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Sleep disorders in children and young people with complex neurological / neurodevelopmental 

disorders (age 1-18years): MELATONIN 

Shared Care Protocol 

 

This protocol provides prescribing and monitoring guidance for melatonin therapy.  It should be 

read in conjunction with the Summary of Product Characteristics (SPC) available on  

www.medicines.org.uk/emc , the BNF and the Shared Care Protocol Best Practice Guidelines.   

All primary care prescribing of melatonin must be in line with this SCP. The OCCG Commissioning 

Policy Statement No. 274 requires prescribing to be in line with local Medicines Optimisation 

prescribing formulary or guidance, including the choice of melatonin preparation. For use by 

Community Paediatrics, Paediatric Neurology and CAMHS. 
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Shared Care Responsibilities  
Shared care assumes communication between the specialist, GP and patient/parent/carer. The 
intention to share care should be explained to the patient/parent/carer and accepted by them. 
Patients are under regular follow-up and this provides an opportunity to discuss drug therapy.  
 
Specialist  

o Diagnosis of a sleep disorder in children with neurological or neurodevelopmental disorders 
should be made by a specialist paediatrician, a psychiatrist or a specialist in Learning 
Disabilities (LD).  

o Prior to initiating melatonin, sleep hygiene should be discussed and implemented for a trial 
period if appropriate. 

o Discuss benefits and side effects of melatonin treatment with the patient/carer and obtain 
informed consent. This is particularly important for unlicensed/off-label products. This 
should also include a discussion about the relatively limited amount of published trial data 
extending beyond four years duration and the limited amount of rigorous safety data for 
more than two years of continued use. 

http://www.medicines.org.uk/emc
http://www.bnf.org.uk/
http://oxccgportal.multi2.sitekit.net/clinical-support/local-pathways-and-guidelines/Prescribing/Shared%20Care%20Protocol%20Best%20Practice%20Guidelines.pdf
http://www.oxfordshireccg.nhs.uk/policies-and-procedures/274-melatonin/30487
http://www.oxfordshireccg.nhs.uk/policies-and-procedures/274-melatonin/30487
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o Explain to the patient/parent/carer that melatonin must be used in line with sleep hygiene 
techniques and that treatment with melatonin should usually only be a short-term 
intervention which will require regular review to assess ongoing need/benefit  

o Provide the patient/parent/carer with a melatonin patient information leaflet (links to 
leaflets are included below). 

o Initiate melatonin in patients unresponsive to sleep hygiene and prescribe until the dose is 
stable and the GP formally agrees to shared care. The specialist will prescribe until benefit is 
evidenced, the dose is stable (which may take up to 3 months), and a decision has been 
made that annual review by the specialist is acceptable. If no benefit is seen, then 
prescribing will be stopped and no request made to the GP. 

o At the appropriate time, write a letter to the GP to request shared care following the 
guidance in the Shared Care Protocol Best Practice Guidelines document. The letter must 
include a copy of or link to this protocol and it must state that the melatonin dose has been 
stabilised.  

o Only request prescribing of Circadin® 2mg modified release tablets or Syncrodin 3mg 
immediate release tablets by the GP, unless the patient meets one of the following criteria 
for the use of melatonin liquid (1mg/ml): 

o severe oral sensitivity and is unable to tolerate whole, crushed/dispersed/ dissolved 
tablets, which must have been trialled first.  

o has a small-bore enteral feeding tube 
See “Dose and administration” section for more details about melatonin liquid. 

o Ensure the patient/parent/carer understands the nature and complications of drug therapy 
and their role in reporting adverse effects promptly  

o Ensure the patient is regularly reviewed by a member of the specialist team to monitor 
response and adverse effects to treatment (usually once a year). Explore the idea of stopping 
treatment at each review (see below for more details about melatonin-free breaks).  

o The annual review should include an evaluation of pubertal maturation in pre-pubertal 
children. This monitoring should continue after melatonin is stopped whilst the child 
remains under the care of the paediatric/CAMHS teams. (See below for more information 
about pubertal development). 

o If appropriate, arrange for treatment withdrawals at least annually (see below for more 
information). Advise the GP on continuing (including dose changes) or stopping melatonin 
following medical review of the patient and associated drug therapy (including melatonin-
free breaks). Advise the GP when therapy should be discontinued for patients receiving 
medication long-term and provide necessary supervision and support during the drug 
discontinuation phase. 

o Liaise with GP regarding changes in disease management, drug dose, and missed clinic 
appointments. 

o Agree a plan with patient/carer for transition to adult services, if appropriate, or discharge 
to the GP (see point below about patients approaching age 18 who may require ongoing 
treatment with melatonin). 

o Be available to give advice to the GP and patient/parent/carer throughout treatment while 
under shared care. 

o For all patients remaining on melatonin under this shared care agreement who are 17 years 

old, the specialist must follow the guidance below to determine whether melatonin is 

indicated beyond the scope of this protocol at age 18.  

GP  
o Respond promptly to any request to share care by following the guidance in the Shared Care 

Protocol Best Practice Guidelines document. 
o Prescribe melatonin as part of the agreement once the patient has been stabilised.  

https://clinox.info/clinical-support/local-pathways-and-guidelines/Prescribing/Shared%20Care%20Protocol%20Best%20Practice%20Guidelines.pdf?UNLID=86540963020201014144254
https://clinox.info/clinical-support/local-pathways-and-guidelines/Prescribing/Shared%20Care%20Protocol%20Best%20Practice%20Guidelines.pdf?UNLID=86540963020201014144254
https://clinox.info/clinical-support/local-pathways-and-guidelines/Prescribing/Shared%20Care%20Protocol%20Best%20Practice%20Guidelines.pdf?UNLID=86540963020201014144254
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o Prescribe Circadin® 2mg modified release tablets or Syncrodin 3mg immediate release 
tablets, unless the patient requires the use of liquid melatonin because ofsevere oral 
sensitivity  or has a small-bore enteral feeding tube (see “Dose and administration” section 
below for more information). 

o Notify the specialist of any changes in the patient’s condition, any adverse drug reactions or 
failure to attend appointments.  

o Support implementation of annual melatonin-free breaks, where this has been advised by 
the specialist.  

o The GP should continue to prescribe for the patient as advised by the consultant. However, 
if the patient/parent/carer approaches the GP about stopping treatment and the GP feels 
the request is reasonable then treatment can be stopped and the consultant notified of this 
decision. They will seek the advice of the consultant if there are any concerns with the 
patient’s therapy. The GP can also stop treatment immediately after a serious adverse drug 
reaction if deemed appropriate. 

o The GP may continue to prescribe melatonin beyond age 18 after a planned break in 
treatment, carried out by the specialist while the patient is aged 17, has demonstrated the 
ongoing benefits of treatment. The patient will no longer be treated under this shared care 
protocol. For further information – see below.  

 
Patient/parent/carer  

o Agree to treatment and monitoring after making an informed decision.  
o Agree to being under the shared care of the GP and specialist. 
o Attend for blood tests and monitoring if required.  
o Agree to at least annual melatonin-free breaks to review benefit, if this is recommended by 

the specialist. This will involve maintenance of a sleep diary and stopping the drug for two 
weeks before reviewing benefit or stopping altogether. 

o Report any side effects to the GP or a member of the specialist team.  
o Be aware that there is limited published safety data beyond two years of use. 
o Agree a plan with specialist for transition to adult services or discharge. 

 
Background for Use 
Sleep disorders include delayed onset of sleep, frequent waking, early morning waking or day-night 
reversal of sleep pattern. Melatonin is a naturally occurring hormone produced by the pineal gland 
which affects circadian rhythms and sleep pattern1. Production is affected by light exposure 
detected by the retina; it is thought that this rhythm is disturbed in children with brain damage or 
visual disturbance. Sleep problems are very common in patients with neurodevelopmental 
disorders2 and melatonin can be effective in reducing sleep problems in children with such 
conditions2,3. Randomised-controlled trials and clinical experience suggests that melatonin may be of 
value for treating sleep onset insomnia and delayed sleep phase syndrome in children with 
conditions such as visual impairment, cerebral palsy, attention deficit hyperactivity disorder1, 
epilepsy, autism, and learning difficulties. Melatonin has been widely used for several paediatric 
pathologies including sleep onset disorders4. Melatonin is the preferred agent over benzodiazepines 
and antihistamines in this group of patients to aid sleep as there are fewer interactions and less 
“hangover effect”. Contrary to other sedative therapies, there is no evidence of tolerance or 
addiction to melatonin. There are no controlled studies comparing prolonged release formulations 
with immediate release formulations in children. An immediate release formulation is widely used in 
preference for sleep induction problems and a controlled release formulation where there are 
problems with sleep maintenance.5 
 
Melatonin is indicated for children and young people with severe sleep disturbances when the sleep 
problem persists after a behavioral intervention, and then only: after consultation with a 
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psychiatrist, learning disability specialist6 or a specialist peadiatrician, together with non-
pharmacological interventions and regular reviews. 
 
Supporting Information 
NICE clinical guideline 170 sets out the expectations of management for sleep disturbance in 
children with ASD.2 It recommends attempting a sleep plan first and introducing pharmacological 
intervention (melatonin) if the problem persists. This guideline identifies the need for additional 
randomised controlled trials (RCTs), robustly designed to help determine the clinical and cost 
effectiveness of this intervention. SIGN clinical guideline 145 on the assessment, diagnosis and 
interventions for ASD recommends melatonin as a trial to improve sleep onset if sleep difficulties 
have not resolved following behavioural interventions.3 The British Association for 
Psychopharmacology (BAP) ASD guideline also recommends melatonin, citing that studies of 
between 14 days and 4 years’ duration have proven melatonin to be an effective and well-tolerated 
drug in treating sleeping problems in children with ASD.7 

In people with a Learning Disability, if medication is needed to aid sleep where the sleep problem 

has persisted after a behavioural intervention, NICE Guideline 11 recommends the use of 

melatonin.6 

NICE Guideline 62 recommends that, where no treatable cause can be found, a trial of melatonin 

may be considered to manage sleep disturbances for children and young people with cerebral palsy, 

particularly for problems with falling asleep.8 

A NICE evidence summary (ESUOM2) highlights the current evidence for melatonin use in people 

with ADHD.1 

Prescribing information 9,10  
See full prescribing information in the manufacturer’s SPCs (https://www.medicines.org.uk/emc)  
 
Contraindications  

Hypersensitivity Do not use if allergic to the active substance or any of the 
excipients. 

Autoimmune disease Avoid due to lack of clinical data in those with autoimmune 
disorders. 

Rare hereditary glucose tolerance 
disorders (Circadin MR only)  

Circadin contains lactose. Patients with rare hereditary 
problems of galactose intolerance, the LAPP lactase 
deficiency or glucose-galactose malabsorption should not 
take this medicine. 
(NB not applicable to Syncrodin as it does not contain 
lactose) 

 
Precautions 

Epilepsy Some reports suggest melatonin improves seizure control 
when used in patients with epilepsy; others indicate that it 
may worsen seizure control. When used in patients with 
epilepsy, it is important to closely monitor the effect of 
melatonin on seizure frequency.11 

Renal disorders Limited data – caution advised 

Liver disorders Limited data – caution advised 

Asthma Asthma is not included as a precautionary warning in the 
product licence for Circadin or Syncrodin. Specific clinical 
data in this group of patients is very limited. Theoretical 
concerns suggest that caution may be warranted.12 

https://www.medicines.org.uk/emc
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Dosage and Administration 

Aim Establish healthy sleep habits with the lowest effective 
dose. 

Initial dose 2 - 3 mg given 30 - 60 minutes before bedtime. 

Dose titration If there is no improvement after 1 to 2 weeks, the dose is 
increased by 2 - 3 mg incrementally according to response. 

Maximum dose The dose may be increased up to 9 - 10 mg/day, although 
there is evidence that there is little additional benefit at 
doses over 6 mg/day.  
Where no benefit has been seen after dose titration to the 
maximum dose, treatment should be stopped. There is no 
need to taper the dose down. 

When required use Some patients may benefit from reducing treatment from 
regular use to an as needed dose (for example when sleep 
routines are disrupted through travel or illness.) 

Usual administration Syncrodin tablets should be swallowed whole with fluid. 
 
Circardin MR tablets should be swallowed whole or may be 
cut in half with a tablet cutter to help facilitate swallowing. 
Halved tablets retain the modified release properties. 

Swallowing difficulties  Where it is not possible to swallow whole or halved Circadin 
tablets, they can be crushed to a fine powder, and may be 
mixed with water or a small amount of soft, cold food (e.g 
teaspoon of jam or yoghurt). Use only a small amount of 
food to ensure the full dose is taken. The prescription 
should state that the medication is to be crushed prior to 
administration.  
 
Important: The modified release properties are not 
retained, and the product will have an immediate release 
profile. 
Syncrodin immediate release tablets will dissolve in a small 
amount of water if broken up and stirred, or if ground to a 
fine powder. 

Administration via enteral feeding 
tubes 

Crush the tablet to a fine powder and added to 15 - 30ml of 
water. Mix well and use immediately. Flush the tube well 
after administration.13 

NB, the modified release properties of the Circadin MR 
formulation are not retained, and the product will have an 
immediate release profile 

Administration via small-bore 
enteral feeding tubes 

Melatonin oral solution 1mg/ml SF (Kidmel or Martindale – 
see page 8 for instructions on how to prescribe), may be 
prescribed for patients with small-bore enteral feeding 
tubes (gauge less than 9) where there is risk of tube 
occlusion. 

Severe oral sensitivity preventing 
the use of crushed medication 

Patients unable to tolerate whole, crushed or dissolved 
medication (as described above in “swallowing difficulties” 
section) due to severe oral sensitivity, may be prescribed 
melatonin oral solution 1mg/ml SF (Kidmel or Martindale – 
see page 8 for instructions on how to prescribe).  
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Interactions 

Fluvoxamine Avoid combined use. Melatonin levels are significantly 
increased. 

Oestrogens, 5- or 8-
methoxypsoralen, cimetidine 

Caution. Melatonin levels increased. 

CYP1A2 inhibitors e.g. quinolones Caution. Melatonin levels may be increased. 

CYP1A2 inducers e.g. rifampicin, 
carbamazepine 

Caution. Melatonin levels may be reduced. 

Cigarette smoking Melatonin levels may be reduced. 

Hypnotics Melatonin may enhance the sedative effects. 

 
Adverse effects 
Melatonin is generally well tolerated and adverse reactions reported are at similar levels to those 
reported with placebo. The long-term side effects of melatonin in young people have not been 
rigorously evaluated beyond two years of use. 
Sedation and fatigue, headaches, skin disorders, restlessness, increased pulse, itching and nausea 
have all been reported as side effects associated with melatonin use. For a full list of adverse effects, 
refer to the SPC on the eMC: https://www.medicines.org.uk/emc.    
 
There are conflicting reports on the effect of melatonin on seizure activity. Therefore, children with 
concomitant epilepsy should be monitored appropriately. 
 
Information relating to pubertal development 
It has been suggested that melatonin may affect the reproductive system14 by inhibiting the 
hypothalamic-pituitary-gonadal axis. Unfortunately, little information exists about the effects of 
melatonin on sexual development in humans. So far, the concerns appear to be from studies in 
animals or are largely theoretical and have not been borne out by specific case reports in the 
literature. The theoretical basis is that endogenous melatonin levels begin to fall around the time of 
puberty and if melatonin is administered exogenously at this time, the concern is that it may result 
in the delay of puberty. A small follow up research study15 included 51 children who had been 
included in a previous melatonin dose-finding trial. The trial aimed to establish whether long-term 
use of melatonin in pre-pubertal children influences pubertal development, sleep quality and mental 
health development. Melatonin was used for a mean duration of 3.1 years (min 1.0 year, max 4.6 
years). The nineteen children (33.3%) who reached the age of 13 during the follow-up period, were 
included in the evaluation of the effects of melatonin therapy on timing of puberty development. No 
delay in puberty onset was identified. Whilst this is positive, the number of children in the study is 
very small and clearly there is a need for larger robust studies designed specifically to answer this 
question. Advice to young people/parents/carers should include a discussion about the current lack 
of studies that rigorously examine the long-term safety of melatonin. However, this would also need 
to be set within the context that melatonin has been used to treat sleep disorders in this age group 
over a period of ~25 years without significant adverse effects becoming apparent. 
However, until robust trial data are available to draw firm conclusions about long term safety, the 
best advice is to use at the lowest effective dose, for the shortest amount of time necessary, and to 
monitor for pubertal maturation in pre-pubertal children. 
 
Please report adverse reactions to the MHRA, using the yellow card system. 
https://yellowcard.mhra.gov.uk/ 
 

 
 

https://www.medicines.org.uk/emc
https://yellowcard.mhra.gov.uk/
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Review of benefit and melatonin-free breaks 
If treatment is beneficial, at least 6 months of improved sleep pattern should elapse before 
attempting to withdraw treatment. 
The consultant will review the appropriateness of the melatonin at least every 12 months, possibly 
by initiating melatonin-free breaks. In those who require long term treatment, a melatonin-free 
break should be introduced at least annually to assess the continued need for treatment, unless the 
specialist considers this inappropriate. This could take place in the two weeks before the annual 
review. When a break is planned, the specialist will have provided a written plan to the patient 
and/or the parent/carer, which will include keeping a sleep diary. A melatonin-free break should also 
be taken in those who stop responding to melatonin.  
 
If and when melatonin is restarted, consideration should be given to starting at the lowest dose of 
melatonin (usually 2 – 3 mg, depending on the formulation used) and titrating back up to the original 
dose only if indicated. 
 
The outcome of any melatonin-free breaks must be recorded in the patient’s notes and 
communicated with the GP. 
 
Patients aged 17 years old 
This shared care protocol only applies to young people up to the age of 18 years. The proportion of 
patients continuing to take melatonin at this age is likely to be relatively small.  
However, all patients who still remain on melatonin under this shared care protocol who are 17 
years old MUST have a planned trial off melatonin in the 6-12 month period prior to their 18th 
birthday. It is anticipated that a small proportion of patients treated with melatonin will continue to 
benefit and require treatment beyond age 18. To clearly determine who these patients are, and to 
provide guidance to the GP when this protocol no longer applies (e.g. discharge from 
CAMHS/paediatrics), the following must be carried out: 

1. Arrange with the patient/parent/carer for melatonin to be stopped at a time that is least 
disruptive to the young person (e.g. summer break/school holiday) for a period of at least 
two weeks. 

2. Provide a written plan for the treatment break, including the use of a sleep diary. 
3. Review the patient at the end of the treatment break and only reinstate treatment with 

melatonin if there was a clear deterioration in sleep resulting in a significant impact on 
quality of life. 

4. If the treatment break indicates that melatonin - 
a. is no longer required: 

write to the GP to explain that melatonin has been discontinued and the patient is 
no longer being treated under this shared care protocol. 

b. continues to be beneficial: 
write to the GP confirming that a withdrawal in treatment has been attempted and 
that melatonin remains indicated beyond age 18. The letter should include 
recommendations about how long melatonin is likely to continue to be useful for 
the individual, and when a further trial off medication should be considered (e.g. 
every two to three years following a similar approach as described above). The GP 
may continue treatment with melatonin beyond age 18 if a trial off medication has 
been confirmed and once care ceases to be shared under this protocol, if they feel it 
is appropriate to do so. 
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Guidance on how to prescribe melatonin liquid. 

Liquid melatonin should be prescribed by brand as either the Martindale or Kidmel. This is due to 

safety concerns over the other liquid products (including the licensed Colonis product) when used in 

children and adolescents aged 0 - 18 years. This is due to the level of certain excipients such as 

propylene glycol, sorbitol and ethanol found in some products. Therefore, it is essential that either 

Kidmel or Martindale are prescribed. 

Both Kidmel and Martindale are unlicensed specials. Prescribers should issue 1mg/ml oral solution 

sugar free (200ml) and endorse as “Unlicensed special to be dispensed – Kidmel or Martindale”. This 

should be written in to the dosage instructions and Pharmacy Info. An example of how to do this on 

EMIS is as follows: 

 

 

The prescriber can specify a particular brand (e.g. if the patient would prefer a particular flavor), or 

provide both options in the wording so the pharmacy has more flexibility. Note, EMIS may warn 

regarding alcohol content but by specifying Martindale or Kidmel an alcohol free product will be 

provided.  

Brand Flavour Propylene 

glycol 

Sorbitol, 

Alcohol or 

Sugar 

Sweetener   Shelf life 

from date of 

manufacture 

Expiry once 

opened 

Martindale  

1mg/ml 200ml 

Unflavoured 49mg/ml None Saccharine 1 year 4 weeks 

Kidmel 

1mg/ml 200ml 

Strawberry 52mg/ml None Aspartame 

0.5mg/ml 

2 years Not stated on 

product label. 

Stable for at least 

4 weeks. 

 

Melatonin tablets should also be prescribed by brand i.e. as Circadin MR 2mg tablets or as Syncrodin 

3mg tablets 
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Patient/parent/carer information 
 

• Melatonin Medicines for Children Leaflet Information: 

(http://www.medicinesforchildren.org.uk/search-for-a-leaflet/melatonin-for-sleep-

disorders/) 

• Choice and Medication melatonin leaflets: 

https://www.choiceandmedication.org/oxfordhealth/printable-leaflets/patient-information-

leaflets/86/ALL/  

• Sleep hygiene leaflets:  

Detailed: 

https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygiene

.pdf 

Short version: 

https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygiene

highlightsuk.pdf 

Back-up Information and Advice 

Contact Details Telephone Secure email <insert> 

Community Paediatrics   

City, South, Bicester and 

Kidlington 

01865 231994  

North 01295 229510  

West 01993 776920  

Locality 

consultant/secretary 

Contact details at 

top of clinic letter 

 

Paediatric Neurology   

Consultant  JR Switchboard: 

01865 741166  

 

Registrar (working hours 

only) 

bleep 1079  

CAMHS   

South Oxon CAMHS 01865 904700 oxfordhealth.SouthOxfordshireCAMHS@nhs.net  
 

North Oxon CAMHS 01865 904105 oxfordhealth.NorthOxfordshireCAMHS@nhs.net 

Central Oxon CAMHS 01865 902447 oxfordhealth.CentralOxfordshireCAMHS@nhs.net 
 

 

 

 

http://www.medicinesforchildren.org.uk/search-for-a-leaflet/melatonin-for-sleep-disorders/
http://www.medicinesforchildren.org.uk/search-for-a-leaflet/melatonin-for-sleep-disorders/
https://www.choiceandmedication.org/oxfordhealth/printable-leaflets/patient-information-leaflets/86/ALL/
https://www.choiceandmedication.org/oxfordhealth/printable-leaflets/patient-information-leaflets/86/ALL/
https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygiene.pdf
https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygiene.pdf
https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygienehighlightsuk.pdf
https://www.choiceandmedication.org/oxfordhealth/generate/handyfactsheetsleephygienehighlightsuk.pdf
mailto:oxfordhealth.SouthOxfordshireCAMHS@nhs.net
mailto:oxfordhealth.NorthOxfordshireCAMHS@nhs.net
mailto:oxfordhealth.CentralOxfordshireCAMHS@nhs.net
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