
Medlab Clinical Limited, 66 McCauley St, Alexandria NSW 2015 
P: +61 2 8188 0311 F: +61 2 9699 3347 W: www.medlab.co 

 
05 July 2021 

 
ASX Announcement 

 

Medlab’s NRGBiotic™ Depression Study results show significant mental health 
outcomes 

 
Highlights 
 

• Medlab has undertaken a Depression Study with the Queensland University of Technology 
(QUT) for its NRGBiotic™ patented product. 

 

• Mental Health, including depression now impacts approximately 10% of global population. 
 

• Approximately 1/3 of patients who are prescribed an anti-depressant are non-responsive to 
therapy. 

 

• Study outcomes showed using “Medlab’s NRGBiotic™ patented formula” with an anti-
depressant is significantly more effective than taking the anti-depressant alone.  

 

• Medlab’s NRGBiotic™ is available in pharmacies, healthfood stores and health practitioners.  
 

• Next steps are to prepare the results for journal publications and discussions with Regulatory 
Agencies. 

 

 

Depression Study 

 
The depression study (“Study”), which was originally proposed for 150 participants was closed 
early due to COVID-19 last year at 120 participants after review of participation interest from 
more than 1,600 prospective volunteers.  
 
The study was conducted at QUT under Australian Clinical Trial Research Number 
ACTRN12617000419369.  Ethics approval was granted from QUT Office of Research Ethics and 
Integrity and the University of Queensland Institutional Human Research Ethics Committee A. 
 
The Study was conducted by Drs Bambling and Strodl and it was a randomised, double blind 
placebo-controlled study using Medlab’s proprietary patented product NRGBiotic™ (a 
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combination of specific probiotics and magnesium orotate) as an adjunctive treatment for 
major depression.  
 
 
The Primary Outcomes (2/2 MET) were: 

1. MET – Participants taking both NRGBiotic™, and an anti-depressant had greater symptom 
remission over the 8 weeks period than those on an anti-depressant alone (p=0.015)*. 

2. MET - Incidence of dysbiosis assessed by faecal analysis showed both groups were dysbiotic, 
holding to the premise that anti-depressant medications adversely affect the intestinal bacteria 
leading to an unbalanced dysbiotic gut. 
 

The Secondary Outcomes (2/3 MET) were: 
1. MET - Participants taking both NRGBiotic™ and an anti-depressant had greater proportional 

increase in Quality of Life (QoL) Scale from baseline to 8 weeks, than those on anti-depressants 
alone (p=0.015). 

2. MET - Participants taking both NRGBiotic™ and an anti-depressant had greater improvement in 
non-clinical levels of symptoms (e.g., interpersonal, social, etc) than those on anti-depressant 
medications alone (p=0.003) 

3. NOT MET - Proportion of participants with a reduction in lipopolysaccharides (LPS^) showed no 
noticeable differences between the groups. 

 

 
* The lower the p-value, the greater the statistical significance of the observed difference, for example, a p-
value of 0.0254 is 2.54%. This means there is a 2.54% chance your results could be random (i.e., happened by 
chance). 
^Explained in Prof. Luis Vitetta’s comments below. 

 
 

Commentary 
 
Research journals show approximately 1/3 of patients prescribed an anti-depressant 
medication are non-responders.  We conducted the study with Major Depressive Disorders 
(MDD) patients, with 1/3 being non-responder patients.    The Study showed that using 
NRGBiotic™ with an anti-depressant produced significantly better/faster outcomes than taking 
the anti-depressant medication alone.” 
 
Recent mental health research suggests approximately 800 million people or 10% of the global 
population live or lived with a mental health disorder. 
 
Prof Luis Vitetta, Director of Medical Research at Medlab stated: 
 
“This was a difficult trial with intensive analytical work, but it is clear, we are seeing several key 
outcomes: 
 

1. NRGBiotic™ is a vital adjunctive therapy to anti-depressant medications.  
2. Some anti-depressants upset the gastrointestinal microbiome which can further negatively 

influence the bioavailability of other orally ingested medicines.  
 

There is a unique health/disease axis between the gastrointestinal tract and the brain – when 
this axis is impaired, we see increased inflammatory (LPS) activity and organ dysfunction, 
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ultimately rendering both brain and gastrointestinal tract as grossly sub-optimal.  Furthermore, 
we have found metabolites that can directly influence this axis and targeting these metabolites 
should be part of Medlab’s future development program in the area.”  
 
Prof. Vitetta was responsible for overseeing the trial on behalf of Medlab. 
 
Dr Sean Hall, Medlab’s CEO added, 
 
 “This Study and the data collected has given Medlab keen insights to further optimise the 
patented NRGBiotic™ formulation, effectively making the formulation simpler, easier to 
manufacture and ultimately cheaper to the patient. Our immediate next steps would include 
preparing results for journal publication and discussions with Australian Health Authorities on 
potential development and evidence next steps.” 
 
Mental health is a global problem.  According to the Australian Institute of Health and Welfare, 
Australia spends an estimated A$10.6B or 8% of the Federal Government Health budgets on 
anti-depressants. Growth of these figures are expected to increase as a result of the direct and 
indirect impact of COVID-19.  
 
NRGBiotic™ (patented) is currently available in Australian pharmacies, healthfood stores and 
health practitioners.  
 

 
ENDS 
 

Authorisation & Additional information 
This announcement was authorised by the Board of Directors of Medlab Clinical Limited. 

 
About Medlab Clinical: 
Medlab Clinical LTD (ASX:MDC) is pioneering the development and Commercialisation of a 
delivery platform, allowing for enhanced medical properties, including increased efficacy, 
safety, patient compliance and stability. Medlab’s pipeline comprises a number of small and 
large molecules from repurposing generic medicines to enhancing the delivery of 
immunotherapies. Patented lead drug candidate NanaBis has been developed for cancer bone 
pain as a viable alternative to opioid use. Data to date, strongly suggests NanaBis may be 
equally effective in non-cancer neuropathic pain. NanoCelle, the patented delivery platform is 
wholly owned by Medlab and developed in Medlab’s owned OGTR Registered Laboratory. 
NanoCelle is designed to address known medication problems, addressing global unmet 
medical needs. Medlab operates in Australia (Head Office), USA, and the UK. 
For more information, please visit www.medlab.co 
 

Medlab – better medicines, better patient care 
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Medlab Clinical  
Dr. Sean Hall, CEO 
Sean_hall@medlab.co 
 

Medlab US Investor Relations 
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