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NanaBis™ Observational Study progress update 

First cohort of patients completing 12-month treatment period demonstrate continued 
improvement in pain scores 

 
Medlab (ASX.MDC) an Australian biotech using delivery platforms to enhance medicines, particularly in the field of 
oncology, is pleased to provide a progress update on its ongoing 12-month real world observation study of 
NanaBis™, a cannabinoid treatment for cancer-induced bone pain. 
 
Highlights: 

• An interim analysis of 119 patients have now completed 6- and 12-month NanaBis™ administration, 
demonstrating continual improvement in pain scores over the period  

• 40.1% (801 of 2,000) of participants have now been recruited in the study 
• 55% reduction in pain scores with NanaBis™ with significant quality of life improvements reported in 

areas of “general activities”, “sleep” and “mood” 

• Observational study outcomes remain consistent with prior update and Phase I/II study, with positive 
results across all criteria to date  

• Growing body of real world and clinical evidence supporting NanaBis™ for pain therapy including cancer 
bone pain, paving way for Phase III study initiation and subsequent FDA drug filing. 

 
Positive results reported across all criteria 
 
Medlab is pleased to advise the number of patients enrolled in the study (HREC Approval ID: H0052E_2019) is now 
801 of 2,000 (40.1%), building further confidence in the evidence recorded to-date. Of those with cancer-related 
pain, 3% presented with cancer bone pain. Of the patient population, 99% of patients have chronic pain and 1% 
have acute pain. The 12-month study was launched in 2020. 
 
Consistent with the prior update in November 2020 and the results from earlier Phase I/II study undertaken at the 
Royal North Shore Hospital, the fifth monitoring report on the 12-month observational study of NanaBis™ has 
demonstrated a 55% reduction in pain scores. The study report is also indicating significant improvements in 
specific quality of life outcomes such as “general activities”, “sleep” and “mood”. 
 
This update is the first to include patients (119) in the study who have completed a 6- or 12-month observation 
period. Preliminary analysis of Brief Pain Inventory (BPI) scores after 6–months and 12–months, shows 
improvement in mean (SE) pain scores from: 

• 6.5 (0.2) at baseline; 

• to 5.5 (0.4) at 6–months; 

• to 4.7 (0.6) at 12–months.   
 
Of the 801 patients enrolled in the study to date 59% are female (vs 41% male), with an age range 21-99 years.  
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119 patients have now completed the critical time points of 12 months or 6 months of NanaBis™ administration 
 
Of the 119 patients who have completed 6– and 12–months administration of NanaBisTM for the management of 
pain, 50 % had muscular/neuropathic pain; 32% had soft tissue pain with muscular pain; 11% had visceral pain 
AND 7% have other categorized pain. The patient gender distribution was 65% female and 35% male. Reports 
from prescribing doctors show that NanaBisTM continue to confirm safety and tolerability.   
Dr Sean Hall, Managing Director of Medlab said, “The results of the latest report continues to support the safety, 
tolerability and efficacy of NanaBis™ for pain management in a real-world setting. This remains consistent with 
the growing body of clinical and real-world evidence supporting NanaBis™. Furthermore, we are encouraged by 
the growing longitudinal evidence which gives us greater confidence in the quality of data and outcomes reported. 
 
“These latest results further validate NanaBis™ and strongly supports our clinical pathway and FDA strategy, 
particularly as we prepare to initiate our IND approved Phase III study in the US, UK and Australia.”  
 
NanaBis™ is an equimolar formulation comprised of THC and CBD, which has been optimised for use as a sub-
micron (nano-sized) nanoparticle drug with ease of dosing using Medlab’s proprietary drug delivery platform, 
NanoCelle®. NanaBis™ is being developed as non-opioid alternative for the treatment of cancer-induced bone 
pain. 
 
The primary purpose of the Observational Study is to provide Real World Evidence (RWE). With a body of clinical 
and real-world evidence in hand, it is expected that the total number of patients required in clinical trials required 
for the regulatory approval for NanaBis™ could be reduced, thus possibly reducing the time, cost and duration of 
clinical trials required for approval.  
 

 
ENDS 
 
Authorisation & Additional information 
This announcement was authorised by the Board of Directors of Medlab Clinical Limited. 
 
About Medlab – www.medlab.co 
Medlab Clinical is an Australian-based, ASX listed biotech using delivery platforms to enhance medicines, 
particularly in the field of oncology.  In pain management, Medlab is developing cannabis-based medicines. Its 
lead candidate NanaBis™ equimolar comprising of THC: CBD, is being developed as non-opioid alternative for the 
treatment of cancer-induced bone pain and has IND approval to enter Phase III clinical trials.   
 
Medlab’s proprietary drug delivery platform NanoCelle® is used to enhance a wide range of active ingredients, 
with commercial opportunities in pharmaceuticals, generic medicines, cosmetics, nutraceuticals and textiles. 
Medlab’s products are proudly validated by research and supported by a growing patent portfolio. Our team of 
scientists, researchers and doctors are dedicated to building products that are scientifically optimised to deliver 
more for human health and beyond.  
 
For further information contact: 

Dr Sean Hall, CEO Medlab Clinical 
T: + 61 2 8203 9520 – sean_hall@medlab.co 

Kyahn Williamson, WE Communications 
T: + 61 0401018828 - kwilliamson@we-worldwide.com  
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