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RE: LI STING OF MELATONIN ON THE WA STATEWIDE MEDICINES 
FORMULARY FOR TREATMENT OF DISTRESSING SLEEP WAKE CYCLE 
REVERSAL AND OR SLEEP ONSET PHASE DELAY IN GERIATRIC 
REHABILITATION INPATIENTS 

The WA Drug Evaluation Panel (WADEP) did not approve the application for listing of 
melatonin (Circadin®) for the management of distressing sleep wake cycle and / or delay 
sleep onset in geriatric rehabilitation inpatients onto the WA State-wide Medicines 
Formulary (SMF). Melatonin is TGA approved for short-term monotherapy treatment of 
primary insomnia characterised by poor sleep quality in adults over 55 years of age1. 
Melatonin is not listed on the Pharmaceutical Benefits Scheme (PBS). 

The primary study in support of melatonin is a meta-analysis by Ferracioli-Oda et al2 which 
pooled data for 19 studies and 1683 patients. Relative to placebo, the results of the meta-
analysis suggest that melatonin was statistically significant at reducing sleep latency by 7 
minutes based on weighted mean difference (p<0.001). Melatonin also increased total sleep 
time by 8 minutes (p=0.013). The clinical significance of these outcomes was questioned. A 
four week double blind trial in 33 traumatic brain injury patients was also submitted to 
support the clinical claims of melatonin3. The median age of study was 37 patients and the 
relevance of the patient cohort in the Grima et al study relative to those in the submission 
was noted. Grima et al did report moderate increases in the Pittsburgh Sleep Quality Index 
(PSQI) global score and sleep onset latency. The modest claims of efficacy were questioned 
due of the quality of the study design. 

The WA Drug Evaluation Panel also considered three other pieces of evidence in the 
literature examining melatonin found independently of the submission; 

 A 2014 Cochrane pooling data from three randomised controlled trials (RCTs) treated 
with melatonin for insomnia. One trial suggested benefit with the other two 
reporting no effect between melatonin and control4, 

 A 2015 meta-analysis of seven RCTs in dementia patients. Melatonin conferred an 
additional 24 minutes of sleep however an increase in behavioural changes was also 
seen5, 

 A study of 378 fractured neck of femur patients (mean age 84) showed no difference 
between placebo and melatonin patients at reducing benzodiazepine use6. 

Overall, the WADEP did not support the submission to list melatonin on the WA SMF. The 
key concerns were: 

1) Treatment with melatonin is inexpensive however robust good quality evidence of 
efficacy is lacking. Improvement in sleep quality as measured by subjective and 
objective measures was small and the panel considered of questionable clinical 
benefit, and 
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2) No objective evidence to support / suggest the cost of melatonin will be offset 
was provided such as reduced length of stay 
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