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Melatonin Prescribing Support Information for
children and adults

Aim: To support prescribing of melatonin in adult & paediatric patients across the approved
indications on NENC formulary.

This information does not replace the SPC & should be read in conjunction with it. Please see BNF &
SPC for full information including cautions, contra-indications, side effects & interactions.

In Primary Care, diagnosing & managing insomnia please refer to NICE CKS: Insomnia & NENC
Formulary.

Patients presenting with sleep difficulties

e Potential causes (medical, medication, social) of sleep difficulties to be considered.
¢ Provide sleep hygiene measures to patients able to trial.
o Patients may find a sleep diary beneficial and can help with clinical decision making

Sleep hygiene resources:

Children and young people support in your area | 0-19 Services |[Every Mind Matters | NHS —
Insomnia | CKS — Insomnia | HeadSpace | Sleep Charity | Contact (for families with disabled
children) | Cerebra (children with brain conditions) | Sleep Action |

o If sleep hygiene measures & support have had a positive impact, to continue & no follow up
required.

o If sleep remains disturbed after optimising sleep hygiene measures, support & addressing any
medical, medication & social causes of sleep difficulties as far as practical within primary care,
consider referral to appropriate specialist to assess prescribing melatonin for relevant
approved indication

Specialist assessment — if the specialist considers the patient to have a sleep disorder which
cannot be resolved by non-pharmacological measures & is impacting on patients &/or carer
wellbeing, then a trial of melatonin may be considered (in some cases off-label) in line with approved
formulary indications for initiation. Use of melatonin should only be considered after excluding other
underlying conditions that can cause sleep disturbance.

Approved Indications

e Insomnia (short term use — Max 13 weeks) adults 55 years and over

o Delayed sleep phase syndrome and other circadian rhythm disorders (including visually
impaired/blind people with disturbed sleep wake cycles)
o Patients with injurious parasomnia including REM sleep behaviour disorder (RBD) [e.g with
degenerative conditions such as Parkinsonian disease or dementia]
o Sleep conditions in patients with learning disabilities and behaviour that challenges (where
sleep hygiene measures have been insufficient)
e Neurological or behavioural disorders including:
o Attention deficit hyperactivity disorder (ADHD)
o Autism Spectrum Disorder (ASD)
o Neurodevelopmental disabilities
e Cluster headache
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https://www.northeastnorthcumbriaformulary.nhs.uk/chaptersSubDetails.asp?FormularySectionID=4&SubSectionRef=04.01.01&SubSectionID=A100&drugmatch=3180#3180
https://bnf.nice.org.uk/
https://www.medicines.org.uk/emc
https://cks.nice.org.uk/topics/insomnia/
https://www.northeastnorthcumbriaformulary.nhs.uk/about.asp
https://www.northeastnorthcumbriaformulary.nhs.uk/about.asp
https://northeastnorthcumbria.nhs.uk/here-to-help-you/health-advice-and-support/children-and-young-people-support/support-for-neurodiverse-children-and-young-people/children-and-young-people-support-in-your-area
https://hdftchildrenshealthservice.co.uk/
https://www.nhs.uk/every-mind-matters/mental-health-issues/sleep/
https://www.nhs.uk/conditions/insomnia/
https://www.nhs.uk/conditions/insomnia/
https://cks.nice.org.uk/topics/insomnia/management/managing-short-term-insomnia-less-3-months/#good-sleep-hygiene
https://www.headspace.com/sleep/sleep-hygiene
https://thesleepcharity.org.uk/information-support/children/sleep-diary-for-kids/
https://contact.org.uk/
https://contact.org.uk/
https://cerebra.org.uk/
https://sleepaction.org/
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e Critical care short term sleep disturbance [Hospital use only]
o Prior to examinations as directed by paediatric specialists (such as a sleep encephalogram
(EEG) & sedation prior to scans)

Indications not listed on the formulary are not routinely supported for prescribing e.g. sleep
disturbances related to shift work, Alzheimer's disease, chronic fatigue syndrome / myalgic
encephalomyelitis / encephalopathy, sleep apnoea, as an adjunct to hypnotic withdrawal and jet
lag (unless an approved indication co-exists)

Prescribing Melatonin

o For use in adults & children of at least 2 years of age.

o Green Plus status indications are to be initiated & stabilised by the specialist prior to
continuation in Primary Care. The specialist will supply the first 3 months of treatment.

e Green plus status relates to initiation by a hospital specialist who is a prescriber, a GP with an
extended role, or a specialist within primary care where prescribing can be safely maintained
& monitored in primary care.

o Use the lowest effective dose to achieve healthy sleep patterns.

e Melatonin should be taken 30-60 minutes prior to sleep.

Formulary Preparations

o 2mg modified-release tablets (prescribe generically)
e 1mg, 2mg, 3mg, 4mg, 5mg tablets (Adaflex®, crushed if necessary)

Adaflex is an immediate-release profile formulation. To prescribe Adaflex by brand. If needed, the
Adaflex formulation is licensed to be crushed and mixed with water directly before administration.

Restricted Use

The liquid preparation (Consilient Health) is restricted to patients who are unable to take a solid
dosage formulation & use of crushed Adaflex is not suitable. The Consilient Health brand is alcohol
free & propylene glycol free. Prescriptions should specify ‘Consilient Health’ to ensure the correct
product is supplied. If prescribed generically the excipient profile can vary with some having
propylene glycol, benzyl alcohol, sodium benzoate and parabens, at different concentrations.
Liquid preparations are significantly more costly than other listed melatonin preparations on the
formulary. See Learning to swallow tablets resource - Kidzmed

The formulary choices for melatonin should cover 80-90% of prescribing, however, with clear
clinical rationale there will be clinical situations where a non-formulary preparation will be
considered the most appropriate preparation for the patient.

Slenyto formulation is non-formulary. Established patients can continue to be prescribed
Slenyto in primary care. Patients established on Slenyto should be reviewed at their next routine
follow-up with their specialist, with a view to discontinuing or switching to a formulary

product where clinically appropriate.
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e The response to therapy should be reviewed at 3 months (or sooner) after initiation by the
team who initiated the melatonin.

e Subsequent reviews should take place every 6-12 months if continuation/adjustment of
treatment is necessary (either in primary or secondary care as appropriate).

Where use of melatonin is off-label — the specialist must document, share with primary care &
ensure the patient/carer is aware of the off-label status. See formulary monograph for approved
formulations & indications.

A PIL for children can be obtained here

Unlicensed Specials

Unlicensed melatonin preparations (for example, specials-manufactured oral solutions) must not be
prescribed where a licensed product of the same strength is available. This is an MHRA requirement
— licensed products are preferred regardless of whether the use is within or outside the product's
licensed indications

Treatment breaks (drug-holiday)

o Treatment breaks (drug holidays) every 6-12 months allow assessment for ongoing need.

e Breaks from melatonin are advised to help optimise response.

¢ If required restarting melatonin can be undertaken in either primary or secondary care.

e Melatonin can be stopped abruptly. Melatonin is not considered to produce tolerance,
rebound insomnia or other discontinuation symptoms, or dependence.

Discharge from specialist service

e Patients may be discharged from the specialist service after 6 months if they are stable on
treatment, only if there is no other clinical reason to remain under the care of the specialist.

e Provide a clear plan to primary care including formulation, dose, intended duration,
review & need for treatment breaks. Practices can refer back to specialist for additional
support & advice.

Stopping Melatonin

e Deprescribe in patients who do not continue to benefit from its use or unable to tolerate.

o Stop if treatment breaks (drug holidays) are successful.

¢ Children and young people approaching 18 years of age should have a medication review to
determine whether ongoing melatonin treatment remains clinically appropriate. This review
should consider the ongoing benefits of treatment, previous treatment breaks and the need
for continued therapy. Where treatment remains effective and ongoing prescribing is
considered appropriate, melatonin may continue in primary care with ongoing periodic review.
Specialist advice or referral should be sought where there is uncertainty regarding ongoing
treatment, complex clinical need or concerns regarding effectiveness or safety.

Referral back to Specialist Service

e If there is no benefit from treatment with melatonin & ongoing sleep management plan
required.

o Patient is experiencing side effects from melatonin (See BNF/SPC) and stopping melatonin
without additional specialist input is not considered an option.

¢ If medication review in primary care is inappropriate.
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Supporting NICE guidance

e NG11: Challenging behaviour & learning disabilities: prevention & interventions for people with learning
disabilities whose behaviour challenges

e NGB87: Attention deficit hyperactivity disorder: diagnosis & management

e ES38: Melatonin for treating sleep disorders in adults who are blind

e NG62: Cerebral palsy in under 25s: assessment & management

e NG71: Parkinson’s disease in adults

e NG170: Autism spectrum disorder in under 19s: support & management
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