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TGA pre-submission meeting for insomnia related CBD soft-gel product 
 
Highlights: 
 

• Development of a pharmaceutical grade soft-gel cannabidiol (CBD) product is underway: initial target 
is an over-the-counter insomnia related indication. 

• Avecho is proceeding to a TGA pre-submission meeting to discuss plans for the development and 
registration of the CBD soft-gel product. 

• Cannvalate is engaged to prepare the TGA pre-submission meeting. 
• The soft-gel product contains TPM® which was demonstrated to increase CBD bioavailability and is 

scheduled for an Australian Phase I PK study to characterise the absorption profile of CBD. 
 
Melbourne, Australia, 26 May 2021: Avecho Biotechnology Limited (ASX:AVE, “Avecho”, or “the Company”) 
has today announced it is proceeding to a pre-submission meeting with the Therapeutic Goods Administration 
(TGA) to present plans for the development and registration of its pharmaceutical cannabidiol (CBD) soft-gel 
product: its first target being for an insomnia related indication. 
 
The meeting will examine the proposed indication and appropriateness of Avecho’s planned clinical program to 
support product registration as a Schedule 3 (S3) pharmacist only medicine in Australia.  It will address specific 
design aspects of a pivotal phase III study, together with the available safety information related to the 
cannabidiol and the specific soft-gel product.  
 
The TGA announced its decision to allow the sale of registered pure CBD products by pharmacists in December 
last year.  Potential S3 registration is now limited to oral, oral mucosal or sublingual products with a maximal 
daily dose of 150 mg that are packaged securely in child-proof containers.  Avecho’s soft-gel product contains 
75 mg per capsule, allowing for efficient once or twice per day dosing within the TGA’s established dosing 
guidelines.  Avecho’s soft-gel product also contains TPM®, which was shown to increase the oral bioavailability 
of CBD. 
 
Avecho has engaged the services of Cannvalate for the TGA pre-submission.  Cannvalate has developed the 
Medicinal Cannabis Research Collaboration as a premier Contract Research Organisation specialising in the 
clinical development of medicinal cannabis products. Cannvalate has already participated in TGA-presubmission 
applications for other medicinal cannabis companies, and is uniquely placed to help Avecho in optimising 
engagement with the TGA.    
 
Avecho CEO, Dr Paul Gavin said: “We are committed to working closely and constructively with the TGA 
and other key regulators as we develop our clinical trial program and products, to ensure our Company is 
primed to register our CBD soft-gel product in key markets. We have engaged the Cannvalate team to run the 
TGA pre-submission meeting, due to their extensive experience in the Australian medicinal cannabis space wih 
an emphasis on TGA interactions.”  
 
Whilst Avecho’s CBD soft-gel has the potential to treat a number of candidate indications, the Company has 
determined that insomnia should be the basis for the initial indication.  Clinical trial data has demonstrated that 
CBD can increase sleep duration when compared against placebo, in addition to reducing the time it takes to 
fall asleep.  Some of these results were obtained using CBD doses above 150 mg, potentially biasing success 
in this indication toward products with increased bioavailability. 
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Avecho CEO, Dr Paul Gavin said: “We believe the choice of initial indication is crucial in determining who 
will be both clinically and commercially successful.  The available S3 indications are typically subjective in nature 
and rely on self-reported patient questionnaires describing how they are feeling. Studies of this kind are more 
susceptible to placebo effects, which can increase the difficulty of seeing a beneficial medicinal effect.  In 
addition to being a commercially attractive endpoint, our research indicated that the insomnia related studies 
were less susceptible to placebo effect than some of the other candidate indications that were considered.” 
 
The Australian market for insomnia related products is currently ~$250M and incorporates a mixture of 
prescription, non-prescription and complementary medicines.  Avecho’s complete product development 
strategy will be refined after the TGA pre-submission meeting and presented to market in Q3.  
  

- ENDS - 
 
This announcement is authorised for release by the Board of Directors of Avecho Biotechnology Limited. 
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About Avecho 
Avecho Biotechnology Limited develops and commercialises innovative Human and Animal Health products 
using its proprietary drug delivery system called Tocopheryl Phosphate Mixture (TPM®). TPM® is derived from 
Vitamin E using unique, proprietary and patented processes and is proven to enhance the solubility and oral, 
dermal and transdermal absorption of drugs and nutrients. 
 
Avecho's major projects include delivering TPM® enhanced injectable, oral and topical products for the human 
health market and is also developing TPM® to enhance the feed efficiency and health of livestock. 
 
See more here - avecho.com.au 
 

Forward-Looking Statements 
Certain statements in this announcement are forward looking statements. Forward looking statements can 
generally be identified by the use of words such as “anticipate”, “estimate”, “expect”, “project”, “intend”, “plan”, 
“believe”, “target”, “may”, “assume” and words of similar import. These forward-looking statements speak only 
as at the date of this announcement. These statements are based on current expectations and beliefs and, by 
their nature, are subject to a number of known and unknown risks and uncertainties that could cause the actual 
results, performances and achievements to differ materially from any expected future results, performance or 
achievements expressed or implied by such forward looking statements. 
 
No representation, warranty or assurance (express or implied) is given or made by AVE that the forward-
looking statements contained in this announcement are accurate, complete, reliable or adequate or that they 
will be achieved or prove to be correct. Except for any statutory liability which cannot be excluded, AVE and its 
respective officers, employees and advisers expressly disclaim any responsibility for the accuracy or 
completeness of the forward looking statements and exclude all liability whatsoever (including negligence) for 
any direct or indirect loss or damage which may be suffered by any person as a consequence of any information 
in this announcement or any error or omission therefrom. 
 
Subject to any continuing obligation under applicable law or relevant listing rules of the ASX, AVE disclaims any 
obligation or undertaking to disseminate any updates or revisions to any forward looking statements in these 
materials to reflect any change in expectations in relation to any forward looking statements or any change in 
events, conditions or circumstances on which any statement is based. Nothing in these materials shall under 
any circumstances create an implication that there has been no change in the affairs of AVE since the date of 
the announcement. 
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