letter concerning (a) the 
instructions on the Website relating to the use of medicinal cannabis products; and (b) posts on Social 
Media relating to the use and supply of medicinal cannabis products not entered on the ARTG; posts 
which appear to promote the use and supply of medicinal cannabis in the treatment of name medical 
conditions; and posts from third party users referencing specific medicinal cannabis products. We will 
then provide an overview of our actions following our broader review of the Website and Social 
Media and provide some closing comments. 

Background  

Given the Australian medicinal cannabis industry’s relative infancy and the unapproved nature of the 
majority of its products, from its beginning many industry participants have generally assumed a role 
in assisting and educating prescribers and patients in understanding the requirements relating to 
accessing medicinal cannabis in Australia, as well as assisting prescribers become more comfortable in 
prescribing medicinal cannabis products. This is often because, given time constraints and 
unfamiliarity with unapproved medicinal cannabis products, many medical practitioners and 
pharmacists are frequently unwilling or unable to assume the additional administrative burden 
associated with assisting patients to access medicinal cannabis, may not be aware of emerging 
findings and research concerning medicinal cannabis, or may be unfamiliar with less common or 
emerging dosing methods, including consuming oils or cannabis flower products. This typically leads 
to prescribers and patients reaching out directly to product manufacturers or suppliers for assistance.  

To help with managing these queries and provide this assistance, LGP and other industry participants 
subsequently developed reasonably sophisticated websites and social media accounts to provide the 
required educational content or other information, including resources designed to handle common 
queries. LGP believes these resources remain a highly useful means of providing the additional 
support required for the industry and proposes to retain them more generally. However, LGP is also 
very conscious that these resources may stray into the inadvertent promotion or advertising of the 
underlying unapproved medicinal cannabis products to which these educational efforts and 
administrative support often indirectly relate.   
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 Head Office  PO Box 690, West Perth WA 6872  |  T + 61 8 6280 0050  |  E  info@littlegreenpharma.com  |  W littlegreenpharma.com 

From its inception in 2016, LGP has developed and implemented a robust compliance framework 
across all areas of its business, from production, manufacturing, supply, investor engagement, and 
business development. To that end, LGP is grateful to the TGA for bringing the matters outlined in the 
letter to its attention, and for providing the opportunity for LGP to discuss and work together with the 
TGA to ensure strict compliance with the laws governing the advertising and promotion of 
unapproved medicines in Australia. In particular, the Company was very pleased with the opportunity 
to discuss the specific examples raised in the TGA’s letter with your team, and in doing so better 
understand the lens through which the TGA approaches the analysis and review of potentially 
infringing conduct.  

Review of specific conduct examples 

Turning to the specific examples referred to in the letter, and further to our discussions with the TGA 
compliance team, we wish to refer you to the changes implemented to the Website and Social Media 
as shown in Schedule 1.   

In broad terms, the changes seek to:  

• remove any express references to LGP medicinal cannabis brands or product names 

• remove any suggestions or implicit claims that LGP or other medicinal cannabis products may 
be used to treat any particular conditions, noting that LGP has retained or included links to 
third party sites (including the TGA) that provide peer-reviewed or other scientifically 
validated data on studies considering the use of medicinal cannabis generally 

• moderate third-party content on Social Media where retention would imply LGP supports or 
endorses a statement that expressly or implicitly advertises or promotes an unapproved 
product.  

Review of Website and Social Media  

The Company has also conducted a wider review of the Website and Social Media and has 
implemented further changes. In broad terms, the changes seek to:   

• remove any express references to LGP medicinal cannabis brands or product names or 
references to cannabis strains or cultivars more generally  

• re-align all Social Media to focus solely on guidance on accessing medicinal cannabis, finding 
prescribers comfortable prescribing medicinal cannabis, industry research & development 
updates, and corporate / investor news   

• moderate all third-party content on Social Media to remove any references to LGP products 
or other medicinal cannabis products or their efficacy  

• retain Website content which provides general guidance or educational resources on (a) 
accessing medicinal cannabis, including the identity of consenting practitioners who have 
experience in prescribing medicinal cannabis; (b) cannabis, cannabinoids and the 
endocannabinoid system generally; (c) how to correctly use LGP products, including proper 
ways to take medicinal cannabis oil; and (d) matters going to patient safety including side-
effect / pharmacovigilance reporting and product quality requirements imposed by law.  

Closing comments 

We believe these changes ensure the resulting Website and Social Media are entirely consistent with 
both the TGA published guidance on the marketing and advertising rules relating to unapproved 
medicinal products and the laws governing these matters in Australia. However, as always we would 
appreciate any further review or guidance you may wish to provide in relation to these matters.  
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We look forward to hearing from you.  

In Health, 

Little Green Pharma Ltd 
 
 
Schedule 1  
[separate document] 
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The webpage https://www.littlegreenpharma.com/au/patients/using-lgp-products/ was: 
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The product CMIs have been removed and now same webpage looks as below: 
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Instagram grid with post previously  

 

 

Instagram grid with post removed  
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Instagram strain post grid previously  

 

 

Instagram strains post grid with image removed  
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Facebook third party reference to Desert Flame removed
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From:
To:
Cc: "info@littlegreenpharma.com"; ; 
Subject: Infringement Notices from the Therapeutic Goods Administration to Little Green Pharma Ltd - AC-

000000002798 [SEC=OFFICIAL]
Date: Tuesday, 27 September 2022 3:23:00 PM
Attachments: image001.gif

Cover Letter and Infringement Notices to Little Green Pharma Ltd - 27 September 2022.pdf

Dear ,

Please find attached a letter and 28 infringement notices from the Therapeutic Goods
Administration to Little Green Pharma Ltd. 

We ask that you confirm receipt of our correspondence by 5:00 PM on Wednesday 28
September 2022.

Yours sincerely,

Advertising and Product Investigation Section
Regulatory Compliance Branch

Phone: 
Email: @Health.gov.au 

Therapeutic Goods Administration
Australian Government, Department of Health and Aged Care
PO Box 100
Woden ACT 2606
www.tga.gov.au

Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please notify
the author immediately and delete all copies of this transmission.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 

Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au  
 

 
Little Green Pharma Ltd 
Suite 2 Level 2 
66 Kings Park Road 
West Perth WA 6005 

Our Reference: AC-000000002798 

By Express Post and By Email:  
@lgp.global 

info@littlegreenpharma.com  

27 September 2022 

Dear  

Infringement notices given to Little Green Pharma Ltd   
Infringement Notice Amount Payment Due by 

TGAIN-AC-000000002798/2022-1 
TGAIN-AC-000000002798/2022-2 
TGAIN-AC-000000002798/2022-3 
TGAIN-AC-000000002798/2022-4 
TGAIN-AC-000000002798/2022-5 
TGAIN-AC-000000002798/2022-6 
TGAIN-AC-000000002798/2022-7 
TGAIN-AC-000000002798/2022-8 
TGAIN-AC-000000002798/2022-9 
TGAIN-AC-000000002798/2022-10 
TGAIN-AC-000000002798/2022-11 
TGAIN-AC-000000002798/2022-12 
TGAIN-AC-000000002798/2022-13 
TGAIN-AC-000000002798/2022-14 
TGAIN-AC-000000002798/2022-15 
TGAIN-AC-000000002798/2022-16 
TGAIN-AC-000000002798/2022-17 
TGAIN-AC-000000002798/2022-18 
TGAIN-AC-000000002798/2022-19 
TGAIN-AC-000000002798/2022-20 
TGAIN-AC-000000002798/2022-21 
TGAIN-AC-000000002798/2022-22 
TGAIN-AC-000000002798/2022-23 
TGAIN-AC-000000002798/2022-24 
TGAIN-AC-000000002798/2022-25 
TGAIN-AC-000000002798/2022-26 
TGAIN-AC-000000002798/2022-27 
TGAIN-AC-000000002798/2022-28 

$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 
$13,320.00 

26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 
26 October 2022 

Total $ 372,960.00  
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 Page 2 of 144 

  

1. I refer to our previous correspondence regarding this matter, including our letter to Little 
Green Pharma Ltd (LGP) dated 16 August 2022, and submissions from LGP dated 2 
September 2022.  

2. I am a delegate of the Secretary of the Australian Government Department of Health and 
Aged Care under section 42YK of the Therapeutic Goods Act 1989 (the Act).  

3. Having considered LGP’s submissions, I have decided to give 28 infringement notices 
(enclosed to this letter) to LGP under Part 5A-2 of the Act, on the basis that I reasonably 
believe LGP has contravened subsection 42DLB(1) of the Act, where subsections (2), (4), 
(7) and (9) applied.  

4. The infringement notices are enclosed to this letter and include information on how to pay 
the penalty amount, how to request an extension of the compliance period for payment, 
how to request that the infringement notices be withdrawn, and the actions that we may 
take in the event of non-payment of the infringement notices. It is important that LGP 
carefully read the infringement notices and the information contained within.  

5. Infringement notices are an opportunity for LGP to pay an amount as an alternative to 
having court proceedings brought against LGP in relation to the alleged contraventions 
described in each of the notices.  

6. LGP should be aware of the possible consequences for not paying an infringement notice. 
If LGP chooses not to pay the penalty amount, proceedings may be brought against LGP 
for the alleged contraventions described in the infringement notices. We note that the 
maximum civil penalty that a court can impose on a company for a contravention of 
subsection 42DLB(1) of the Act is $11.1 million per contravention. In a recent decision by 
the Federal Court, non-payment of a single infringement notice issued against a company 
resulted in the court ordering a total of $96,000 in penalty against both the company and 
its executive directors.1  

7. To avoid being liable for further contraventions of the Act, LGP should immediately take 
steps to ensure that any compliance issues, including any beyond the scope of this letter, 
are identified and resolved, noting that we reserve our rights to take enforcement action in 
relation to any further non-compliance we may identify.  

8. For more information about infringement notices, I refer LGP to the following on the TGA 
website: 

a. Information about infringement notices | Therapeutic Goods Administration (TGA). 

b. Infringement notices | Therapeutic Goods Administration (TGA). 

Delegate comments and concerns 

9. While I am not required to provide reasons for giving an infringement notice under the Act, 
I offer the following remarks to assist LGP to understand why I have decided to take this 
particular action. 

10. I note that there have been significant Federal Court decisions in which the Court has 
clearly stated that ignorance of, or inexperience with, the therapeutic goods framework is 
not an excuse.2 Those who engage in businesses involving therapeutic goods have a 

 
1 Enviro Tech Holdings and company officers ordered by the Federal Court to pay $96,000 for unlawful 
importation of surgical face masks | Therapeutic Goods Administration (TGA). 
2 Secretary, Department of Health v Enviro Tech Holdings Pty Ltd [2022] FCA 865 (fedcourt.gov.au) at 
paragraph [76]. 
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responsibility to be aware of the laws that govern those products, and to comply with those 
from the outset.3  

11. Additionally, I note that LGP has previously been made aware of the advertising 
prohibitions under the Act on at least the following occasions: 

a. in 2017, LGP received guidance from the Pharmacovigilance and Special Access 
Branch in relation to advertising restrictions, and 

b. in 2019, LGP received guidance from the Regulatory Compliance Branch in relation 
to the alleged unlawful advertising of medicinal cannabis products. 

c. I have reviewed the following platforms for which LGP appear to be responsible: 

a. https://www.littlegreenpharma.com/au/ (the Website) 

b. https://www.instagram.com/littlegreenpharma/, and 

c. https://www.facebook.com/littlegreenpharma/ (collectively, the Social Media).  

d. While not all information released to the public about therapeutic goods is advertising, I 
consider that the Website and the Social Media unlawfully advertise medicinal cannabis 
products, as defined in section 3(1) of the Act, for the following reasons: 

a. The Website and Social Media contain statements and pictorial representations 
which were intended to promote the use or supply, either directly or indirectly, of 
medicinal cannabis products. For example (but not limited to):  

i. The webpages on the Website and/or the posts on the Social Media (being 
advertisements) were close, or directed the reader, to a means of accessing 
medicinal cannabis products, such as a prominently displayed option on the 
Website to ‘Book a Consult’. 

ii. The use of hashtags in Social Media posts, a function which is predominantly 
used to promote the content, that referred to medicinal cannabis products by 
using the hashtags ‘#cannabis’, ‘#medicinalcannabis’, ‘#medicalcannabis’.  

iii. The Website and Social Media made unauthorised therapeutic claims, 
regarding the efficacy of medicinal cannabis. For example, making references 
to serious forms of a disease, ailment or condition, in circumstances which 
inferred (directly or indirectly) that medicinal cannabis may be, or is, a suitable 
treatment for the medical condition mentioned.  

b. The advertisements: 

i. refer to goods that are not entered in the Australian Register of Therapeutic 
Goods, such as the LGP Classic 10:10 

ii. refer to substances which are included in Schedule 3, 4 or 8 to the current 
Poisons Standard but not in Appendix H of the current Poisons Standard, and 

iii. contain prohibited representations, such as anxiety, and/or restricted 
representations, such as epilepsy, being references to serious forms of 
diseases, ailments and conditions without TGA permission or approval. 

12. As outlined in its written submissions dated 2 September 2022, amongst other steps taken 
by LGP since receiving our letter of 16 August 2022, significant changes appear to have 
been made to the Website and Social Media, including the removal of express references 
to medicinal cannabis products and the removal of multiple posts on the Social Media.  

 
3 Secretary, Department of Health v Oxymed Australia Pty Ltd [2021] FCA 1518 (fedcourt.gov.au) at 
paragraph [251]. 
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13. Each instance of non-compliant advertising on each day constitutes a separate 
contravention of the Act. We hold evidence that the contraventions as particularised in the 
infringement notices occurred from at least late April 2022 to at least 15 August 2022. 

14. Taking into account the written submissions and changes made to the Website and Social 
Media, I have decided not to give infringement notices for all identified alleged 
contraventions of the Act at this time, including those: 

a. occurring from April 2022 to 1 August 2022 

b. which occurred on the Social Media in posts made prior to January 2022 

c. which appeared identical or sufficiently similar, to the advertising on another page of 
the Website or another Social Media post 

d. arising from the same restricted or prohibited representation which was made 
multiple times on the Website and/or the Social Media, and  

e. arising from a reference to the same distinct medicinal cannabis products, which 
appeared multiple times on the Website and/or the Social Media.   

15. Please contact  by email at @health.gov.au should LGP wish 
to discuss this matter further. 

 

Yours sincerely 

 

 

 

Nicole McLay 

Delegate of the Secretary of the Department of Health and Aged Care 
Therapeutic Goods Administration 

s22s22
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
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Effect of the lapsing of the compliance period for the notice  
If the compliance period has passed and no payment has been received, the notice is 
considered to have lapsed. No extension of time can be granted if the application is made after 
the compliance period has passed and no further payment can be accepted against a lapsed 
notice. If you pay the penalty amount payable under this notice after the compliance period has 
lapsed, you will be refunded the amount paid.  
 
Please be aware that once the infringement notice has lapsed, the Secretary may commence 
proceedings seeking a pecuniary penalty order under subsection 42Y(2) of the Act against you 
in relation to the alleged contravention described in this infringement notice. 
 
How this notice can be withdrawn 
The Secretary may withdraw this notice even if you have already paid the penalty amount 
payable under this notice. In such a case, you will be refunded the amount paid. 
 
You may make a written representation to the Secretary seeking the withdrawal of this notice. 
Your representation should explain why this notice should be withdrawn and include supporting 
documents.  
 
Please ensure that your written representation is addressed to and received by the person who 
has given you this notice within the compliance period. You can make written representations 
seeking withdrawal of this infringement notice at any time before the payment due date. 
However, to allow the Secretary to make a decision in relation to such a request before the 
payment due date, you should make it no less than seven business days before the payment 
due date.  
 
Written representations can be made by sending them directly to: 

• @health.gov.au; or  
• PO Box 100; WODEN ACT 2609 

 
Effect of withdrawal of this notice  
If this notice is withdrawn, the TGA may nevertheless commence proceedings seeking a 
pecuniary penalty order under subsection 42Y(2) of the Act against you in relation to the alleged 
contravention described in this infringement notice. 
 

 
 
Nicole McLay 
Assistant Secretary 
Regulatory Compliance Branch 
Therapeutic Goods Administration 
PO Box 100; WODEN ACT 2609 
 
Date: 27/09/2022   
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