Healthcare professional information - melatonin compounding
Melatonin Compounding Options
Prescriber information - healthcare professionals only
Suggested use: upload as a restricted clinician-only webpage or downloadable prescriber information sheet.
	Important: Melatonin should be considered only after appropriate clinical assessment, review of sleep hygiene/behavioural strategies, medication review and discussion of treatment goals. Compounded products should be prescribed where a commercially available product is unsuitable for the patient or requested strength/formulation.


Clinical context
Melatonin is an endogenous hormone involved in circadian rhythm regulation. In clinical practice it is most commonly considered for sleep-onset insomnia and circadian rhythm sleep-wake disorders, especially delayed sleep-wake phase disorder. In children, use should be medically supervised, particularly where neurodevelopmental disorders, complex comorbidities, concurrent sedatives or long-term treatment are involved.
Common prescriber considerations
	Clinical situation
	Why melatonin may be considered
	Prescriber notes

	Sleep-onset insomnia
	Difficulty initiating sleep despite an appropriate bedtime routine and sleep hygiene measures.
	Consider timing, formulation and review of contributing factors before dose escalation.

	Delayed sleep-wake phase disorder
	Patient naturally falls asleep and wakes substantially later than desired; common in adolescents.
	Usually requires circadian timing strategy; evening melatonin may be paired with morning light exposure where appropriate.

	ASD or Smith-Magenis syndrome with insomnia
	Prolonged-release melatonin has an approved Australian indication for children/adolescents aged 2-18 where sleep hygiene measures are insufficient.
	Slenyto PI: starting 2 mg, may increase to 5 mg, maximum 10 mg under prescriber review.

	ADHD/neurodevelopmental sleep-onset delay
	Clinical reviews describe use in paediatric neurodevelopmental sleep disorders where behavioural strategies are insufficient.
	Assess stimulant timing, anxiety, screen exposure, sleep routine and comorbidities.


Paediatric and adolescent dose framework
The table below is a practical dose-calculation aid only and should not replace prescriber judgement. Dose, timing and formulation should be individualised according to indication, age, response, adverse effects and whether the intended effect is chronobiotic/circadian or hypnotic/sleep-onset support.
	Weight
	0.05 mg/kg starting dose
	0.1 mg/kg intermediate dose
	0.15 mg/kg upper calculation

	10 kg
	0.5 mg
	1 mg
	1.5 mg

	20 kg
	1 mg
	2 mg
	3 mg

	30 kg
	1.5 mg
	3 mg
	4.5 mg

	40 kg
	2 mg
	4 mg
	6 mg

	50 kg
	2.5 mg
	5 mg
	7.5 mg

	60 kg
	3 mg
	6 mg
	9 mg


Suggested wording for the website: “The table is provided for prescriber calculation only. The final dose, duration and review interval remain the responsibility of the treating medical practitioner.”
Adolescents aged 12 years and above / adults
A common practical prescribing range for sleep-onset symptoms is melatonin 2-5 mg nocte, taken approximately 30-60 minutes before the intended bedtime. A cautious approach is to start at 2 mg or 3 mg and titrate to 5 mg if clinically required and tolerated. For circadian phase-shifting, earlier evening timing may be needed and should be clinically directed.
Older adults and falls-risk patients
Modified-release melatonin 2 mg is used for short-term treatment of primary insomnia characterised by poor sleep quality in adults aged 55 years and over.
Use higher doses (i.e exceeding 5mg) cautiously in older or frail patients because next-day drowsiness, dizziness, headache, vivid dreams and falls risk may be clinically relevant.
Review sedatives, alcohol intake, antihistamines, opioids, antidepressants and other medicines that may increase sedation or impairment.
Consider renal impairment, hepatic impairment, autoimmune disease, pregnancy/breastfeeding status and interaction potential before prescribing.
Compounding options for prescribers
	Formulation
	Typical compounded request
	Practical prescriber notes

	Oral liquid
	Melatonin 2 mg/mL oral liquid/syrup
	Useful when swallowing tablets/capsules is difficult or when flexible low-dose titration is required. Typical quantity 30-60 mL depending on duration and prescribed dose.

	Capsules
	1-10 mg capsules; immediate-release or slow-release base where requested
	Suitable when a fixed dose is preferred and the patient can swallow capsules. Strength and release profile should be specified on prescription.

	Troches / lozenges
	Common practical range: 1-5 mg per troche; other strengths on prescription
	May be considered for swallowing difficulty or when transmucosal absorption/faster onset is desired. Stability and heat sensitivity need counselling.


Melatonin troches: rationale and limitations
Oral melatonin shows variable bioavailability, partly related to absorption and first-pass metabolism. A transmucosal dosage form may theoretically reduce first-pass loss and may be useful where rapid onset or swallowing difficulty is a practical issue. However, direct evidence for compounded melatonin troches is limited; prescribers should regard troches as a practical formulation option rather than a clearly superior evidence-based dosage form.
	Point
	Clinician-facing wording

	Potential advantages
	May dissolve in the mouth; may assist patients with swallowing difficulty; may have faster onset than swallowed capsules/tablets.

	Limitations
	More labour-intensive and costly than capsules; may soften or melt in hot weather; taste and mouthfeel can affect adherence; direct troche-specific PK evidence is limited.

	Website wording
	“Troches may be considered where a prescriber wants a dissolvable dosage form or where swallowing is difficult. The choice of dosage form should be individualised.”


Safety and monitoring points
Avoid positioning melatonin as a first-line substitute for behavioural sleep strategies; behavioural interventions should continue during treatment where relevant.
Monitor response, morning sedation, mood/behavioural change, headache, dizziness, vivid dreams and daytime function.
Caution with concurrent sedatives, hypnotics, alcohol, fluvoxamine/CYP1A2 inhibitors, oestrogens, cimetidine, quinolones, carbamazepine, rifampicin and smoking status where clinically relevant.
Review ongoing need. For paediatric prolonged-release melatonin in ASD/SMS, the Australian PI recommends regular review at least every 6 months and considering discontinuation if there is no clinically relevant effect after at least 3 months.
Unregistered imported melatonin products can have significant dose inconsistency and may not meet Australian standards for safety, quality and efficacy.
Suggested prescription details
Patient name, age and weight where paediatric dosing is relevant.
Formulation required: oral liquid, immediate-release capsule, slow-release capsule, or troche.
Strength and dose: e.g. “Melatonin oral liquid 2 mg/mL - give 1 mL nocte 30-60 minutes before bedtime”.
Quantity, repeats, intended duration and review date.
Special instructions: timing relative to bedtime, storage, refrigeration if applicable, and “do not dose again overnight if a dose is missed” where appropriate.
Short website intro copy
For doctors and prescribers: Heywood Compounding can prepare customised melatonin formulations when a commercially available product is not suitable for the patient’s dose, formulation, swallowing ability or titration requirements. Options may include oral liquid, immediate-release capsules, slow-release capsules and troches, prepared according to the prescriber’s directions. Please contact us to discuss formulation suitability, quantity, beyond-use date and practical counselling points before prescribing.
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	Disclaimer: This document is provided for healthcare professional discussion only. It does not replace independent clinical judgement, local prescribing requirements, product information, or specialist advice. Final prescribing decisions, dose selection, monitoring and review remain the responsibility of the treating prescriber.




Prepared for clinician reference. Not intended as patient-facing medical advice.
