	[image: Text]
	Methylphenidate Shared Care Guideline: Prescribing Agreement for Attention Deficit Hyperactivity Disorder in Children & Young People (6-18 years)



 
	Section A: To be completed by the hospital specialist initiating the treatment

	GP Practice Details:
(IT add full GP address, practice code etc)
	Patient Details: (IT add patient fields)

	Specialist prescriber name: ……………………………...... Clinic name: ………………………………….
Contact details: Address:.........................................................................................................................
Tel no: ………………………………………     E-mail: ……………………………

	Diagnosis: (IT add latest diagnosis)

	Medication name, dose and frequency to be prescribed by GP: ……………………………………………….

	Next hospital appointment:      

	Dear Dr. …………………….,
Your patient was reviewed on      ; they started  (insert medication name and dose) on       for the above diagnosis and in my view, their condition is now stable. I am requesting your agreement to sharing the care of this patient from       in accordance with the attached Shared Care Prescribing Guideline (approval date      ). Please take particular note of the responsibilities for the specialist, GP and patient for this shared care arrangement are detailed. 

Patient information has been given outlining potential aims and side effects of this treatment. 
The patient has given me consent to treatment possibly under a shared care prescribing agreement (with your agreement) and has agreed to comply with instructions and follow up requirements.
Report all adverse effect of atomoxetine to the MHRA via the yellow card system.
.
The most recent investigations have been performed on       and are acceptable for shared care.  
Please monitor:
Blood pressure, pulse, and weight every 6 months
For children 10 years and underweight every 3 months.
For children over 10 years weight at 3 and 6 months after starting treatment and every 6 months thereafter. 
For signs of liver toxicity with atomoxetine.
Please re-refer the patient or seek specialist advice from the psychiatrist or paediatrician if there is deterioration in ADHD symptomatology, behaviour, evidence of suicidal ideation or adverse effects of medication.
	Test
	Baseline
	Date
	Current
	Date

	Blood pressure
	     
	     
	     
	     

	Pulse
	     
	     
	     
	     

	Weight (including centiles)
	     
	     
	     
	     

	Height (including centiles)
	     
	     
	     
	     


Other relevant information: ………………………………………………………………………………………..
Specialist Signature: ………………………………………………Date:      
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Methylphenidate Shared Care Guideline: Prescribing Agreement for Attention Deficit Hyperactivity Disorder in Children & Young People (6-18 years)
	NOTES to the GP
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and legal responsibility for prescribing this medicine. 

The questions below will help you confirm this:  
· Is the patient’s condition predictable or stable?
· Do you have the relevant knowledge, skills, and access to equipment to allow you to monitor treatment as indicated in this shared care prescribing guideline?  
· Have you been provided with relevant clinical details including monitoring data?

If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to accept prescribing responsibility. Prescribe a maximum of 30 days at a time with a review date of every 6 months. Quantities should be supplied in line with pack size and local waste reduction program. 

If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the specialist prescriber within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your CCG pharmacist will assist you in making decisions about shared care.

It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 
The patient’s best interests are always paramount










Approved by: Integrated medicines committee (IMOC)
Approval date: 27th November 2024
Review Date: November 2026
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	[bookmark: Responsibilities]Specialist prescriber responsibilities
· Assess the patient and provide diagnosis; ensure that this diagnosis is within scope of this shared care protocol (section 2) and communicated to primary care.
· Use a shared decision-making approach; discuss the benefits and risks of the treatment with the patient and/or their carer and provide the appropriate counselling (see section 11) to enable the patient to reach an informed decision. Obtain and document consent. Provide an appropriate patient information leaflet. https://www.choiceandmedication.org/swlstg-tr/printable-leaflets/patient-information-leaflets/91/ALL/
· Ensure the patient and/or their carer understands that treatment may be stopped if they do not attend for monitoring and treatment review
· Assess for contraindications and cautions (see section 4) and interactions (see section 7).
· Conduct required baseline investigations and initial monitoring (see section 8).
· Initiate and optimise treatment as outlined in section 5. Prescribe the maintenance treatment for at least 4 weeks and until optimised.
· Prescribe in line with controlled drug prescription requirements (section 6).
· Once treatment is optimised, complete the shared care documentation, and send to patient’s GP practice detailing the diagnosis, current and ongoing dose, any relevant test results and when the next monitoring is required. Include contact information (section 13). 
· Prescribe sufficient medication to enable transfer to primary care, including where there are unforeseen delays to transfer of care.
· Conduct the scheduled reviews and monitoring in section 8 and communicate the results to primary care. After a review, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9 remains appropriate.
· Determine the duration of treatment and frequency of review. After each review, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9remains appropriate. Trial discontinuations should be managed by the specialist.
· Reassume prescribing responsibilities if a woman becomes or wishes to become pregnant.
· Provide advice to primary care on the management of adverse effects if required.

Primary care responsibilities
· Respond to the request from the specialist for shared care in writing. It is asked that this be undertaken within 14 days of the request being made, where possible.
· If shared care is accepted, prescribe ongoing treatment as detailed in the specialist’s request and as per section 5, taking into account any potential drug interactions in section 7.
· Prescribe in line with controlled drug prescription requirements (section 6).
· Adjust the dose of methylphenidate prescribed as advised by the specialist.
· Conduct the required monitoring as outlined in section 9. Communicate any abnormal results to the specialist.
· Assess for possible interactions with methylphenidate when starting new medicines (see section 7).
· Manage any adverse effects as detailed in section 10 and discuss with specialist team when required.
· Stop methylphenidate and make an urgent referral for appropriate care if cerebral ischaemia, new or worsening seizures, or serotonin syndrome are suspected.
· Refer the management back to the specialist if the patient becomes or plans to become pregnant.
· Stop treatment as advised by the specialist. Trial discontinuations should be managed by the specialist.

Patient and/or carer responsibilities
· Take methylphenidate as prescribed and avoid abrupt withdrawal unless advised by their prescriber. 
· Attend regularly for monitoring and review appointments with primary care and specialist and keep contact details up to date with both prescribers. Be aware that medicines may be stopped if they do not attend.
· Report adverse effects to their primary care prescriber. Seek immediate medical attention if they develop any symptoms as detailed in section 11.
· Report the use of any over the counter medications (OTC) to their primary care prescriber and be aware they should discuss the use of methylphenidate with their pharmacist before purchasing any OTC medicines.
· Methylphenidate is subject to drug driving laws.  Not to drive, cycle or operate machines if methylphenidate affects their ability to do so safely, e.g. by causing dizziness, drowsiness and visual disturbances and to inform the DVLA if their ability to drive safely is affected. See https://www.gov.uk/adhd-and-driving and section 11.
· Avoid alcohol during treatment, as it may make some side effects worse. Avoid recreational drugs. 
· Methylphenidate is a schedule 2 controlled drug. Patients may be required to prove their identity when collecting prescriptions and should store methylphenidate safely and securely. It must not be shared with anyone else.
· Patients of childbearing potential should take a pregnancy test if they think they could be pregnant and inform the specialist or GP immediately if they become pregnant or wish to become pregnant. 

	[bookmark: One_background]1. Background 										         Back to top

	Methylphenidate is a central nervous system stimulant licensed as part of a comprehensive treatment programme for attention deficit hyperactivity disorder (ADHD). It may be offered as a first line pharmacological treatment option for adults with ADHD who have been appropriately diagnosed (see NICE Guidance NG87 Attention deficit hyperactivity disorder: diagnosis and management). NICE recommends that people with ADHD have a comprehensive, holistic shared treatment plan that addresses psychological, behavioural, and occupational or educational needs.
Methylphenidate is available as immediate-release tablets and modified-release tablets and capsules. The modified-release preparations contain both immediate-release and prolonged-release methylphenidate, and different brands have different proportions of each. Brands may therefore vary in their release characteristics and clinical effect. Modified-released preparations should therefore be prescribed by brand name. 
Methylphenidate is a schedule 2 controlled substance; all legal requirements for prescribing controlled drugs should be followed. A maximum of 30 days’ supply for Lisdexamfetamine should be prescribed. See NICE Guidance NG46 Controlled drugs: safe use and management.
The safety and efficacy of long-term use of methylphenidate has not been systematically evaluated in controlled trials. Patients should be reviewed for ongoing need at least annually, and the manufacturers recommend a trial discontinuation at least once yearly to assess the patient’s condition. 
Where a person with ADHD is treated by a Child and Adolescent Mental Health Service (CAMHS) but is approaching their 18th birthday, it is expected that CAMHS will refer to the appropriate adult service if need for ongoing treatment is anticipated. 

	[bookmark: Two_indications]2. Indications 											         Back to top

	As part of a comprehensive treatment programme for attention-deficit hyperactivity disorder (ADHD). 
Methylphenidate is indicated as a first line treatment as part of a comprehensive treatment programme for Attention Deficit Hyperactivity Disorder (ADHD) in children aged 6 years of age and over and adults when remedial measures alone prove insufficient.

	[bookmark: Three_local_indications]3. Locally agreed off-label use								         Back to top

	The South West London Integrated Medicines Optimisation Committee recommended the use of this document for the indications as outlined above. 
The following information should be provided in correspondence to support prescribing in line with this shared care.
Dosing specific to the indication 
Relevant interaction information
Any additional monitoring requirements over and above the shared care.
Duration of treatment
Frequency of review
Specific features of adverse effects or deterioration pertinent to the specific indication for which it is used

	[bookmark: Four_cx_and_cautions]4. Contraindications and cautions 								         Back to top
This information does not replace the Summary of Product Characteristics (SPC), and should be read in conjunction with it. Please see BNF & SPC for comprehensive information.

	Contraindications:
· Hypersensitivity to methylphenidate or to any of the excipients
· Glaucoma
· Phaeochromocytoma
· During treatment with non-selective, irreversible monoamine oxidase (MAO) inhibitors, or within a minimum of 14 days of discontinuing those drugs, due to the risk of hypertensive crisis
· Hyperthyroidism or thyrotoxicosis
· Diagnosis or history of severe depression, anorexia nervosa/anorexic disorders, suicidal tendencies, psychotic symptoms, severe mood disorders, mania, schizophrenia, psychopathic/borderline personality disorder.
· Diagnosis or history of severe and episodic (Type I) bipolar (affective) disorder (that is not well-controlled).
· Certain pre-existing cardiovascular disorders constitute contraindications unless specialist cardiac advice is obtained and documented. These include severe hypertension, heart failure, arterial occlusive disease, angina, haemodynamically significant congenital heart disease, cardiomyopathies, myocardial infarction, potentially life-threatening arrhythmias, disorders caused by the dysfunction of ion channels, and structural cardiac abnormalities. 
· Pre-existing cerebrovascular disorders cerebral aneurysm, vascular abnormalities including vasculitis or stroke.
· Medikinet XL only: history of pronounced anacidity of the stomach with a pH value above 5.5, or during therapy with H2 receptor blockers, proton pump inhibitors or antacids. 

Cautions:
· Family history of sudden cardiac or unexplained death, malignant arrhythmia. 
· Cardiovascular status should be carefully monitored (see section 9 & section 10)
· Underlying conditions which might be compromised by increases in blood pressure or heart rate. 
· Known drug or alcohol dependency or misuse of central nervous system (CNS) stimulants: potential for abuse, misuse or diversion.
· Alcohol consumption (not recommended during treatment)
· Epilepsy: may lower seizure threshold
· Psychiatric and neuropsychiatric symptoms or disorders, including manic or psychotic symptoms, aggressive or hostile behaviour, motor or verbal tics (including Tourette’s syndrome), anxiety, agitation or tension, depressive symptoms, bipolar disorder.
· Renal or hepatic insufficiency (due to lack of data)
· Leukopenia, thrombocytopenia, anaemia, or other haematological abnormalities.
· Prolonged-release tablets only: severe narrowing of the gastrointestinal tract or dysphagia; risk of obstruction
· Safety and efficacy has not been established in patients older than 60 years of age.
· Susceptibility to open-angle glaucoma.
· Pregnancy or breast-feeding (see section 12)
· Potential for abuse, misuse, or diversion. 

	[bookmark: Five_dosing]5. Initiation and ongoing dose regime							         Back to top
· Transfer of monitoring and prescribing to primary care is after at least 12 weeks, and when the patient’s dose has been optimised and with satisfactory investigation results for at least 4 weeks.
· The duration of treatment & frequency of review will be determined by the specialist, based on clinical response and tolerability.
· 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.

	
Initial stabilisation (must be prescribed by the initiating specialist):
Recommended starting dose in ADHD:
· Immediate release tablets: 5 mg, given 2 times daily (e.g. at breakfast and lunch)
· Modified release tablets: 18 mg daily, given in the morning. 
· Modified release capsules: 10mg once daily in the morning
The dose of methylphenidate should be titrated to response, usually at weekly intervals. 

Maintenance dose (following initial stabilisation:
The dose of methylphenidate should be titrated to response, usually at weekly intervals. 

Maximum dose in ADHD:
· Modified release tablets: up to 54mg/day (unlicensed max 108 mg/day) 
· Modified release capsules: up to 60 mg/day (unlicensed max 90mg/day)


Unlicensed doses under the direction of a specialist; discontinue if no response after 6 weeks. 
BAP Evidence-based guidelines for the pharmacological treatment of ADHD 2014  Banaschewski T. et al 2006

Immediate release tablets: Initiate at 5mg OD or BD; increase dosage, if necessary, weekly, by increments of 5-10mg per day in divided doses (usually at intervals of 3-4 hours).

Modified release preparations capsules:
May be given as a single dose in the morning or in divided doses in the morning and at midday, depending on brand.  
NB: Modified-released preparations vary in their release characteristics and must be prescribed by brand name. These products contain different amounts of immediate release and modified release quantities. The following  products are bioequivalent in each type group.
Type 1: These products last for 12 hours,  the following are bioequivalent: 
Affenid XL® (22/78): 18mg, 27mg, 36mg, 54mg
Concerta XL® (22/78): 18mg, 27mg, 36mg, 54mg
Delmosart XL® (25/75): 18mg, 27mg, 36mg, 54mg
Matoride XL®(22/78): 18mg, 36mg, 54mg
Xaggitin XL® (25/75): 18mg, 27mg, 36mg, 54mg
Xenidate XL® (22/78): 18mg, 27mg, 36mg, 54mg
Initiate at 18mg daily; increase dose gradually according to needs and response of the patient. maximum licensed dose 54mg per day (max 108mg daily unlicensed).

Type 2: These product last for 8 hours (no bioequivalent)
Equasym XL®: 10mg, 20mg, 30mg

Type 3: These product last for 8 hours the following are bioequivalent: 
Medikinet XL®▼(50/50):: 5mg, 10mg, 20mg, 30mg, 40mg, 50mg, 60mg
Meflynate XL®(50/50:  10mg, 20mg, 30mg, 40mg, 50mg, 60mg
Metyrol XL®(50/50: 10mg, 20mg, 30mg, 40mg, 50mg, 60mg
Ritalin XL®(50/50: 10mg, 20mg, 30mg, 40mg, 60mg 

Please consult the relevant SPC for brand-specific licensing information.
See the following PDF for methylphenidate product appearance fact sheet



Conditions requiring dose adjustment:
· Consider trial periods of stopping medication or reducing the dose when assessment of the overall balance of benefits and harms suggests this may be appropriate. 
· Discontinue treatment periodically (usually annually), or if no improvement. Treatment holidays may not give optimal therapeutic outcomes but may be still used where there is a preference of family/carers
· If symptoms fail to improve despite 6 weeks of methylphenidate at a maximum tolerated dose, consider alternative treatments.
To stop when there is
· significant tachycardia, hypertension, palpitations, or arrhythmias
· Neuroleptic Malignant Syndrome (Fever, diaphoresis, rigidity, confusion. Elevated: CK, leucocytosis & LFTs. Fluctuating consciousness, BP & tachycardia
· Increase in convulsions.
This should be undertaken and supervised by the specialist who will advise the patient and primary care prescriber of the outcome.
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	Route of administration:
	Oral

	Formulation:
	Methylphenidate hydrochloride. 
Standard release tablets:
Medikinet®: 5mg, 10mg, 20mg
Methylphenidate hydrochloride (generic): 5mg, 10mg, 20mg
Ritalin®: 10mg
Tranquilyn®: 5mg, 10mg, 20mg
Brand name prescribing is not necessary for standard release tablets. 

Modified-released tablets: preparations vary in their release characteristics and must be prescribed by brand name. The specialist must specify the brand to be prescribed. 

Type 1:
Delmosart®: 18mg, 27mg, 36mg, 54mg
Xenidate XL®: 18mg, 27mg, 36mg, 54mg
Xaggitin XL®: 18mg, 27mg, 36mg, 54mg
Matoride XL®: 18mg, 36mg, 54mg
Concerta XL®: 18mg, 27mg, 36mg, 54mg 
Affenid  XL®: 18mg, 27mg, 36mg, 54mg

Type 2:
Equasym XL®: 10mg, 20mg, 30mg

Type 3:
[bookmark: _Hlk180595188]Medikinet XL®▼: 5mg, 10mg, 20mg, 30mg, 40mg, 50mg, 60mg
Meflynate XL®:  10mg, 20mg, 30mg, 40mg, 50mg, 60mg
Metyrol XL®: 10mg, 20mg, 30mg, 40mg, 50mg, 60mg
 

	Administration details:
	Methylphenidate can be taken with or without food, but patients should standardise which method is chosen. Administration requirements vary by formulation and brand. Some brands e.g., Medikinet XL if administered without food can have a risk of dose dumping, therefore should be administered with food. Meflynate XL and  Metyrol XL are not affected by food.
Methylphenidate capsules (Medikinet XL® and Equasym XL ®) can be opened and sprinkled on a small amount of soft food for administration. If taken with high fat content food delays absorption by approximately 1.5 hours. 
Prolonged release methylphenidate Delmosart XL® prolonged-release tablet, Xaggitin XL®, Affenid XL®, Xenidate XL® and Concerta XL®) should be to be swallowed whole not to be chewed, crushed, or broken. The tablet shell is eliminated from the body; children/adolescents and carers should be advised not to be concerned if they occasionally notice something that looks like a tablet in their stools.

If a dose is missed, then the next scheduled dose should be taken as usual; a double dose should not be taken to make up for a missed dose.
handyfactsheetadhdformsuk.pdf (choiceandmedication.org)

The last dose should, in general, not be given within 4 hours before bedtime to prevent disturbances in falling asleep. However, if the effect of the drug wears off too early in the evening, disturbed behaviour and/or inability to go to sleep may recur. A small evening dose may help to solve this problem. The pros and cons of a small evening dose versus disturbances in falling asleep should be considered.

	Other important information:
	· Methylphenidate is a schedule 2 controlled drug and is subject to legal prescription requirements. It has the potential for misuse and diversion. Maximum of 30 days’ supply for schedule 2 Controlled Drugs (CDs)
· Risk of misuse can be reduced by using modified-release preparations. 
· Alcohol may exacerbate CNS adverse effects of methylphenidate and should be avoided during use. 
· Methylphenidate may cause false positive laboratory test results for amphetamines.
· The choice of formulation will be decided by the treating specialist on an individual basis and depends on the intended duration of effect. 

	[bookmark: Seven_interactions]7. Significant medicine interactions								         Back to top
The following list is not exhaustive. Please see BNF or SPC for comprehensive information and recommended management.

	· Monoamine oxidase inhibitors (MAOIs): risk of hypertensive crisis. The combination should be avoided, and use of methylphenidate and MAOIs should be separated by at least 14 days
· Coumarin anticoagulants, anticonvulsants (e.g. phenobarbital, phenytoin, primidone), selective serotonin reuptake inhibitors (SSRIs) and tricyclic antidepressants: metabolism may be inhibited by methylphenidate. Dose adjustment may be required when starting or stopping methylphenidate.
· Anti-hypertensive drugs: effectiveness may be reduced by methylphenidate
· Other drugs which elevate blood pressure: risk of additive effects (e.g. linezolid)
· Alcohol: may exacerbate adverse CNS effects of methylphenidate
· Serotonergic drugs, including SSRIs and MAOIs: increased risk of central nervous system (CNS) adverse effects, risk of serotonin syndrome
· Halogenated anaesthetics: risk of sudden blood pressure increase during surgery. Avoid methylphenidate on the day of planned surgery.
· Dopaminergic drugs, including antipsychotics: increased risk of pharmacodynamic interactions including dyskinesias or hypertensive crisis (e.g. risperidone, paliperidone, selegiline, rasagiline) 
· Apraclonidine: effects decreased by methylphenidate.
· Carbamazepine: may decrease methylphenidate levels
· Ozanimod: may increase risk of hypertensive crisis

	[bookmark: Eight_specialist_monitoring]8. Baseline investigations, initial monitoring, and ongoing monitoring to be undertaken by specialist prescriber.
Monitoring at baseline and during initiation is the responsibility of the specialist; only once the patient is optimised on the chosen medication with no anticipated further changes expected in immediate future will prescribing and monitoring be transferred to primary care. 					         Back to top

	Baseline investigations:
· A medical history and cardiovascular assessment, taking into account conditions that may be contraindications, risk of pregnancy (where applicable), and to ensure the patient meets the criteria for ADHD and that pharmacological treatment is required.
· Risk assessment for substance misuse and drug diversion
· Height, weight, and body mass index (BMI)
· Blood pressure (BP) and heart rate
· Arrange for electrocardiogram (ECG), only if the patient has any of the following:
· History of congenital heart disease or previous cardiac surgery
· Sudden death in a first-degree relative under 40 years suggesting a cardiac disease.
· Shortness of breath on exertion compared with peers.
· Fainting on exertion or in response to fright or noise
· Palpitations
· Chest pain suggestive of cardiac origin
· Signs of heart failure, heart murmur or hypertension
· Current treatment with a medicine that may increase cardiac risk
Initial monitoring:
· Before every change of dose: assess heart rate, blood pressure, and weight.
· After every change of dose: assess heart rate and blood pressure, and any new or worsening psychiatric symptoms. The specialist should determine the appropriate timing for this monitoring.
· Assessment of symptom improvement. Discontinue if no improvement is observed after one month.
Ongoing monitoring (ADHD):
· Ensure the patient receives a review at least annually with a healthcare professional with training and expertise in managing ADHD. This may be in primary or secondary care, depending on local arrangements, and should include a review of ADHD medication, including patient preferences, benefits, adverse effects, and ongoing clinical need. Consider trial periods of stopping medication or reducing the dose when assessment of the overall balance of benefits and harms suggests this may be appropriate. If continuing medication, document the reasons why.
· Review outcomes should be communicated to the primary care prescriber in writing, with any urgent changes also communicated by telephone.

When a patient is reviewed, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9 remains appropriate.

	[bookmark: Nine_primary_care_monitoring]9. Ongoing monitoring (ADHD)
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See section 10 for further guidance on management of adverse effects/responding to monitoring results.

	Monitoring
	Frequency

	· Blood pressure and heart rate, and assessment for cardiovascular signs or symptoms
· Height, Weight and appetite
·  Assessment for new or worsening psychiatric and neurological signs or symptoms (e.g. tics, anxiety, symptoms of bipolar disorder)
·  Explore whether patient is experiencing any difficulties with sleep

	· Blood pressure & pulse every 6 months.
· For children 10 years and under weight every 3 months.
· For children over 10 years weight at 3 and 6 months after starting treatment and every 6 months thereafter, and after any change of dose recommended by specialist team.
· Height and weight should be plotted on a growth chart which are available through the RCPCH website
https://www.rcpch.ac.uk/resources/growth-charts 

	Additional relevant investigations (e.g. ECG if family history of arrhythmias or sudden death or if the treatment may affect the QT interval).
	Annually, and after any change of dose recommended by specialist team.


	Assessment of adherence, and for any
indication of methylphenidate abuse,
misuse, or diversion.
	As required, based on the patient’s needs and individual circumstances

	Review to ensure patient has been offered and attended an annual review with a healthcare professional with expertise in ADHD.
	Annually

	[bookmark: Ten_ADRs_and_Management]10. Adverse effects and other management							         Back to top
Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme. Visit www.mhra.gov.uk/yellowcard
For information on incidence of ADRs see relevant summaries of product characteristics

	Result
	Action for primary care

	As well as responding to absolute values in laboratory tests, a rapid change or a consistent trend in any value should prompt caution and extra vigilance

	Cardiovascular 
Resting HR greater than 120bpm, arrhythmia/palpitations, clinically significant increase in systolic BP ·
	· In context of recent dose increase, revert to previous dose and discuss with specialist for ongoing management. 
· In absence of recent dose changes, reduce dose by half and discuss with specialist or cardiology for further advice.

	Weight or BMI outside healthy range
anorexia or weight loss
	Exclude other reasons for weight loss. Give advice as per NICE NG87: 
· take medication with or after food, not before. 
·  additional meals or snacks early in the morning or late in the evening when stimulant effects have worn off 
· obtaining dietary advice 
· consuming high-calorie foods of good nutritional value 
Discuss with specialist if difficulty persists; dose reduction, treatment break, or change of medication may be required.


	Haematological disorders
Including leukopenia, thrombocytopenia, anaemia, or other alterations NB: no haematological monitoring is
recommended. Haematological disorders
would be a chance finding/due to patient.
reporting adverse drug reactions.

	Contact specialist team. Discontinuation should be considered. Referral to haematology may be warranted; use clinical discretion.

	Psychiatric disorders
New or worsening psychiatric symptoms, e.g. psychosis, mania, aggressive or hostile behaviour, suicidal ideation or behaviour, motor or verbal tics (including Tourette’s
syndrome), anxiety, agitation or tension, bipolar disorder, depression

	Discuss with specialist. Stop treatment and consider referral to acute mental health team if suicidal thoughts, mania, or psychosis are present Methylphenidate should not be continued unless the benefits outweigh the risks.

	Nervous system disorder
Symptoms of cerebral ischaemia, e.g. severe headache, numbness, weakness, paralysis, and impairment of coordination, vision, speech, language or memory
	Discontinue methylphenidate, refer urgently for neurological assessment

	New or worsening seizures
	Discontinue methylphenidate. Discuss with specialist team

	Symptoms of serotonin syndrome, e.g.
agitation, hallucinations, coma, tachycardia,
labile blood pressure, hyperthermia,
hyperreflexia, incoordination, rigidity, nausea,
vomiting, diarrhoea

	Discontinue methylphenidate as soon as possible. Management depends on severity; use clinical judgement and seek advice if necessary. Discuss with specialist team to determine whether methylphenidate can be re-started.

	Insomnia or other sleep disturbance
	Review timing of methylphenidate dose and advise as appropriate. Give advice on sleep hygiene. Discuss with specialist if difficulty persists; dose reduction may be required

	Suspicion of abuse, misuse, or diversion 
	Discuss with specialist team
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The specialist will counsel the patient 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.

	The patient should be advised to report any of the following signs or symptoms to their primary care prescriber without delay:          
· Abnormally sustained or frequent and painful erections: seek immediate medical attention.
· Signs or symptoms of serotonin syndrome (e.g., agitation, hallucinations, coma, tachycardia, labile blood pressure, hyperthermia, hyperreflexia, incoordination, rigidity, nausea, vomiting, diarrhoea)
· Any mood changes, for example. psychosis, mania, aggressive or hostile behaviour, suicidal ideation or behaviour, motor or verbal tics (including Tourette’s syndrome), anxiety, agitation or tension, anxiety, depression.
· New or worsening neurological symptoms (e.g. severe headache, numbness, weakness, paralysis, and impairment of coordination, vision, speech, language or memory)
· Abdominal pain, malaise, jaundice or darkening of urine.
· Skin rashes, or bruising easily
· If they suspect, they may be pregnant or are planning a pregnancy. Patients of childbearing potential should use appropriate contraception and take a pregnancy test if they think there is a possibility, they could be pregnant.
The patient should be advised:
· Attend regularly for monitoring and review appointments with primary care and specialist and keep contact details up to date with both prescribers. It may not be safe to continue prescribing without regular review, and patients should be aware that their medicines could be stopped if they do not attend appointments.
· Methylphenidate is subject to drug driving laws.  Not to drive, cycle or operate machines if methylphenidate affects their ability to do so safely, e.g. by causing dizziness, drowsiness and visual disturbances and to inform the DVLA if their ability to drive safely is affected. See https://www.gov.uk/adhd-and-driving and section 11.
· Avoid alcohol while taking methylphenidate, as it may make side effects worse. Avoid recreational drugs.
· Not to stop taking methylphenidate without talking to their doctor. 
· Medical supervision of withdrawal is required since this may unmask depression or chronic over-activity. · Methylphenidate is a schedule 2 controlled drug. Patients may be required to prove their identity when collecting prescriptions and should store methylphenidate safely and securely. It must not be shared with anyone else. There are restrictions on travelling with controlled drugs: see             https://www.gov.uk/guidance/controlled-drugs-personal-licences

Patient and carer information:
· » Attention Deficit Hyperactivity Disorder (choiceandmedication.org)
· ADHD and Mental Health | Signs and Symptoms of ADHD | YoungMinds
· NHS – attention deficit hyperactivity disorder. https://www.nhs.uk/conditions/attention-deficit-hyperactivity-disorder-adhd
· ADHD support groups Support Groups | The UK ADHD Partnership
· Patient leaflets | BMJ Best Practice
· ADHD and hyperkinetic disorder for parents | Royal College of Psychiatrists (rcpsych.ac.uk)
Patient information leaflets are also available from Search Results - (emc) (medicines.org.uk)
ADHD resources for children and young people, parents/carers and primary care professionals 
Working with the ADHD Foundation, we have launched new set of booklets for children, teenagers and their parents and carers. There are three separate booklets, each of which has a different focus:
• The children’s booklet is an interactive guide with 20 fun activities for children to help them focus, manage their emotions, and succeed
• The teenager’s booklet is a guide and workbook with information and activities to support teenagers living with ADHD
• The parents/carers booklet is an information and resource guide for parents and carers of children and young people with ADHD and may also be useful for health professionals including those working in primary care.
All three booklets are available to share and download on the website: https://www.transformationpartnersinhealthandcare.nhs.uk/cyp-adhd-resources


	[bookmark: Twelve_pregnancy_paternity]12. Pregnancy, paternal exposure and breast feeding					         Back to top
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 primary care prescriber and the specialist.

	Pregnancy:
Methylphenidate is not recommended for use during pregnancy unless a clinical decision is
made that postponing treatment may pose a greater risk to the pregnancy.
Evidence on exposure to methylphenidate during pregnancy is too limited to draw firm conclusions on adverse outcomes. Clinicians should be aware that patients may have other risk factors which independently alter the risks. Patients who become pregnant while taking methylphenidate, or who plan a pregnancy, should be referred to the specialist team for review. The specialist will reassume prescribing responsibility, ending the shared care agreement. Healthcare professional information available from: https://www.medicinesinpregnancy.org/bumps/monographs/
USE-OF-METHYLPHENIDATE-IN-PREGNANCY/ Patient information available from: https://www.medicinesinpregnancy.org/Medicine--pregnancy/Methylphenidate/

Breastfeeding:
Breastfeeding: Methylphenidate has been found in breast milk in small amounts. Evidence for safety in breastfeeding is limited. Decisions to use while breastfeeding should be made on a case-by-case basis, taking into account the risks to the infant and benefits of therapy. Infants should be monitored for symptoms of CNS stimulation (e.g. decreased appetite/weight gain, sleep disturbances, irritability), although these may be difficult to detect. High doses may interfere with lactation, although this is not confirmed in practice. Healthcare professional information available from: https://www.sps.nhs.uk/articles/safety-in-lactation-drugs-for-adhd/

Paternal exposure:
No evidence regarding adverse outcomes following paternal exposure was identified. Further information for patients: bumps - best use of medicine in pregnancy (medicinesinpregnancy.org)


	[bookmark: Thirteen_specialist_contact]13. Specialist prescribers contact information								         Back to top

	Name: insert name    
Role and specialty: insert role and speciality 
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


	[bookmark: Fourteen_additional_info]14. Additional information									         Back to top

	Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed. Ensure that the specialist is informed in writing of any changes to the patient’s GP or their contact details.

	[bookmark: Fifteen_references]15. References										         Back to top

	· eBNFc Methylphenidate. Accessed via Methylphenidate hydrochloride | Drugs | BNFC | NICE on 23/11/2022
· Methylphenidate hydrochloride 5 mg tablets (Mylan). Last updated 31/10/22. Accessed via https://www.medicines.org.uk/emc/product/8724/smpc on 24/11/2022
· Methylphenidate hydrochloride 18 mg prolonged-release tablets (Delmosart®). Last updated on 24/11/2022 Accessed via Delmosart 18mg Prolonged-release Tablets - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· Methylphenidate hydrochloride 18 mg prolonged-release tablets (Xaggitin XL®). Last updated on 24/11/2022 Accessed via Xaggitin XL 18mg Prolonged-release Tablets - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· Methylphenidate hydrochloride 18 mg prolonged-release tablets (Xenidate XL®). Last updated 8/11/2022. Accessed via Xenidate XL 18 mg Prolonged-release Tablets - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· Methylphenidate hydrochloride 10 mg prolonged-release capsules (Equasym XL®). Last updated 11/11/2022. Accessed via Equasym XL 10 mg Capsules - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· Methylphenidate hydrochloride 10 mg prolonged-release capsules (Medikinet XL®▼). Last updated 14/07/2021. Accessed via Medikinet XL 10 mg modified-release capsules, hard - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· Methylphenidate hydrochloride 18 mg prolonged-release tablets (Concerta XL®). Date updated 11/11/22. Accessed via Concerta XL 18 mg prolonged-release tablets. - Summary of Product Characteristics (SmPC) - (emc) (medicines.org.uk) on 24/11/2022
· NICE NG87: Attention deficit hyperactivity disorder: diagnosis and management. Last updated September 2019. Accessed via https://www.nice.org.uk/guidance/ng87/ on 21/11/2022.
·  NICE NG43: Transition from children to adults’ services for young people using health or social care services. Last updated February 2016. Accessed via https://www.nice.org.uk/guidance/ng43/ on 21/11/2022.
· Specialist Pharmacy Service. Safety in Lactation: Drugs for ADHD. Last updated October 2020. Accessed via https://www.sps.nhs.uk/articles/safety-in-lactation-drugs-for-adhd/ on 21/11/2022
· Specialist Pharmacy Service. Considerations when prescribing modified-release methylphenidate. Considerations when prescribing modified-release methylphenidate – SPS - Specialist Pharmacy Service – The first stop for professional medicines advice. Published 16th November Last updated 23 November 2023  
· NICE Clinical Knowledge Summaries. Attention deficit hyperactivity disorder: Methylphenidate. Updated October 2022. Accessed via Methylphenidate | Prescribing information | Attention deficit hyperactivity disorder | CKS | NICE on 21/11/2022.
· Home Office. Guidance: List of most commonly encountered drugs currently controlled under the misuse of drugs legislation. Last updated 8th August 2022. Accessed via Controlled drugs list - GOV.UK (www.gov.uk) on 24/11/2022
· Specialist Pharmacy Service. Extended-release methylphenidate: A review of the pharmacokinetic profiles of available products. November 2020.  Accessed via Extended-release-methylphenidate-3.pdf (sps.nhs.uk) date accessed 24/11/22
· Methylphenidate: physician’s guide to prescribing. Accessed via MPH: Physician's Guide to Prescribing (methylphenidate-guide.eu)  date accessed 24/11/22
· UKTIS. Use of methylphenidate in pregnancy. Last updated January 2018. Accessed via  Methylphenidate in pregnancy (toxbase.org) on 24/11/22
· NICE. NG46: Controlled drugs: safe use and management. April 2016. Accessed via Overview | Controlled drugs: safe use and management | Guidance | NICE on 24/11/2022
· MHRA alert. Methylphenidate long-acting (modified-release) preparations: caution if switching between products due to differences in formulations. Updated 26th September 2022. Accessed via: Methylphenidate long-acting (modified-release) preparations: caution if switching between products due to differences in formulations - GOV.UK (www.gov.uk) on 24/11/2022
· Evidence-based guidelines for the pharmacological management of attention deficit hyperactivity disorder: update on recommendations from the British Association for Psychopharmacology - PubMed (nih.gov)  Bolea-Alamañac B, Nutt DJ, Adamou M, et al. Journal of Psychopharmacology. 2014. 1–25. DOI: 10.1177/0269881113519509 
· Shared care protocols guanfacine accessed via NHS England » Shared Care Protocols on 21/11/2022


	[bookmark: Sixteen_relevant_guidance]16. Other relevant national guidance

	· Shared Care for Medicines Guidance – A Standard Approach (RMOC). Available from https://www.sps.nhs.uk/articles/rmoc-shared-care-guidance/ 
· NHSE policy – Responsibility for prescribing between primary & secondary/tertiary care. Available from https://www.england.nhs.uk/publication/responsibility-for-prescribing-between-primary-and-secondary-tertiary-care/ 
· General Medical Council. Good practice in prescribing and managing medicines and devices. Shared care. Available from https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/shared-care 
· NICE NG197: Shared decision making. Last updated June 2021. https://www.nice.org.uk/guidance/ng197/.

	[bookmark: Seventeen_referral]17. Local arrangements for referral 								         Back to top
Define the referral procedure from hospital to primary care prescriber & route of return should the patient’s condition change.

	Shared care from hospital to primary care
Primary care to hospital – Urgent referrals mental health crisis line or A&E out of hours. For routine/non-urgent referrals contact local CAMHs team.
 

	18. Communication
Please note that the clinical letter received from the specialist prescriber/ team should have the relevant contact details. If this is not provided you may find the following, contact details useful.
Medicines Information Services
· South West London and St Georges Mental Health Hospital: Tel. 020 3513 6829
· South London and Maudsley (SLAM): Tel. 020 3228 2317
· Georges Hospital medicines helpline: Tel. 020 872 51033 
· Kingston Hospital medicines helpline: Tel. 020 85467711 ext.2092
· Epsom and St Helier Trust medicines helpline: Tel.020 872 51033
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Zentiva's Methylphenidate Hydrochloride
Portfolio


Affenid XL® and Metyrol XL® are indicated as part of a comprehensive treatment program for Attention 
Deficit Hyperactivity Disorder (ADHD) in children aged 6 years of age and over and adults when remedial 
measures alone prove insufficient. Please refer to SmPC for full details.3,4 


Following the MHRA advice, Zentiva recommends exercising appropriate caution when switching between 
different long-acting methylphenidate preparations due to differences in formulations.5
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Metyrol XL    10mg capsules 421-3450 30 £17.94 £25.00 £7.06 28%


Product  PIP Code
Pack
Size


 Potential savings
(per pack £ / %) 


methylphenidate
modified-release


capsules (Category C) 
1,22


Metyrol XL    20mg capsules 421-3468 £21.54 £30.00 £8.46 28%30


Metyrol XL    40mg capsules 421-3484 £43.07 £57.72 £19.45 25%30


Metyrol XL    30mg capsules 421-3476 £25.12 £35.00 £9.88 28%30


Metyrol XL    60mg capsules 421-3492 £50.24 £67.32 £17.08 25%30


 PIP Code
Pack
Size


 Potential savings
(per pack £ / %) 1,2


methylphenidate
prolonged-release


tablets (Category C) 2


Affenid XL   18mg tablets 422-9340 30 £10.90 £31.19 £20.29 65%


Product


Affenid XL    27mg tablets 422-9357 £12.87 £36.81 £23.94 65%30


Affenid XL    36mg tablets 422-9365 £14.85 £42.45 £27.60 65%30


Affenid XL    54mg tablets 422-9381 £25.75 £36.80 £11.05 30%30


We aim to have the lowest acquisition costs at all times and constantly monitor prices
within the UK to ensure we remain competitive.


•  


As a business, we are dedicated to sustainability; our manufacturing sites in
Prague, Bucharest and Ankleshwar run on renewable energy.
We continue to look for other new innovations to drive a more sustainable
business and to also accelerate our digital transformation.


•


•


RELIABLE SUPPLY CHAIN


Methylphenidate is listed with Alliance Healthcare and AAH.


Despite the challenges caused by the Covid-19 pandemic and Brexit we have maintained a
strong and robust supply chain.


•
•


Potential savings available when 
switching to Zentiva's products1,2 
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®


®


®


®


®


®


®


®


Affenid XL  
 NHS list price 1


®


Metyrol XL
NHS list price1


®







For more information contact
ukinfo@zentiva.com


Type Release Profiles Of Different Brands Brand Name How It Is Made
1 Two peaks, second much higher, effect lasts


about 18hrs
Concerta XL®


Affenid XL®, Matoride XL® 
Xaggitin XL®*, Delmosart XL®* 


Xenidate XL®


OROS® 3-compartment


OROS® 2-compartment


Beaded wax pellets
2 More even throughout day, initial peak lower than


second peak
Equasym XL® Beaded wax pellets (two


sizes)


3 Higher and quicker first peak, lower second peak Medikinet XL®, Metyrol XL® Beaded wax pellets (two 
sizes)


NB Xaggitin® and Delmosart® are the same tablets but with different names and in different packages.   
OROS® (Osmotic-controlled Release Oral delivery System) has an outer quick release coat and an inner piston slower release.


Type 1


Product Strengths Apperance Practical Information


Concerta XL®6


(3 chamber OROS® capsule) 
18mg 
27mg 
36mg
54mg 


Can be taken with or without food
Swallow whole - do not chew, break, divide or crush


Xenidate XL®7


(wax pellet tablets)
18mg 
27mg 
36mg
54mg


Take with or without food
All tablet strengths, except for the 18mg can be divided


Matoride XL®8 
(2 chambers OROS® tablets)


18mg 
36mg
54mg


Take with or without food
Swallow whole - do not chew, break, divide or crush


Affenid XL®3


(2 chambers OROS® tablets)
18mg 
27mg 
36mg
54mg


Take with or without food
Swallow whole - do not chew, break, divide or crush


Delmosart®9


Xaggitin®10


(2 chambers OROS® tablets)


18mg 
27mg 
36mg
54mg 


Take before, with or after breakfast
Swallow whole - do not chew, break, divide or crush


Different formulations may exhibit variations in the percentages of immediate release and prolonged release. However, BE studies have confirmed the
bioequivalence of these products. For further information, please consult your Zentiva Key Account Manager.







Product Strengths Apperance Practical Information


Equasym XL®11


(wax pellets in a capsule) 
10mg
20mg
30mg


Take before breakfast
Swallow whole, or sprinkle contents onto apple sauce
and swallow straight away
Therapeutic plasma levels for approximately 8 hours


Product Strengths Apperance Practical Information


Medikinet XL®12


(wax pellets in a capsule)
5mg
10mg
20mg
30mg
40mg
50mg
60mg


Take with or without food
Swallow whole, or open and sprinkle onto apple sauce
and swallow straight away
Therapeutic plasma levels for approximately 8 hours
Do not chew or crush


Metyrol XL®4


(wax pellets in a capsule)
10mg
20mg
30mg
40mg
60mg 


Take with or without food
Swallow whole, or open and sprinkle onto apple sauce
and swallow straight away
Therapeutic plasma levels for approximately 8 hours
Do not chew or crush


Type 2


Type 3


Plasma Concentration Profiles


Type 1 Type 2 Type 3


For more information contact
ukinfo@zentiva.com


For more information, please refer to the MHRA advice for switching methylphenidate brands.5 


These graphs are intended for demonstration purposes only, to illustrate the different release profiles.
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https://www.gov.uk/drug-safety-update/methylphenidate-long-acting-modified-release-preparations-caution-if-switching-between-products-due-to-differences-in-formulations





Adverse events should be reported. 
Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. 


Adverse events should also be reported to Zentiva via 
email to PV-United-Kingdom@zentiva.com or via phone on 0800 090 2408.


Affenid XL (methylphenidate hydrochloride) 18 mg, 27 mg, 36 mg and 54 mg prolonged
release tablets Prescribing Information. Prescribers should consult the SmPC before
prescribing.


Presentation: Each prolonged-release tablet contains 18mg, 27mg, 36mg or 54mg
methylphenidate hydrochloride respectively.
Also contains 4mg, 3.4mg, 6.6mg and 6.8mg lactose monohydrate respectively.


Indications: Indicated as part of a comprehensive treatment programme for attention-
deficit/hyperactivity disorder (ADHD) in children aged 6 years of age and over and adults
when remedial measures alone prove insufficient.
Treatment must be initiated and supervised by a physician specialised in the treatment of
ADHD. Please refer to the SmPC for full details.


Dosage and administration: Pre-treatment screening: In adults new to methylphenidate,
cardiologist advice is needed prior to treatment initiation. Baseline cardiovascular
evaluation is necessary. Document concomitant medications, past and present co-
morbid medical and psychiatric disorders/symptoms, family history of sudden
cardiac/unexplained death, height in children only and weight. Ongoing monitoring:
Growth, psychiatric and cardiovascular status should be continuously monitored. Record
blood pressure and pulse on a centile chart at each adjustment and then at least every 6
months. Height, weight and appetite in children should be recorded. Weight should be
recorded for adults regularly.  Development of de novo or worsening of pre-existing
psychiatric disorders should be monitored. Monitor for the risk of diversion, misuse and
abuse of methylphenidate. Dose titration:  Careful dose titration is necessary. Start at the
lowest dose. Dose adjustment may proceed at weekly intervals. Maximum dosage is
54mg in children and 72 mg in adults.


Patients new to methylphenidate: lower doses of short-acting methylphenidate may be
sufficient. Careful dose titration is required. Recommended starting dose is 18mg once
daily. Patients currently using methylphenidate: Dosing recommendations are based on
current dose regimen and clinical judgement. Long-term use:  No data. If used over 12
months, periodically re-evaluate the long-term usefulness with trial periods off
medication to assess patient’s functioning without pharmacotherapy. Recommended to
de-challenge at least once yearly to assess patient’s condition. Dose reduction and
discontinuation: Stop treatment if the symptoms do not improve over a one-month
period. See SmPC for instructions.


Method of Administration: oral use once daily in the morning. May be administered with
or without food. Swallowed whole with the aid of liquids. Must not be chewed, divided or
crushed. 


Special Populations: Paediatric Population: not for use in patients aged under 6 years.
Elderly:  Should not be used. Hepatic or renal impairment: no data.


Fertility, pregnancy and lactation: Pregnancy: Not recommended. Breastfeeding: Decide
whether to discontinue breastfeeding or methylphenidate therapy based on the benefit of
breast feeding for the child versus the benefit of methylphenidate therapy for the woman.
Fertility: No human data available. No relevant effects observed in the non-clinical
studies.


Contraindications: Hypersensitivity to methylphenidate or any of the excipients,
glaucoma, phaeochromocytoma, during treatment with non-selective, irreversible
monoamine oxidase (MAO) inhibitors, or within 14 days of discontinuing a MAO inhibitor,
hyperthyroidism or thyrotoxicosis,  diagnosis or history of severe depression, anorexia
nervosa/anorexic disorders, suicidal tendencies, psychotic symptoms, severe mood
disorders, mania, schizophrenia, psychopathic/borderline personality disorder, diagnosis
or history of severe and episodic bipolar disorder (that is not well-controlled), pre-existing
cardiovascular disorders (including severe hypertension, heart failure, arterial occlusive
disease, angina pectoris, haemodynamically significant congenital heart disease,
cardiomyopathies, myocardial infarction, potentially life-threatening arrhythmias, and
channelopathies), pre-existing cerebrovasculardisorders, cerebral aneurysm, vascular
abnormalities including vasculitis or stroke.


Special warnings and precautions: Cardiovascular status: Patients should have a careful
history and physical exam to assess for the presence of cardiac disease. During
treatment, if patients develop any symptoms suggestive of cardiac disease, they should
undergo specialist cardiac evaluation. Use with caution in patients whose underlying
medical conditions might be compromised by increases in blood pressure or heart rate.
Blood pressure and pulse should be recorded at each adjustment of dose and then at
least every 6 months. Should be discontinued in patients under treatment with repeated
measures of tachycardia, arrhythmia or increased systolic blood pressure (>95th
percentile) and referral to a cardiologist should be considered. Sudden death and pre-
existing cardiac structural abnormalities or other serious cardiac disorders: Sudden death
has been reported in patients with the use of stimulants. Stimulants are not
recommended in patients with known cardiac abnormalities, cardiomyopathy, serious
heart rhythm abnormalities or other serious cardiac problems. Adults: Sudden deaths,
stroke, and myocardial infarction have been reported in adults taking stimulant drugs.  


Misuse and cardiovascular events: Misuse of stimulants may be associated with sudden
death and other serious cardiovascular events. Cerebrovascular disorders: Patients with
risk factors should be assessed at every visit. Psychiatric disorders: Development or
worsening should be monitored at every adjustment of dose, then at least every 6
months, and at every visit. May exacerbate symptoms of behavioral disturbance and
thought disorder.  Treatment-emergent psychotic symptoms or mania can be caused.
Emergence or worsening of aggressive or hostile behaviour can be caused with
stimulants. Emergent suicidal ideation or behavior should be evaluated. Associated with
onset or exacerbation of motor and verbal tics. Monitoring should be at every adjustment
of dose and then at least every 6 months or every visit. Associated with worsening of pre-
existing anxiety, agitation or tension. Should be monitored regularly. Take care in
comorbid bipolar patients. Close monitoring is essential. Growth: height, weight and
appetite should be recorded in children. Weight should be monitored in adults. Seizures:
use with caution in patients with epilepsy. Priapism: prolonged and painful erections have
been reported. Use with serotonergic medicinal products: Serotonin syndrome has been
reported. Must be discontinued as soon as possible if serotonin syndrome is suspected.
Abuse, misuse and diversion: carefully monitor for the risk of diversion, misuse and abuse.
Withdrawal: careful supervision is required. Fatigue: Should not be used to prevent or treat
normal fatigue. Choice of methylphenidate formulation: must be decided by the specialist.
Hematological effects: Patients requiring long-term therapy should be monitored. Drug
screening: May induce a false positive lab test for amphetamines. Effects in case of
misuse as doping agent: can lead to positive results. Contains lactose: patients with rare
hereditary problems of galactose intolerance, total lactase deficiency or glucose -
galactose malabsorption should not take this product. This medicine contains less than 1
mmol (23 mg) sodium per tablet, that is to say essentially ‘sodium-free’.


Drug Interactions: Caution combining with other medicines, especially medicines with a
narrow therapeutic window, coumarin anticoagulants, anticonvulsants some
antidepressants, anti-hypertensive medicinal products, medicinal products that elevate
blood pressure, alcohol, halogenated anaesthetics, centrally acting alpha-2 agonists,
dopaminergic medicinal products.


Effects on ability to drive/use machines: Can cause dizziness, drowsiness and visual
disturbances. May have a moderate influence. Patients should be warned of these
possible effects. This medicine can impair cognitive function and can affect a patient's
ability to drive safely. 


Undesirable effects: Nasopharyngitis, upper respiratory tract infection, sinusitis, anaemia,
leukopenia, thrombocytopenia, thrombocytopenic purpura, pancytopenia, hypersensitivity
reactions such as angioneurotic oedema, anaphylactic reactions, auricular swelling,
bullous conditions, exfoliative conditions, urticaria, pruritus, rashes and eruptions,
anorexia, decreased appetite, moderately reduced weight and height gain during
prolonged used in children, insomnia, nervousness, affect lability, aggression, agitation,
anxiety, depression, irritability, abnormal behaviour, mood swings, tics, initial insomnia,
depressed mood, libido decreased, tension, bruxism, panic attack, psychiatric disorders,
psychotic disorders, auditory, visual and tactile hallucinations, anger, suicidal ideation,
worsening of pre-existing tics or Tourette’s syndrome, mania, disorientation, confusional
state, suicidal attempt, delusions, thought disturbances, abuse and dependence, 
 headache, dizziness, dyskinesia, psychomotor hyperactivity, somnolence,  paraesthesia,
tension headache, convulsion, neuroleptic malignant syndrome (NMS) cerebrovascular
disorders, accommodation disorder, diplopia, vertigo, arrhythmia, tachycardia ,
palpitations, chest pain, angina pectoris, cardiac arrest, myocardial infarction,
supraventricular tachycardia, bradycardia, ventricular extrasystoles, extrasystoles ,
hypertension, cerebral arteritis and/or occlusion, peripheral coldness, Raynaud’s
phenomenon, cough, oropharyngeal pain,  abdominal pain upper, diarrhoea, nausea, ,
abdominal discomfort, vomiting, dry mouth, dyspepsis, alanine aminotransferase
increased, abnormal liver function including acute hepatic failure and hepatic coma,
alopecia, pruritus, rash, urticaria, hyperhidrosis, erythema multiformearthralgia, muscle
tightened, muscle spasm, erectile dysfunction, priapism, pyrexia, growth retardation
during prolonged use in children, fatigue, irritability, feeling jittery, asthenia, thirst, fatigue,
thirst, sudden cardiac death, chest discomfort, hyperpyrexia, changes in blood pressure
and heart rate, cardiac murmur, platelet count decreased, white blood count abnormal.
See SmPC for full list of adverse events.


Pack size and UK list price: 
Affenid  XL 18mg tablets (PL 17780/1170), pack size: 30, £10.90
Affenid XL 27mg tablets (PL 17780/1171), pack size: 30,  £12.87
Affenid XL 36mg tablets (PL 17780/1172), pack size: 30,  £14.85
Affenid XL 54mg tablets (PL 17780/1173), pack size: 30,  £25.75


Legal category: POM


Marketing Authorisation Holder: Zentiva Pharma UK Limited, 12 New Fetter Lane,
London, EC4A 1JP, United Kingdom


Date of Preparation: 01 Jun 2023  Ref: 000590271


For more information contact
ukinfo@zentiva.com







Adverse events should be reported. 
Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. 


Adverse events should also be reported to Zentiva via 
email to PV-United-Kingdom@zentiva.com or via phone on 0800 090 2408.


Metyrol XL (methylphenidate hydrochloride) 10 mg, 20 mg, 30 mg, 40 mg and 60 mg
modified-release hard capsules Prescribing Information. 
Prescribers should consult the SmPC before prescribing.


Presentation: Each modified-release capsule contains 10mg, 20mg, 30mg, 40mg or 60mg
methylphenidate hydrochloride respectively.
Also contains 59.7mg, 119.5mg, 179.2mg, 238.9mg and 358.4mg sucrose respectively.


Indications: Indicated as part of a comprehensive treatment programme for attention-
deficit/hyperactivity disorder (ADHD) in children aged 6 years of age and over and adults
when remedial measures alone prove insufficient.
Treatment must be initiated and supervised by a physician specialised in the treatment of
ADHD. Please refer to the SmPC for full details.


Dosage and administration: Pre-treatment screening: Baseline cardiovascular evaluation is
necessary. Document concomitant medications, past and present co-morbid medical and
psychiatric disorders/symptoms, family history of sudden cardiac/unexplained death,
height in children only and weight. Ongoing monitoring:  Growth (in children/adolescents),
weight (adults), psychiatric and cardiovascular status should be continuously monitored. 
 Monitor for the risk of diversion, misuse and abuse of methylphenidate. Dose titration: 
 Careful dose titration is necessary. Start at the lowest dose. Adult titration may be
initiated with 20mg. Metyrol XL simulates twice daily administration with 50% available as
immediate-release, and 50% released after approximately 4 hours. If there is no
improvement after dose titration over 1 month, should be discontinued. 
Children (6 years and over):  Should be taken once daily in the morning. Recommended
starting dose is 20mg, or if the clinician judges a lower dose is appropriate, 10mg, or 
 short- acting methylphenidate 10 mg. The maximum daily dose is 60mg.
Adults: Once daily, usually in the morning. Time of the intake may be changed but should
not be too late in the morning. Dose titration can be started at 20 mg. Only modified-
release formulation should be used. Maximum daily dose is 80mg.
Patients new to methylphenidate: starting dose is 20mg once daily. Dose may be adjusted
at weekly intervals in 20 mg increments for adults.
Patients transitioning from childhood methylphenidate treatment to adulthood: Treatment
may be continued with the same daily dose. Periodic assessment of the treatment in
ADHD: Should be discontinued periodically to assess the patient’s condition. Treatment
may be restarted to control the symptoms. In children, treatment can usually be
discontinued during or after puberty. Switching patient’s treatment to Metyrol XL: 
 Recommended daily dose of Metyrol XL is equal to the total dose of immediate-release
methylphenidate administered twice daily. Dose may be adjusted at weekly intervals in
10mg increments. Long-term use:  No data. If used over 12 months, periodically re-
evaluate the long-term usefulness with trial periods off medication to assess patient’s
functioning without pharmacotherapy. Recommended to de-challenge at least once yearly
to assess patient’s condition. Dose reduction and discontinuation: Stop treatment if the
symptoms do not improve over a one-month period.


Method of Administration:  Oral use, once daily in the morning. May be administered with
or without food. May be swallowed whole or administered by sprinkling the capsule
contents on a small amount of food. See SmPC for instructions.


Special Populations: Paediatric Population: not for use in patients aged under 6 years.
Elderly:  Should not be used. Renal impairment: Use with caution.  Hepatic impairment: Use
with caution.


Fertility, pregnancy and lactation: Pregnancy: Not recommended. Breastfeeding:  Decide
whether to discontinue breastfeeding or methylphenidate therapy based on the benefit of
breast feeding for the child versus the benefit of methylphenidate therapy for the woman.
Fertility: No human data available.


Contraindications: Hypersensitivity to active substance or any of the excipients,
glaucoma, phaeochromocytoma, during treatment with non-selective, irreversible
monoamine oxidase (MAO) inhibitors, or within 14 days of discontinuing a MAO inhibitor,
hyperthyroidism or thyrotoxicosis,  diagnosis or history of severe depression, anorexia
nervosa/anorexic disorders, suicidal tendencies, psychotic symptoms, severe mood
disorders, mania, schizophrenia, psychopathic/borderline personality disorder, diagnosis
or history of severe and episodic bipolar disorder (that is not well-controlled), pre-existing
cardiovascular disorders (including severe hypertension, heart failure, arterial occlusive
disease, angina pectoris, haemodynamically significant congenital heart disease,
cardiomyopathies, myocardial infarction, potentially life-threatening arrhythmias, and
channelopathies), pre-existing cerebrovascular disorders, cerebral aneurysm, vascular
abnormalities including vasculitis or stroke or known risk factors for cerebrovascular
disorder.


Special warnings and precautions: Cardiovascular status: Patients should have a careful
history and physical exam to assess for the presence of cardiac disease. During


 treatment, if patients develop any symptoms suggestive of cardiac disease, they should
undergo specialist cardiac evaluation.  Use with caution in patients whose underlying
medical conditions might be compromised by increases in blood pressure or heart rate.
Blood pressure and pulse should be recorded at each adjustment of dose and then at
least every 6 months. Sudden death and pre-existing cardiac structural abnormalities or
other serious cardiac disorders: Sudden death has been reported in children with the use
of stimulants. Stimulants are not recommended in patients with known cardiac
abnormalities, cardiomyopathy, serious heart rhythm abnormalities or other serious
cardiac problems. Misuse and cardiovascular events: Misuse of stimulants may be
associated with sudden death and other serious cardiovascular events. Cerebrovascular
disorders:  Patients with risk factors should be assessed at every visit. Psychiatric
disorders:  Should be monitored at every adjustment of dose, then at least every 6 months,
and at every visit. May exacerbate symptoms of behavioral disturbance and thought
disorder.  Treatment-emergent psychotic symptoms or mania can be caused. Emergence
or worsening of aggressive or hostile behaviour can be caused with stimulants. Emergent
suicidal ideation or behavior should be evaluated. Associated with onset or exacerbation
of motor and verbal tics. Monitoring should be at every adjustment of dose and then at
least every 6 months or every visit. Associated with worsening of pre-existing anxiety,
agitation or tension. Should be monitored regularly. Take care in comorbid bipolar
patients. Close monitoring is essential. Growth and weight loss: growth, weight and
appetite should be recorded in children. Weight should be monitored in adults. Seizures:
use with caution. Abuse, misuse and diversion: carefully monitor for the risk of diversion,
misuse and abuse. Withdrawal: careful supervision is required. Fatigue: Should not be
used to prevent or treat normal fatigue. Choice of methylphenidate formulation: must be
decided by the specialist. Hematological effects: Patients requiring long-term therapy
should be monitored. Priapism: Prolonged and painful erections have been reported. Drug
screening: May induce a false positive lab test for amphetamines. Effects in case of
misuse as doping agent: can lead to positive results. Contains sucrose: patients with rare
hereditary problems of fructose intolerance, glucose galactose malabsorption or sucrase-
isomaltose insufficiency should not take this product.


Drug Interactions: Caution combining with other medicines, especially medicines with a
narrow therapeutic window, coumarin anticoagulants, anticonvulsants some
antidepressants, anti-hypertensive medicinal products, medicinal products that elevate
blood pressure, alcohol, halogenated anaesthetics, dopaminergic medicinal products.


Effects on ability to drive/use machines: Can cause dizziness, drowsiness and visual
disturbances. May have a moderate influence. Patients should be warned of these
possible effects.


Undesirable effects: Nasopharyngitis, gastroenteritis, anaemia, leukopenia,
thrombocytopenia, thrombocytopenic purpura, pancytopenia, hypersensitivity reactions
such as angioneurotic oedema, anaphylactic reactions, auricular swelling, bullous
conditions, exfoliative conditions, urticaria, pruritus , rashes and eruptions, decreased
appetite, anorexia, moderately reduced weight and height gain during prolonged used in
children, weight decrease in adults, insomnia, nervousness, anorexia affect lability,
aggression, agitation, anxiety, depression, irritability, abnormal behaviour, restlessness,
sleep disorder, libido decreased, panic attack, stress, bruxism, psychotic disorders,
auditory, visual and tactile hallucinations, suicidal ideation, worsening of pre-existing tics
or Tourette’s syndrome, suicidal attempt, headache, tremor, dizziness, dyskinesia,
psychomotor hyperactivity, somnolence, sedation, akathisia, dyspemia,  neuroleptic
malignant syndrome, cerebrovascular disorders, diplopia,  Arrhythmia, palpitations,
tachycardia , chest pain, angina pectoris, cardiac arrest, myocardial infarction,
Supraventricular tachycardia, bradycardia, ventricular extrasystoles, extrasystoles ,
hypertension, peripheral coldness, cerebral arteritis and/or occlusion, Raynaud’s
phenomenon, cough, pharyngolatyngeal pain, dyspnoea, nausea, dry mouth,  abdominal
pain, diarrhoea, stomach discomfort, vomiting, dyspepsis, toothache, abnormal liver
function including coma, hyperhidrosis, alopecia, pruritus, rash, urticaria, arthralgia,
erectile dysfunction, pyrexia, growth retardation during prolonged use in children, feeling
jittery, fatigue, thirst, sudden cardiac death, chest discomfort, hyperpyrexia, changes in
blood pressure and heart rate, weight decreased, white blood count abnormal. See SmPC
for full list of adverse events.


Pack size and UK list price: 
Metyrol XL 10 mg capsules (PL 17780/1103), pack size: 30, £ 17.94
Metyrol XL 20 mg capsules (PL 17780/1104), pack size: 30, £ 21.54
Metyrol XL  30mg capsules (PL 17780/1105), pack size: 30, £ 25.12
Metyrol XL 40mg capsules (PL 17780/1106), pack size:30, £43.07
Metyrol XL 60mg capsules (PL 17780/1107), pack size:30, £50.24


Legal category: POM
Marketing Authorisation Holder: Zentiva Pharma UK Limited, 12 New Fetter Lane, London,
EC4A 1JP, United Kingdom
Date of Preparation:  25 May 2022 Ref: 19790


For more information contact
ukinfo@zentiva.com







Adverse events should be reported. 
Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. 


Adverse events should also be reported to Zentiva via 
email to PV-United-Kingdom@zentiva.com or via phone on 0800 090 2408.


 NHS DM+D browser. https://services.nhsbsa.nhs.uk/dmd-browser/search (Accessed 3rd July 2023)
NHS Business Services Agency. Drug Tariff Category C price. NHS Electronic Drug Tariff.
https://www.drugtariff.nhsbsa.nhs.uk/#/00817113-DC/DC00816569/Part%20VIIIA%20products%20M (Accessed
3rd July 2023)
Affenid XL Summary of Product Characteristics. Available at: https://www.medicines.org.uk/emc/product/14600
(Accessed 3rd July 2023)
Metyrol XL Summary of Product Characteristics. Available at: https://www.medicines.org.uk/emc/product/13797
(Accessed 3rd July 2023)
MHRA advice for switching methylphenidate brands. Available at: https://www.gov.uk/drug-safety-
update/methylphenidate-long-acting-modified-release-preparations-caution-if-switching-between-products-due-to-
differences-in-formulations (Accessed 3rd July 2023)
Concerta XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/6873/smpc  (Accessed 3rd July 2023)
Xenidate XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/4397/smpc#gref  (Accessed 3rd July 2023)
Matoride XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/3304/smpc (Accessed 3rd July 2023)
Delmosart XL  Summary of Product Characteristics. Available at:
https://mhraproducts4853.blob.core.windows.net/docs/5d0772f69032573bb76a5137812e96faea9da6dd 
 (Accessed 3rd July 2023)
Xaggitin XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/9922/smpc (Accessed 3rd July 2023)
Equasym XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/7455/smpc  (Accessed 3rd July 2023)
Medikinet XL Summary of Product Characteristics. Available at:
https://www.medicines.org.uk/emc/product/7561/smpc (Accessed 3rd July 2023)


This document is based on an NHS document, found at
https://www.choiceandmedication.org/berkshirehealthcare/generate/handyfactsheetadhdformsuk.pdf
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