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Shared Care Protocol - Melatonin for children and adolescents
This SCP is approved and adopted by the following localities:

	
	Bolton
	Bury
	Manchester
	Oldham
	Heywood, Middleton & Rochdale

	Date
	08/09/2022
	08/09/2022
	08/09/2022
	08/09/2022
	08/09/2022

	
	Salford
	Stockport
	Tameside & Glossop
	Trafford
	Wigan Borough

	Date
	08/09/2022
	08/09/2022
	08/09/2022
	08/09/2022
	08/09/2022

	Section 1 – Prescribing and Monitoring Responsibilities
To be completed in full by the specialist service when requesting shared care. Alternatively, details required from the specialist service may be provided within a local letter template providing this includes the full information required as indicated in sections 1-7 and sent along with a link to the SCP. Any incomplete sections or information will result in the shared care protocol being invalid which can lead to refusal or delay of shared care.

	[bookmark: Text74]Patient name: [insert patient name]                        
[bookmark: Text75]NHS NO: [insert NHS No] 
[bookmark: Text76]DOB: [insert DOB]                  

	1.
Prescribing information














	The patient has been initiated on [MELATONIN [insert brand name (Adaflex®/ 2mg modified-release tablets / Slenyto® (delete as appropriate)]] for the indication of [insert indication].
Therapy was initiated on [insert therapy start date].
The patient/carer has been counselled appropriately on the risks and benefits of treatment, provided with all necessary information and is in agreement with this shared care arrangement.
Where applicable, informed consent on the off-label use of the medicine has been obtained from the patient and documented. 
Baseline assessments and initial monitoring (section 2) have been carried out by the specialist team and results are satisfactory. The patient now meets the suitability criteria for transfer of prescribing (section 10).
The patient has been receiving a dose of [insert dose and frequency] which has been stable for [insert duration dose has been stable].
[bookmark: Text72][bookmark: Text73]The primary care prescriber is requested to accept prescribing responsibility from [insert date].The patient has been provided with a [insert duration of supply] month supply on [insert date].
Actions required by primary care are documented in section 4 and advice on action to take in the event of adverse events is documented in section 5.
The intended duration of therapy is [insert duration].
The next scheduled review by the specialist team is [insert date/estimated time scale].
[Insert any additional information].
	

	2.
[bookmark: _Monitoring_(initial_and]Baseline assessment and monitoring (initial and ongoing) to be undertaken by specialist


	Baseline:
· Sleep assessment via documented sleep diary (at least 2 weeks).

The specialist will carry out initial prescribing and monitoring according to the following schedule:

Initiation- 
The specialist will prescribe a minimum of 4 weeks treatment initially and assess initial response to treatment.
On initiation, the specialist will supply the patient or their carer with a sleep diary. Sleep diaries must be maintained throughout the initiation and dose titration period.

Ongoing-
The specialist team will arrange follow up to assess continued benefit of melatonin on a 6 monthly basis; this may be done by telephone review. As part of this review, the specialist will arrange periodic treatment withdrawals when appropriate. The specialist may direct the GP to undertake treatment withdrawals with supporting advice on how and when to undertake them. 


	3.
Most recent assessment/ monitoring results 

	Recent and relevant results must be documented in the corresponding letter from specialist (if not provided within the template below)

	
	Core investigations/ tests

	
	Assessment
	Result
	Date

	
	Sleep assessment (via 2 week sleep diary) 
	[details]
	[dd-mm-yy]

	
	The specialist team will inform the primary care prescriber of ongoing monitoring results where relevant

	[bookmark: _4.]4. 
[bookmark: _Ongoing_monitoring_to]Ongoing monitoring and actions to be undertaken by primary care

See section 5 for further guidance on management of adverse effects/ responding to monitoring results.
	Monitoring and actions
	Frequency

	
	Adverse Effects


	At each routine visit

	
	Treatment withdrawals
	As directed by the specialist

	[bookmark: _5.]5. 
Adverse effects/ monitoring results and management

Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme www.mhra.gov.uk/yellowcard
	Monitoring results/ adverse effects
	Action for GP

	
	New onset seizures
	Stop medication and refer to the specialist.

	
	Cardiac symptoms
	Stop medication and refer to the specialist.

	
	Abdominal pain, dyspepsia
	Continue medication and refer to the specialist.

	
	Aggression/Agitation
	Continue medication and refer to the specialist.

	
	Restlessness/ nervousness
	Continue medication and refer to the specialist.

	6.
Circumstances requiring discussion with specialist team and local arrangements for contacting specialist team

See section 5 for further guidance on management of adverse effects/ responding to monitoring results
	The following circumstances/ changes in the patient’s condition require discussion with the specialist team:
· If pregnancy occurs or if the patient is planning to become pregnant or breastfeed.
· If non-compliance is suspected or the patient fails to attend monitoring appointments and the primary care prescriber considers it no longer safe to continue prescribing.  (All appropriate steps must first be taken by primary care to reinforce the importance of attendance to the patient)
· The patient’s clinical condition deteriorates such that the primary care prescriber feels a dose change is required/ the patient no longer appears to be benefiting from therapy
· [Insert any additional information].

The procedure to be followed by primary care prescriber for seeking specialist advice should the patient’s condition or circumstances change:
[insert details of procedure to be followed]


	7.
Contact information for specialist team
	Name: [insert name]
Role and specialty: [insert role and specialty]
Daytime telephone number: [insert daytime telephone number]
Email address: [insert email address]
Alternative contact: [insert contact information, e.g. for clinic or specialist nurse]
Out of hours contact details: [insert contact information, e.g. for duty doctor]

	Section 2- Supporting Information

	8. 
Background
	Melatonin may be considered for the treatment of insomnia in children and adolescents with neurodevelopmental or psychiatric disorders such as autistic spectrum disorder and attention deficit hyperactivity disorder (ADHD).  
The types of sleep disruption experienced include delayed onset, frequent waking, early morning wakening and reversal of the day-night sleep pattern. Such children have a variable response to behavioural therapies.  The use of traditional hypnotics or sedative drugs can cause adverse reactions and lead to tolerance and dependence.  For these reasons other treatments are desirable.
Melatonin is an endogenous hormone produced by the pineal gland in the brain.  It is important in the regulation of the circadian rhythms in humans and animals and a number of studies (including the MENDs study) have shown that exogenous melatonin has beneficial effects on the sleep patterns of children in this patient group.
Where patients benefit from treatment there should be follow up every 6 months by the specialist team to assess continued need. This can take the form of treatment holidays, where melatonin is withdrawn and change in sleeping pattern observed and recorded in sleep diary.  For some children withdrawal is not successful and treatment may need re-instating for a further period. It is suggested that at least 3 to 6 months of an improved sleep pattern should elapse before withdrawal takes place.  The specialist will organise this withdrawal and inform the GP to hold prescriptions for that time period, and where necessary to re-start.
Sleep diaries must be maintained throughout the initiation period and during any dose titration. They should also be used both prior to and after any subsequent dose adjustments.
Advice to support primary care management of patients continuing melatonin into adulthood
This Shared Care Protocol covers the management of children and adolescents on melatonin. It is recognised that some patients may need to continue melatonin into adulthood. However, there is currently no adult service that patients can transition into. Therefore the following advice is included to support primary care prescribers in managing patients who need to continue melatonin into adulthood. 
• How long should melatonin treatment be continued for?
Melatonin treatment can be continued if all of the following apply:
· the diagnosis of sleep disorder persists
· alternative treatments for insomnia remain inappropriate
· treatment with melatonin continues to be effective as evidenced by the sleep diary and reviewed every 6–12 months
• When should treatment be withdrawn and how should this be done?
Melatonin should be withdrawn if the sleep dairy is not completed, treatment is no longer effective, or the patient experiences significant or persistent adverse effects. This can be done abruptly as there is no evidence of rebound insomnia and drug dependence is not associated with melatonin.
• Drug holidays 
Drug holidays should only be attempted once the patient has been on a stable dose for at least 3 months. Encourage a 7-14 day treatment break every 6–12 months. Patients and carers can choose a suitable time to do this where possible in line with treatment reviews. 
The patient should be advised to complete their sleep diary during the withdrawal to assess success of withdrawal and inform whether treatment needs to be reinstated. 
If the patient maintains a regular sleep pattern during the treatment break, discontinuation of melatonin should be considered. If it is deemed necessary to continue melatonin, restarting at a lower dose (e.g. reduced by 2mg) may be considered. The original dose can be reinstated if the reduced dose is not successful. 
Patients should be counselled that taking regular breaks can help to keep the medication working effectively but should also be made aware that the drug will be stopped if it is no longer effective or if the drug holiday reveals it is no longer needed. Good sleep hygiene should be reinforced at each review.     

	9. 
Indication(s) covered by this SCP 
Must state whether licensed or off-label use. 




	Adaflex (first choice):
· Insomnia in children and adolescents aged 6-17 years with ADHD, where sleep hygiene measures have been insufficient.
· May be used off-label for other sleep disorders mentioned within this section.
Slenyto (alternative):
· Treatment of insomnia in children and adolescents aged 2-18 with autism spectrum disorder (ASD) and/or Smith-Magenis syndrome, where sleep hygiene measures have been insufficient. 
· May be used off label for other sleep disorders mentioned within this section.
2mg modified-release tablets (alternative):
· Treatment of sleep disorders in children and adolescents with a documented neurological or neurodevelopmental disorder (including ADHD) ǂ
· 2mg modified-release tablets are an option for patients who require a modified release preparation e.g. due to night time waking. 
· Patients who are already on 2mg modified-release tablets and are currently stable may be maintained on this formulation.
· 2mg modified-release tablets should be prescribed generically
See section 12 regarding use of liquid preparations.
ǂ Off-label indications. (Please note licensed indications vary by manufacturer).

	[bookmark: _9_10.]10.
[bookmark: _Suitability_criteria_for]Suitability criteria for transfer of prescribing

Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed.

	The initial course must be prescribed by the initiating specialist until the patient meets the suitability criteria for transfer of prescribing:
· Documented disrupted sleep (at least 2 weeks of sleep diaries).
· Failure to respond to sleep hygiene advice/behavioural treatments.
· Treatment is for a specified indication covered by this shared care protocol.
· The patient’s dose has been stable for at least 4 weeks with satisfactory investigations and monitoring results.
· The patient’s reaction to and progress on the drug is satisfactory.
· The patient is not ≥18 years old.
· The patient is not pregnant or breast feeding.
· The patient/carer understands and consents to shared care.

	
	· The duration of treatment and frequency of review will be determined by the specialist, based on clinical response and tolerability. Patients will be reviewed every 6 months to ensure continuing benefit of melatonin. 
· All dose or formulation adjustments will be the responsibility of the initiating specialist unless directions have been discussed and agreed with the primary care clinician.
· Termination of treatment will be the responsibility of the specialist.
· The specialist service will counsel the patient/carer with regard to the benefits and risks of treatment and will provide the patient with any relevant information and advice, including patient information leaflets on individual medicines.

	[bookmark: _10_11.]11. 
General dosing information for drug
 
The initial course must be prescribed by the initiating specialist, until the patient meets the suitability criteria for transfer of prescribing.

	Initial stabilisation (prescribed by specialist):
Usual starting dose: 
The usual starting dose is 2mg once daily taken 30 to 60 minutes before bedtime. 
If necessary, the dose may be increased by 2mg every 1-2 weeks to 4-6mg once daily.
Maintenance dose (following initial stabilisation):
The maintenance dose range is 4-6mg once daily; max. 6mg daily. 
Doses above 6mg daily are considered a RED drug therefore prescribing should be retained by specialists.

A beneficial response must be demonstrated by the Sleep Diary and is defined as: 
- an increase in sleep duration by 60 minutes or more 
- a significant reduction in the number of night time waking episodes
- a consistent shift in sleep pattern towards earlier settling to sleep  
- the ability to wake in the morning to get to school on time.
Where patients fail to respond to treatment at the maximum doses stated above, treatment should be discontinued. This can be done abruptly.  

Conditions requiring adjustment to doses (to be advised by the specialist only):
Renal Impairment:  Refer to specialist for advice
Hepatic Impairment:  Refer to specialist for advice

	12. 
Pharmaceutical aspects 
	Route of administration:
	Oral

	
	Formulation:
	Tablets:
Melatonin 1mg, 2mg, 3mg, 4mg and 5mg tablet (Adaflex®)
Melatonin 1mg and 5mg M/R tablets (Slenyto®)
Melatonin 2mg M/R tablets 

Liquids:
Melatonin liquid may be prescribed and initiated on an exceptional basis only. This is usually in patients with severe sensory sensitivity in autism spectrum disorder and learning disability where switching to crushed melatonin may be significantly distressing to the patient.
Liquid melatonin preparations are extremely high cost items and should only be used if absolutely necessary. 

Children aged 5 years or younger:
Consilient melatonin 1mg/mL sugar free oral solution

Children aged 6 years and over:
Ceyesto® 1mg/mL sugar free oral solution
Due to small amounts of propylene glycol and benzyl alcohol, Ceyesto is not suitable for use in patients under 6 years of age. 

The licensed liquid manufactured by Colonis Pharma should not be prescribed due to the propylene glycol content.

	
	Administration details:
	The dose should be taken with or after food.

	
	Other important information:
	Advice on swallowing difficulties/ administration via enteral feeding tubes:
Adaflex:
· This product is licensed to be crushed and mixed with water prior to administration.
Slenyto:
· Slenyto tablets should be swallowed whole. The tablet should not be broken, crushed or chewed because the modified release properties will be lost. There is currently no information to support crushing Slenyto for administration.
· The tablets can be put into food such as yoghurt, orange juice or ice-cream to facilitate swallowing and improve compliance. If the tablets are mixed with food or drink, the mixture should be taken immediately and not stored. A small amount of food or drink should be used to ensure that the full dose is taken.  
2mg modified-release tablets:
· 2mg modified-release tablets should be prescribed generically
· For children with swallowing difficulties, Circadin® 2mg modified-release tablets can be crushed to a fine powder, then mixed with water or jam. A small amount of water or jam should be used to ensure that the full dose is taken.   
· There is currently no information to support crushing of other brands of 2mg modified-release melatonin products prior to administration
· If administration is required via an enteral feeding tube, Circadin® can be crushed and mixed with 15-30mL of water prior to administration. The tube should be flushed well after administration. (NEWT Guidelines 2022). The manufacturers of 2mg modified-release tablets currently do not have any stability data to support this method of administration; the dose should be administered immediately and not stored.
· The manufacturers of Circadin® have stated that halving 2mg modified-release tablets is not likely to affect the modified-release properties. However, the tablets are not scored/ do not have a break-line, so halving should be done with care to ensure the tablet is not crushed. Crushing or halving the tablet will render the product unlicensed.  
Advice in patients who experience ‘hangover’ drowsiness:
If drowsiness persists into the next morning and is troublesome, consider changing the timing of administration to earlier in the evening.  Crushing of Circadin® 2mg modified-release tablets to stop its modified-release properties can also be considered, as detailed above.

	13.
Contraindications and cautions 
This does not replace the Summary of Product Characteristics (SPC) which should be read in conjunction with this SCP.
	Please see SPC for comprehensive information.

Contraindications:
· Hypersensitivity to melatonin or to any of the excipients.
· 2mg modified-release tablets and Slenyto contain lactose. Patients with rare hereditary problems of galactose intolerance, the LAPP lactase deficiency or glucose-galactose malabsorption should not take this medicine.

Cautions:
· No data available regarding use in patients with autoimmune disease – manufacturer advises avoid.
· Melatonin may cause drowsiness; use with caution if the effects of drowsiness are likely to be associated with a risk to safety. 
· Hepatic impairment: no data available; risk of decreased clearance – manufacturer advises avoid. 
· Renal impairment: no data available – manufacturer advises caution

	14. 
Significant medicine interactions

For a comprehensive list consult the BNF or Summary of Product Characteristics (SPC)
	The following list is not exhaustive; please see SPC for comprehensive information and recommended management.
Concomitant use not recommended:
Fluvoxamine:  markedly increases exposure to melatonin.
Alcohol: impairs efficacy of melatonin.
Hypnotics: additive CNS depressant effects.
Imipramine: additive CNS depressant effects.

Concomitant use to be considered with caution:
· 5- or 8-methoxypsoralen: increases exposure to melatonin.
· Cimetidine: increases exposure to melatonin.
· Oestrogens (e.g. contraceptives): increases exposure to melatonin.
· CYP1A2 inhibitors (e.g. quinolones): may increase exposure to melatonin.
· CYP1A2 inducers (e.g. carbamazepine, rifampicin): may reduce melatonin plasma concentration.
· Cigarette smoking: smoking is known to induce CYP1A2 metabolism, therefore if patients stop or start smoking during treatment with melatonin, dose adjustment may be required.
· NSAIDS: may suppress endogenous melatonin levels by up to 75% in the early part of the night. If possible, administration of NSAIDs should be avoided in the evening.
· Beta-blockers: may supress the night-time release of endogenous melatonin thus should be administered in the morning.
· Cannabidiol/cannabis extracts: additive CNS depressant effects.

	15. 
Pregnancy, paternal exposure and breast feeding

	All patients should be informed of the risks and benefits of taking this medicine during pregnancy and breastfeeding. 
The specialist team should be contacted if a patient becomes pregnant or is planning to become pregnant or breastfeed. 
Pregnancy:
No data available on use in pregnancy – manufacturer advises avoid.
Breastfeeding:
No published evidence of safety – manufacturer advises avoid.
Paternal exposure:
No data identified. 

	
	It is the responsibility of the specialist to provide advice on the need for contraception to male and female patients on initiation and at each review but the ongoing responsibility for providing this advice rests with both the GP and the specialist.

	16. 
Advice and information sources for patients and carers


	The patient or carer should be advised to report any of the following signs or symptoms to their GP without delay:           
· New onset seizures, cardiac symptoms, agitation/aggression

Additional advice for patients/carers:
· Sleep diaries must be maintained throughout the initiation period and during any dose changes. 
· The sleep diary must be taken to all specialist and GP appointments where it will be reviewed by the health professional conducting the appointment.
· Attend all appointments.

Patient information on this medicine can be found at the following links:
https://www.medicinesforchildren.org.uk/melatonin-sleep-disorders


	17. 
Additional information
	

	18. 
References
	· eBNF accessed via www.medicinescomplete.com on 27/07/22.
· Summary of Product Characteristics. Adaflex 5mg tablets. AGB Pharma AB. Date of revision of the text: 23/11/2021. Accessed via https://www.medicines.org.uk/emc on 11/05/2022.
· Summary of Product Characteristics. Circadin® 2mg prolonged-release tablets. Flynn Pharma Ltd. Date of revision of the text: 01/01/2021. Accessed via https://www.medicines.org.uk/emc on 27/07/2022.
· Summary of Product Characteristics. Slenyto 1mg prolonged-release tablets. Flynn Pharma Ltd. Date of revision of the text: 01/01/2021. Accessed via https://www.medicines.org.uk/emc on 27/07/2022.
· NICE CG170: Autism spectrum disorder in under 19s: support and management. August 2013 (last updated June 2021). Accessed via https://www.nice.org.uk/guidance/cg170 on 27/07/2022.
· Medicines for children leaflet: Melatonin for sleep disorders. Accessed via https://www.medicinesforchildren.org.uk/medicines/melatonin-for-sleep-disorders/ on 27/07/22.
· The NEWT guidelines. Accessed via https://www.newtguidelines.com/ on 27/07/2022.

	19. 
To be read in conjunction with the following documents
	· GMMMG agreed process for shared care
· RMOC Shared Care Guidance
· NHSE/NHSCC guidance – items which should not be routinely prescribed in primary care: guidance for CCGs
· NHSE policy- Responsibility for prescribing between Primary & Secondary/Tertiary Care



Shared Care Protocol: melatonin for children and adolescents	Date of GMMMG approval: 11/12/2025
Version: 3.2		Review date: December 2027
The current version of this document is on the GMMMG website. Ensure that copy in use is the current version.
Section 3- Primary care response- accepting shared care 
The primary care prescriber must provide a response to the initiating specialist to formally accept shared care within 14 days of receiving the request; a template is provided below to facilitate this.



Dear 	[insert name of initiating specialist],

Patient 		[insert name of patient]

NHS Number	[insert NHS Number]

Identifier	[insert patient's date of birth and/or address]


Thank you for your request to accept prescribing responsibility for this patient under a shared care agreement.  

I am willing to accept prescribing responsibility for this patient as detailed in the GMMMG Shared Care Protocol for [insert medicine name] , beginning [insert date].


Yours sincerely,
Primary Care Prescriber signature: [insert text].  						
Date: [insert date].  
 
Primary Care Prescriber address/practice stamp
[insert text].  
Section 4- Primary care response- declining shared care 
If the primary care prescriber does not accept shared care they must provide a written response to the initiating specialist. This should be done within 14 days; reasons for declining shared care must be provided.  A template is provided below to facilitate this.


[bookmark: Text70]Dear [insert name of initiating specialist],

Patient 		[insert name of patient]

NHS Number	[insert NHS Number]

[bookmark: Text71]Identifier	[insert patient's date of birth and/or address]

Thank you for your request to accept prescribing responsibility for this patient under a shared care agreement.

In the interest of patient safety, GMMMG has classified [insert medicine name]  as an AMBER shared care medicine. A number of conditions require to be met before prescribing responsibility can be transferred to primary care.

I regret to inform you that in this instance I am unable to take on responsibility due to the following:
	   
	Primary care to indicate which apply

	1.
	The prescriber does not feel clinically confident in managing this individual patient’s condition.
As the patient’s primary care prescriber I do not feel clinically confident to manage this patient’s condition because of the following reason(s):
[insert reason(s)]. 
I have consulted with other primary care prescribers in my practice who support my decision. Collectively we feel this is not an issue which would be resolved through adequate and appropriate training of prescribers within my practice.
Prescribing for this individual patient should remain with you as the specialist, due to the sound reasons given above.
	[X]

	2.
	The patient does not meet the suitability criteria for shared care as outlined in the GMMMG shared care protocol:
[insert reason(s)]. 
Until the patient meets the suitability criteria for shared care, the responsibility for providing this patient with their medication remains with you.
	[X]

	3.
	A minimum duration of supply by the initiating physician has not been met.
As the patient has not had the minimum supply of medication to be provided by the initiating specialist I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with the correct initial duration of medicine.
Until the patient has received the minimum duration of supply as outlined in the SCP, the responsibility for providing this patient with their medication remains with you.
	[X]

	4.
	Initiation and dose stabilisation has not been fulfilled by the initiating specialist.
As the patient’s dose has not been stabilised I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with the correct initial duration of medicine.
Until the patient’s dose has been stabilised, the responsibility for providing the patient with their medication remains with you.

	[X]

	5.
	Shared Care Protocol not received.
As legal responsibility for clinical care lies with the doctor who signs the prescription, I need to ensure that I am in possession of sufficient clinical information for me to be confident to prescribe this treatment for my patient and it is clear where each of our responsibilities lie to ensure the patient is safely managed.
For this reason I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with an ongoing supply of their medication.
Until the appropriate SCP is received, responsibility for providing the patient with their medication remains with you.
	[X]

	6.
	Other (Primary Care Prescriber to complete if there are other reasons why shared care cannot be accepted):

[insert reason(s)]. 



	[X]



I would be willing to consider prescribing for this patient once the above criteria have been met for this treatment.  

NHS England ‘Responsibility for prescribing between Primary & Secondary/Tertiary care’ guidance (2018) states that “when decisions are made to transfer clinical and prescribing responsibility for a patient between care settings, it is of the utmost importance that the GP feels clinically competent to prescribe the necessary medicines. It is therefore essential that a transfer involving medicines with which GPs would not normally be familiar should not take place without full local agreement, and the dissemination of sufficient, up-to-date information to individual GPs.” In this case we would also see the term GP being interchangeable with the term Primary Care Prescriber.

Please do not hesitate to contact me if you wish to discuss any aspect of my letter in more detail and I hope to receive more information regarding this shared care agreement as soon as possible

Yours sincerely
Primary Care Prescriber signature: [insert text].  						
Date: [insert date].  
 
Primary Care Prescriber address/practice stamp
[insert text].  	
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