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CLINICAL TRIAL 
MEDICINAL  
CANNABIS 

A new clinical trial has been announced on the use of 
medicinal cannabis to improve appetite and quality of 
life in patients with terminal cancer.

The trial will be conducted in two parts: 

1.  Phase II, open label, ascending dose study of the 
pharmacokinetics, dose-response parameters, and 
feasibility of a vapourised cannabis product, and 

2.  A Phase III double-blind Randomised Controlled 
Trial (RCT). 

Rationale for the trial
This trial aims to determine whether medicinal 
cannabis can improve appetite and related symptoms 
in an advanced cancer palliative care population.

Trial design
The trial will be undertaken in two parts. A Phase II 
pharmacokinetic study of a cannabis product will be 
done enrolling approximately 30 patients. This study 
will inform feasibility, tolerability and the dosing 
regimen. It will be conducted at Calvary Mater 
Newcastle Hospital under the supervision of a clinical 
pharmacologist and the trial investigator. The Phase II 
study will start in early 2016 and once complete, a 
Phase III double-blind RCT will commence, informed 
by the results of Phase II. 

The primary objective of the RCT is to compare 
tetrahydrocannabinol (THC) alone, or THC combined 
with Cannabidiol (CBD), and placebo, in their ability to 
improve appetite in terminally ill cancer patients. 
Secondary objectives are to determine if medicinal 
cannabis increases quality of life and associated 
symptoms such as pain, insomnia, nausea and fatigue, 
as well as increase caloric intake, increase the feeling 
of hunger, reduce alterations in taste and smell and 
improve weight and functional status. 

In addition safety aspects and cost effectiveness will 
be evaluated. It is intended that the RCT will have 
three arms. A number of major hospitals in 
metropolitan and regional areas will be involved in  
the study. 

Participating in the trial
For both the Phase II and Phase III study, only patients 
with advanced cancer who are over 18 years of age 
and who meet specific additional criteria can be 
considered for enrolment. For the Phase II study, 
enrolment of patients will take place at Calvary Mater 
Newcastle Hospital. 

The trial will be submitted to the appropriate ethics 
committees for review. 

Information on the process for enrolment will be 
made available in due course. Enquiries about the trial 
should be addressed to: 

cannabistrial@doh.health.nsw.gov.au 

or 

Cannabis Trials 
NSW Ministry of Health 
Locked Mail Bag 961  
North Sydney, NSW 2059

NSW clinical trial for patients with terminal cancer

www.health.nsw.gov.au

