
 

 

9th July 2020,  

Submission: consultation to the Notice of interim decision on the proposed amendments to the 
Poisons Standard for melatonin  

Blackmores Group understands that the interim decision relates to melatonin in modified release 
tablets containing up to 2mg of melatonin for the treatment of primary insomnia for adults aged 55 
or over, in packs containing not more than 30 tablets.  

Blackmores Group supports the interim decision made by the TGA delegate to down-schedule 
melatonin from Schedule 4 to Schedule 3 in the Poisons Standard, with inclusion in Appendix H. 

However, we would like to submit for consideration the deletion of the age limitation of “adults aged 
55 and over” for melatonin in the Poison Standard. The specific age indication is established and 
assessed through the product registration submission process with an evidence-based approach. 
 
The reason for our submission is summarized below. 

1. Insomnia is a condition with no variations in prevalence by age.  
 
A July 2019 research surveyed 2,044 adults aged 18 years and over across Australia revealed that 
insomnia is a common condition amongst Australian adults.1 Approximately more than 50% of adult 
Australians suffers from one or more chronic sleep symptom (eg. initiating or maintaining asleep, 
frequent waking) impacting their quality of life. Amongst these, 14.8% with symptoms which could 
result in a diagnosis of clinical insomnia. 
 
Another report estimated that 11.3% of the Australian population experience insomnia without 
comorbidities. Episodic insomnia is estimated to affect 20% of adults in Australia.2  
 

2. Adults under 55 years who would benefit from melatonin as a management option for 
insomnia should not be denied access. 

 
In Australia, treatments for insomnia can include:  

• Benzodiazepines; 

• Benzodiazepine receptor agonists; 

• Dual orexin receptor agonists; 

• Sedative antidepressants; 

• Calcium channel alpha-2 delta ligands; 

• Melatonin; 

• Antihistamines. 
 
Of the above, the sedating antihistamine (eg doxylamine) is a comparable schedule 3 over-the-
counter management option for insomnia. It is noted that doxylamine is indicated for insomnia for 
the general “adult” population with no adult age restrictions.  










