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	1. Name of Drug, Form and Strength
	
	Generic Name
	Form
	Strength

	Amisulpride
	Tablets
Oral solution
	50 mg, 100 mg, 200 mg, 400 mg
100 mg/mL

	Aripiprazole
	Tablets
Orodispersible tablets
Oral solution
	5 mg, 10 mg, 15 mg, 30 mg
10 mg, 15 mg

1 mg/mL

	Lurasidone
	Tablets
	18.5 mg, 37 mg, 74 mg


	Olanzapine
	Tablets
Orodispersible tablets
	2.5 mg, 5 mg, 7.5 mg, 10 mg, 15 mg, 20 mg

5 mg, 10 mg, 15 mg, 20 mg

	Paliperidone
	Tablets MR
	3 mg, 6 mg, 9 mg


	Quetiapine
	Tablets

Tablets MR


	25 mg, 100 mg, 150 mg, 200 mg, 300 mg

50 mg, 150 mg, 200 mg, 300 mg, 400 mg

Quetiapine MR tablets are restricted for use as an adjunct in depression only. Only to be used for other indications if compliance issues or side effects (e.g., sedation, postural hypotension) identified with immediate release (IR) or during rapid titration – once titrated patient to be converted to IR preparation.

	Risperidone
	Tablets
Orodispersible tablets
Oral solution
	500 microgram, 1 mg, 2 mg, 3 mg, 4 mg, 6 mg
500 microgram, 1 mg, 2 mg, 3 mg, 4 mg

1 mg/mL




	2. Licensed Indications 

NB.  Some antipsychotics are used for other indications which are not licensed. The responsibility for prescribing for unlicensed indications lies with the prescriber.
	
	Generic name
	Licensed indications

	Amisulpride
	Schizophrenia

	Aripiprazole
	Schizophrenia, treatment and recurrence prevention of mania

	Lurasidone
	Schizophrenia
Lurasidone is restricted for use in patients who have previously had a trial of but not responded to aripiprazole, and who fulfil one of the following criteria:
• Weight gain with other antipsychotics and there is a need for the BMI to move towards the normal range
• Patients for whom there is a need to avoid weight gain and metabolic adverse effects, e.g. patients with diabetes, cardiovascular disease
• Patients with a prolonged QTc interval

	Olanzapine
	Schizophrenia, combination therapy for mania, preventing recurrence in bipolar disorder, monotherapy for mania

	Paliperidone
	Schizophrenia, schizoaffective disorder

	Quetiapine

	Schizophrenia, treatment of mania and depression in bipolar disorder, prevention of mania and depression in bipolar disorder

	Quetiapine MR
	Schizophrenia, treatment of mania and depression in bipolar disorder, prevention of mania and depression in bipolar disorder, adjunctive treatment of major depression
Quetiapine MR tablets are restricted for use as an adjunct in depression only. Only to be used for other indications if compliance issues or side effects (e.g., sedation, postural hypotension) identified with immediate release (IR) or during rapid titration – once titrated patient to be converted to IR preparation.

	Risperidone
	Psychosis, mania




	3. Criteria for shared care

	· This shared care protocol covers when second generation antipsychotics are prescribed for the treatment of:
· Schizophrenia
· Bipolar illness
· Schizoaffective illness
· Psychotic symptoms such as hallucinations, thought disorder, paranoia, delusions, conceptual disorganisation, grandiosity and psychomotor agitation in patients who do not have a diagnosis of schizophrenia or bipolar illness.
· For the specified unlicensed indications approved by NICE: psychotic depression; psychotic symptoms in Parkinson’s disease (with no cognitive impairment). (Refer to NICE for specific details).
· Major depression – adjunctive treatment (Quetiapine MR is licensed though all other second generation antipsychotics are commonly used in an unlicensed manner)
· Historic antipsychotic use for someone with a pre-existing severe and enduring mental illness as defined above, who then develops a dementia

Prescribing responsibility will only be transferred when:
· Treatment has been initiated and established by the secondary care specialist and the patient is deemed to be stable except by prior agreement with the GP and in line with local commissioning agreements. Local commissioning arrangements may vary and in some cases primary care will be asked to undertake the baseline investigations. This will be confirmed with the individual GP as necessary.
· The patient’s initial reaction to and progress on the drug is satisfactory.
· The GP has agreed in writing in each individual case that shared care is appropriate depending on local commissioning arrangements which may vary.
· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements

	4. Patients excluded from shared care
	· Unstable disease state requiring significant medication changes or other intervention.
· Prescribing outside stated indications in this SCP.
· Patient does not consent to shared care
· Patient does not meet criteria for shared care
· Patients for whom the drug is being used to treat behavioural and psychological symptoms of dementia (BPSD) unless subject to a local agreement (for example, Salford and Trafford).
· Children and adolescents
· Clozapine is a RED drug, as such, its prescribing and monitoring is retained by the specialist.

	5. Therapeutic use &  background
	Antipsychotic drugs are used variously in the long-term treatment of schizophrenia and other psychoses, mania, depression (including bipolar depression) and in other chronic conditions according to their individual product licenses as well as for unlicensed indications recommended by NICE. 
They may also be used in the short-term treatment of such conditions as anxiety, psychomotor agitation, and violent or dangerously impulsive behaviours, however such applications fall outside the scope of this guideline.
 
Antipsychotic drugs have been traditionally separated into two groups; first generation (typical) and second generation (atypical) based upon their side-effect profiles. 
However, there is little meaningful difference in efficacy between each of the antipsychotic drugs (other than clozapine), and response and tolerability to each antipsychotic drug varies. There is no first-line antipsychotic drug which is suitable for all patients. (BNF online). Choice of antipsychotic medication is influenced by the patient’s medication history, the degree of sedation required and consideration of individual patient factors 
 
NICE clinical guideline 178 (prevention and management of psychosis and schizophrenia) recommends that choice of drug treatment should be made after an informed discussion between patient and prescriber. 

References:
Support for the use of these drugs comes from:
· NICE CG178: Psychosis and Schizophrenia in adults: prevention and management (March 2014) 
· NICE CG185: Bipolar Disorder: assessment and management (Last updated February 2020) 
· NICE CG192: Antenatal and postnatal mental health (Last updated February 2020) 
· NICE Guidance: Parkinson’s disease in adults NG71 (July 2017)
Guidance should be used in conjunction with the BNF and Summary of Product Characteristics (SPC)
· A.H. Barnett et al. Minimising Metabolic and Cardiovascular Risk in Schizophrenia, Diabetes, Obesity and Dyslipidaemia. J.Psychopharmacology 2007 21: 357-373 
· Lester UK Adaptation 2014 Update – An intervention framework for people experiencing psychosis and schizophrenia
· British Association for Psychopharmacology consensus guidance on the use of psychotropic medication preconception, in pregnancy and postpartum 2017 

	6. Contraindications and cautions (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	Contraindications and cautions will vary for each drug. The prescriber is advised to refer to the individual SPC for the drug for a full list.

All drugs: Hypersensitivity to the active substance or to any of the excipients.

Antipsychotics may be contraindicated in comatose states, CNS depression, phaeochromocytoma and prolactin-dependent tumours.
 
Cautions for antipsychotic drugs include renal or hepatic impairment, blood dyscrasias, cardiovascular disease, arrhythmias (e.g. QT prolongation), conditions predisposing to seizures, depression, diabetes (may raise blood glucose), epilepsy, history of jaundice, myasthenia gravis, Parkinson’s disease (may be exacerbated), photosensitization, prostatic hypertrophy, severe respiratory disease, susceptibility to angle-closure glaucoma.

MHRA Drug Safety Advice has been issued for:
Clozapine and other antipsychotics: monitoring blood concentrations for toxicity
Risperidone and paliperidone: risk of intraoperative floppy iris syndrome in patients undergoing cataract surgery
Antipsychotics: risk of venous thromboembolic events

	7. Prescribing in pregnancy and lactation
	If a patient is pregnant or breastfeeding the following should have taken place:
· Discussion with specialist
· Discussion with patient
· Risk/benefit analysis

For further information see British Association for Psychopharmacology consensus guidance on the use of psychotropic medication preconception, in pregnancy and postpartum 2017

It is important the medication is not stopped on discovering the patient is pregnant for fear of destabilising the patient and risk associated with that for both mother and the unborn baby. Do not routinely stop antipsychotic treatment but arrange an urgent appointment with the specialist.

	8. Dosage regimen for continuing care

	Route of administration
	Newly-diagnosed patients are normally offered oral medication in the form of tablets or capsules. However, if there are swallowing difficulties oral liquids, or orodispersible tablets which dissolve rapidly in the saliva, may be considered.

Long-acting intramuscular injections (‘depots’) may be considered where compliance with oral medication is a barrier to recovery. GMMMG have a separate SCP. 

	
	Preparations available: 
See table in section 1 and refer to BNF monographs of individual drugs. 


	
	Please prescribe:  
	Generic name
	Indication
	Dose

	Amisulpride
	Schizophrenia – predominantly negative symptoms

Acute psychotic episode in schizophrenia
	50–300 mg daily 


400–800 mg daily in two divided doses adjusted according to response; max. 1.2 g daily

	Aripiprazole

	Schizophrenia



Treatment and recurrence prevention of mania
	10–15 mg once daily; usual dose 15 mg once daily; max. 30 mg once daily

15–30 mg once daily

	Lurasidone
	Schizophrenia

When given with moderate CYP3A4 inhibitors (e.g. diltiazem, erythromycin, fluconazole, and verapamil)
	37–148 mg once daily

18.5-74 mg once daily

	Olanzapine
	Schizophrenia, combination therapy for mania, preventing recurrence in bipolar disorder, mania monotherapy
	5–20mg daily



	Paliperidone	
	Schizophrenia

Schizoaffective disorder

	3-12 mg daily
6-12 mg daily

	Quetiapine
	Schizophrenia




Treatment of mania in bipolar disorder



Treatment of depression in bipolar disorder


Prevention of mania and depression in bipolar disorder


	300–450 mg daily in two divided doses (after 4 day titration and adjustment according to response); max. 750 mg daily

400–800 mg daily in two divided doses (after 4 day titration and adjustment according to response); max. 800 mg daily

300 mg once daily (after 4 day titration and adjustment according to response); max. 600 mg daily

Continue at effective treatment dose and adjust to lowest effective dose; usual dose 300–800 mg daily in two divided doses.


	Quetiapine MR
MR tablets are restricted to use as an adjunct in depression only.
Only to be used for other indications if compliance issues or side effects (e.g. sedation, postural hypotension) identified with immediate release (IR) or during rapid titration – once titrated patient to be converted to IR preparation.

The most cost-effective MR preparation should be used.
	Schizophrenia


Treatment of mania in bipolar disorder


Treatment of depression in bipolar disorder


Prevention of mania and depression in bipolar disorder



Adjunctive treatment of major depression
	600 mg once daily (after 2 day titration); max 800 mg daily

400–800mg once daily (after 2 day titration and adjustment according to response)

300 mg once daily (after 4 day titration and adjustment according to response); max. 600 mg daily

Continue at effective treatment dose and adjust to lowest effective dose; usual dose 300–800 mg once daily

150–300 mg once daily (after 4 day titration)

Lower doses are recommended in the elderly for some indications. Consult BNF.

	Risperidone
	Psychosis





Mania


	4–6 mg daily (after 2 day titration); max. 16 mg daily. Doses above 10 mg only if benefit considered to outweigh the risk.

2 mg once daily, increased in steps of 1 mg daily if required; usual dose 1–6 mg daily. 
Lower doses are recommended in the elderly. Consult BNF.





	
	Is titration required 
	If titration is required it will be under the direction and monitoring of secondary care.
Mental Health Specialist Services will recommend the prescribing of second generation antipsychotics after assessment of the patients. Where there is clear evidence of psychotic symptoms, and an individual is refusing to attend secondary care services they may be initiated in primary care, but mental health specialist services will always be involved in the decision to commence these drugs.

	
	Conditions requiring dose reduction:

Refer to individual SPCs.
	

	
	[bookmark: Text5]Usual response time:
Varies according to the drug, within the range of 2 weeks to several months depending on individual patient and each drug.  

	
	Duration of treatment:	 
Determined by secondary care.


	
	Treatment to be terminated by:  
These are long term treatments and would not be discontinued without advice from specialist, except in the case of clinical urgency.   

	
	NB. All dose adjustments will be the responsibility of the specialist unless directions have been specified in the letter from specialist to the GP. 


	9.Drug Interactions 

For a comprehensive list consult the BNF or Summary of Product Characteristics

	The following drugs must not be initiated without consultation with the specialist:
Anaesthetics, lithium.



	
	The following drugs may be prescribed with caution:
Anti-arrhythmics, antidepressants, anti-epileptics, benzodiazepines, beta-blockers analgesics (non-opioid), laxatives, nutritional supplements, bronchodilator inhalers, H2 receptor antagonists, methadone, macrolides, proton pump inhibitors, quinine.
This list is not exhaustive. Check BNF for all cautions and drug interactions for individual drugs.










	10. Adverse drug reactions 

For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult Summary of Product Characteristics or BNF
	Specialist to detail below the action to be taken upon occurrence of a particular adverse event as appropriate. Most serious toxicity is seen with long-term use and may therefore present first to GPs. 
	
The Glasgow Antipsychotic Side-effect Scale (GASS) is a self-reporting questionnaire used to identify the side effects of antipsychotic medication. 


	
	Adverse event

	Action to be taken 
	By whom

	
	Extrapyramidal side effects: 
Tremor, dystonia, akathisia, tardive dyskinesia
	Provide symptomatic relief and discuss with secondary care specialist.
	GP/specialist

	
	Sexual dysfunction
	Provide symptomatic relief.  If symptoms persistent discuss with the specialist to review medication.
	GP/specialist

	
	Tachycardia, arrhythmias, hypotension, QT-prolongation
	[bookmark: Text17]Discuss with secondary care specialist. 
Depending on the actual event and severity stop treatment prior to discussing with secondary care specialist.
	[bookmark: Text18]GP

	
	Hyperglycaemia, diabetes
	[bookmark: Text21]Discuss with secondary care specialist.
	[bookmark: Text22]GP

	
	Temperature dysregulation/ 
Neuroleptic Malignant Syndrome
	[bookmark: Text25]Stop treatment and discuss with secondary care specialist. 
In an emergency send patient to A&E.
	[bookmark: Text26]GP

	
	Raised creatine phosphokinase
	Stop medication, treat symptoms and discuss with secondary care specialist.
	GP/specialist

	
	Weight gain
	Offer weight management, if persistent discuss with secondary care specialist to review medication.
	GP

	
	Increased prolactin levels, asymptomatic
	<2000 mu/L – exclude organic cause, discuss with patient that happy to continue on same antipsychotic, and re-check after 6 months.

>2000 mu/L - discuss with MH specialist and/or endocrinologist and consider endocrine referral to rule out organic causes.
	GP/specialist

	
	Increased prolactin levels that cause symptoms such as gynaecomastia, galactorrhoea, sexual dysfunction, amenorrhoea and oligoamenorrhea. 
Note: Prolactin levels do not correlate with presence of symptoms or severity.
	Discuss with MH specialist and/or endocrinologist and consider endocrine referral.
	GP/specialist

	
	The patient/carer should be advised to report any of the following signs or symptoms without delay to the appropriate healthcare practitioner (e.g. GP / A&E) depending on severity:
 :           



	
	
Acute dystonia, convulsions, high body temperature, collapse.

Neuroleptic Malignant Syndrome symptoms – hyperthermia, fluctuating levels of consciousness, muscle rigidity, and autonomic dysfunction with pallor, tachycardia, labile blood pressure, sweating and urinary incontinence.

Unexplained fever or infection.

	
	Other important co morbidities (e.g. Chickenpox exposure). Include advice on management and prevention and who will be responsible for this in each case:

	
	Nil.

	
	Any adverse reaction to a black triangle drug or serious reaction to an established drug should be reported to the MHRA via the “Yellow Card” scheme (www.mhra.gov.uk/yellowcard).

	
	

	11.Baseline investigations
(Local 
commissioning 
arrangements may 
vary)

	List of investigations / monitoring undertaken by secondary care:
Urea and electrolytes
Full blood count
Blood lipids
Body weight and height
ECG
Pulse & blood pressure
Prolactin
Liver function tests
HbA1c or fasting glucose
Waist circumference
Personal family history of diabetes & CVD risk
Lifestyle review (to include smoking, diet, physical activity, drugs & alcohol)

Perform tests where clinically indicated e.g. U&Es in high risk patients with hypertension, diabetes etc. LFTs in those with a history of alcohol misuse or significantly elevated BMI and ECG if indicated i.e. patient on drugs that could prolong QT interval such as tricyclic antidepressants, quinine, methadone etc., or other risk factors for QT prolongation present, or if the patient has a family history of CVD. All inpatients will have an ECG. FBC if patients have had a history of neutropenia or are on other medication e.g. cytotoxics, certain antibiotics etc. which may add to the risk.

Local commissioning arrangements may vary, and in some cases, primary care will be asked to undertake the baseline investigations. This will be confirmed with the individual GP as necessary.

	12. Ongoing monitoring requirements to be undertaken by GP 



	Is monitoring required? 
	Yes 
According to NICE CG178 and CG185

‘The secondary care team should maintain responsibility for monitoring the patient’s physical health and the effects of antipsychotic medication for at least the first 12 months or until the patient’s condition has stabilised, whichever is longer. Thereafter, this responsibility may be transferred to primary care under a shared care agreement.’

Currently no standardised commissioning agreements are in place for such a service and in the absence of this previously agreed existing arrangements apply. Also, local commissioning arrangements may vary.




	
	Monitoring
	Frequency
	Results
	Action
	By whom

	
	[bookmark: Text30]Urea and electrolytes including renal function
	[bookmark: Text31]Yearly*
	[bookmark: Text32]Outside normal range e.g. raised potassium and decreased renal function
	[bookmark: Text33]Possible medication/dose change with specialist input.
	[bookmark: Text34]Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Full blood count
	Yearly*
	Outside normal range e.g. neutropenia
	Possible medication/dose change with specialist input.  
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Blood lipids
	At 3 months, then at 1 year, then yearly
	Outside normal range
	Offer lifestyle advice. Possible medication/ dose change with specialist input, or prescribing of lipid lowering drug
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Weight, waist circumference & BMI
	Weekly for 6 weeks, then at 12 weeks, then at 1 year, then yearly (plotted on a chart)
	Outside normal range
	Offer lifestyle advice.
Possible dose/medication change with specialist input.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	HbA1c or fasting blood glucose


	At 3 months, then at 1 year then yearly
	Outside normal range
	Offer lifestyle advice.  Refer to specialist.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	ECG
	Yearly if clinically indicated e.g. previous abnormality, known additional risk factor for QT prolongation identified at annual physical check
	Outside normal range
	Refer to specialist
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Blood pressure and pulse
	At 3 months, then at 1 year, then yearly
	Outside normal range
	Slow titration. Manage blood pressure as per national guideline recommendations. Discuss any concerns with specialist.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Prolactin
(Required for amisulpride, lurasidone, paliperidone and risperidone)
	At 12 months, then annual thereafter
	Outside normal range
	Switch drugs if symptomatic – this would be done with specialist input.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Liver function tests
	Yearly*

	Outside normal range
	Discontinue drug if LFTs indicate hepatitis or functional liver damage. Refer to specialist.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Personal family history of diabetes & CVD risk
	Yearly
	
	Possible dose/medication change. Refer to specialist.
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	Lifestyle review (to include smoking, diet, physical activity, drugs & alcohol)
	Yearly
	
	Offer lifestyle advice
	Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.


	
	* Perform tests where clinically indicated e.g. U&Es in high risk patients with hypertension, diabetes etc. LFTs in those with a history of alcohol misuse or significantly elevated BMI and ECG if indicated i.e patient on drugs that could prolong QT interval such as tricyclic antidepressants, quinine, methadone etc, or other risk factors for QT prolongation present, or if the patient has a family history of CVD. All inpatients will have an ECG. FBC if patients have had a history of neutropenia or are on other medication e.g. cytotoxics, certain antibiotics etc. which may add to the risk.

	13. Pharmaceutical aspects 

	No special considerations.

	14. Responsibilities of specialist/specialist team
(Local 
commissioning 
arrangements may 
vary)
	· Perform comprehensive, multidisciplinary mental health assessment as per NICE Guidance.
· Discuss with the patient and carer(s) the benefits and side-effects of the treatment and mutually agree an acceptable treatment regimen.
· Develop care plan with patient.
· Ensure accurate list of current medicines from GP and physical health summary before prescribing to ensure no drug interactions or contraindications.
· Provide patient/carer with relevant drug information to enable informed consent (if appropriate) to therapy.
· Provide patient/carer with relevant drug information to enable understanding of potential side effects and appropriate action.
· Provide patient/carer with relevant drug information to enable understanding of the role of monitoring.
· Initiate treatment and prescribe until dose is stable, unless otherwise agreed with the GP. Make appropriate dose adjustments, unless otherwise agreed with the GP.
· Monitor patient’s initial reaction to and progress on the drug. 
· Perform the recommended baseline tests and continue to monitor the patient’s physical health and the effects of antipsychotic medication for at least 4 weeks, but up to 12 months or until the patient’s condition has stabilised. This may vary between local commissioning arrangements depending on agreed pathways for step-down. 
· Ensure that the patient has an adequate supply of medication until GP supply can be arranged. 
· Patients will be considered suitable for transfer to GP prescribing ONLY when they meet the criteria listed in section 3 above. 
· The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Failure to supply all the required information will result in the refusal of the request until all information has been supplied
· Patients will only be transferred to the GP once the GP has agreed. 
· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug, and agree to review the patient promptly if contacted by the GP.
· To ask for the test results if not copied to or accessible in secondary care.
· To follow up any abnormal results with the patient/GP to make sure they are acted upon in a timely manner.
· Provide GP with diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, and duration of treatment before consultant review.  
· Provide GP with details of outpatient consultations, ideally within 14 days of seeing the patient or inform GP if the patient does not attend appointment.
· Provide GP with advice on when to stop this drug.
· Act upon communication from the GP in a timely manner.
· Be available to provide patient specific advice and support to GPs as necessary.
· Send a copy of the Care Programme Approach (CPA) Plan to GP including the medication treatment plan.

	15. Responsibilities of the GP
(Local 
commissioning 
arrangements may 
vary)












	· Continue treatment as directed by the specialist.
· Act upon communication from the specialist in a timely manner.
· Ensure no problematic drug interactions with concomitant medicines.
· To monitor and prescribe in collaboration with the specialist according to this protocol.
· To ensure that the monitoring and dosage record is kept up to date (if applicable).
· Symptoms or results are appropriately actioned, recorded and communicated to secondary care when necessary. 
· GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website and Appendix 5 of this document to facilitate this.
· If the GP does not feel it is appropriate to take on the prescribing then the prescribing responsibilities will remain with the specialist. The GP should indicate the reason for declining.  If the GP is not taking on the prescribing, the second generation antipsychotic drug should be documented under hospital medicines.  
· Enter an appropriate READ / SNOMED CT) on to the patient record to highlight the existence of shared care for the patient.
· Add patient to Severe Mental Illness (SMI) Register on GP practice system if appropriate.
· Undertake more frequent tests if there is evidence of clinical deterioration, abnormal results, or other risk factors. Contact consultant team for advice on monitoring in these circumstances if required.
· Check all monitoring results (contacting the specialist if necessary) prior to issuing a repeat prescription to ensure it is safe to do so. 
· Monitor the patient’s general wellbeing, especially increased metabolic physical health risks.
· Inform the consultant immediately if a patient has become pregnant or is planning to become pregnant for treatment options to be considered  
· Notify the consultant of any circumstances that may preclude the use of antipsychotics for example, the use of illicit drugs or contraindications to treatment.
· Perform full blood count if unexplained infection or fever or if other medication is added that might increase the risk of neutropenia (e.g. cytotoxics). These drugs rarely cause neutropenia.
· Seek urgent advice from secondary care if:
· Toxicity is suspected (e.g. neuroleptic malignant syndrome – refer immediately to A&E for supportive therapy).
· Non-compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration in the patient’s condition
· The GP feels the patient is not benefiting from the treatment
· The shared care agreement will cease to exist, and prescribing responsibility will return to secondary care, where:
· The clinical situation deteriorates such that the shared care criterion of stability is not achieved. 
· The clinical situation requires a major change in therapy.
· The patient is a risk to self or others
· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the specialist. The specialist will accept such a transfer within a timeframe appropriate to the clinical circumstances.
There must be discussion between the specialist team and GP on this matter and agreement from the consultant team to take back full prescribing responsibility for the treatment of the patient. The consultant team should be given 14 days’ notice in which to take back prescribing responsibilities from primary care.
· A copy of the physical health monitoring results should be sent to the care co-ordinator and the specialist.

	16. Responsibilities of the patient
	· To take medication as directed by the prescriber, or to contact the GP if not taking medication
· To attend hospital and GP clinic appointments.
· To report adverse effects to their specialist or GP or A&E depending on severity.


	17.Additional Responsibilities
e.g. Failure of patient to attend for monitoring, Intolerance of drugs, Monitoring parameters outside acceptable range, Treatment failure, Communication failure
	List any special considerations
	[bookmark: Text54]Action required
	By whom


	Date

	
	Failure of patient to attend for monitoring
	Refer to secondary care or community mental health team for advice
	GP
	

	18. Supporting documentation
	Further patient information available through the Choice and Medication website, and should be given to the patient by their mental health Trust.

Educational Risk Minimisation Materials to help reduce the risk associated with using Aripiprazole are available at http://www.medicines.org.uk/emc


	19. Patient monitoring booklet
	Not required.

	20. Contact details
	See Appendix 1.
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Appendix 1 – Local Contact Details





	Secondary care contact information 

	If stopping medication or needing advice please contact: 

	
	[bookmark: Text51]Dr  [insert text here]

	
	[bookmark: Text52]Contact number:  [insert text here]

	
	Fax:[insert text here]

	
	[bookmark: Text53]Hospital:  [insert text here]



	Lead author contact information 

	Name:  Sarah Harris - Lead Clinical Pharmacist, North Division


	
	Email:   sarah.harris13@nhs.net


	
	Contact number:   01706 676246

	
	Organisation:   Pennine Care NHS Foundation Trust




















Appendix 2 – Salford CCG Share Care Protocol: Statement of agreement and responsibilities 

Within Salford CCG the following has been agreed for oral second generation antipyschotics to align with the commissioned specialist mental health services (SMHS) available to Salford residents. Currently within Salford CCG depot preparations do not transfer to primary care and remain within SMHS. The information below clarifies SMHS and primary care roles and responsibilities in the management of these patients to facilitate the best available outcome for Salford patients. To allow the responsibilities below to be carried out SMHS will require an up to date medication history and physical health information from the patients GP or from the Salford Integrated Record (SIR). 

1. Prescribing 
Specialist mental health services will prescribe the first prescription for oral second generation antipsychotic. After this initiation phase the consultant will request that prescribing moves to shared care under the second generation antipsychotics SCP. This may be from week 4 onwards and in the majority of cases by week 12. If a patient’s antipsychotic is changed due to lack of clinical response, side effects, or adverse effect on physical health, primary care will prescribe this new antipsychotic. If there is any uncertainty if shared care is being requested in line with the SCP this can be clarified by liaising with the CCG medicines management team or CCG GP mental health commissioning lead. Prescribing beyond the remit of this SCP will not transfer to primary care. Prescribing should be carried out in a cost effective manner as documented in the SCP and in particular the SMHS guidance on the use of Quetiapine XL should be adhered to. 

2. Physical health monitoring 
All tests, as defined in the main SCP section 12, will be carried out by SMHS and communicated to the GP up to week 12, when physical health monitoring moves to primary care. On-going annual monitoring will be done by primary care. Any abnormalities in the tests performed during weeks 0-6 should be communicated to the patients GP and a treatment plan, if appropriate, put in place. Any patient with diabetes or cardiovascular disease should be managed via the CCG locally commissioned Salford Standard

Physical health monitoring of patients treated under this SCP is part of the Salford Standard from 2016/17 (Vulnerable groups section).

	Month
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12

	Prescribing
	SMHS
	SMHS/GP
	SMHS/GP
	GP
	GP
	GP
	GP
	GP
	GP
	GP
	GP
	GP

	Physical health monitoring
	SMHS
	SMHS
	GP
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	GP



3. On-going care co-ordination 
Patients managed on oral second generation antipyschotics will be done so under a Care Programme Approach (CPA) and this will be communicated to the GP. 

4. Stepping down 
Within Salford, after discussions between SMHS and clinical commissioning leads, it has been decided that for some cases patients on second generation antipsychotics, it may be appropriate that their care is stepped down to being managed solely by the GP. In these particular cases SMHS will write to the GP with a clear management plan including details of warning signs of relapse and what do if this occurs and ensure they are happy with this. If there is any uncertainty from primary care clinicians regarding stepping down they can discuss this with the CCG GP mental health commissioning lead. Rapid access back in to SMHS will be available to these patients, as with all patients within Salford who need to be reviewed urgently. 

Salford CCG Shared Care Protocol Statement of agreement 
This is a request by the consultant to share the suggested care pathway of your patient. If you are unable to agree to the sharing of care and initiation the suggested medication, please make this known to the Consultant within 14 days, ideally stating the nature of your concern. 
Please refer to SCP for [DRUG NAME] available on the GMMMG website: 
http://gmmmg.nhs.uk/html/gmmmg_app_scgs.php






























Appendix 3 
	Trafford CCG Shared Care protocol: Statement of agreement and responsibilities


.

Referrals
1. Referral: The GP refers a patient to Trafford Community Mental Health services including the information produced by the GP electronic patient record mental health report.
1. Screening: The team will screen the referral, complete the assessment and review at the Multidisciplinary Team meeting. 
1. Information request: If the mental health team are considering starting an existing patient on an oral atypical antipsychotic, then the mental health team will liaise with the GP practice and request the GP electronic patient record mental health report.
1. Incomplete information: If referral information is incomplete, the team will liaise with the GP practice to discuss the issues and seek the necessary information. 
1. Pathway: If all necessary referral information has been received and the assessment indicates it is appropriate to do so the team will:
4. Accept the patient onto the Atypical Antipsychotic Initiation Pathway (AAIP)
4. Undertake the PHIT (Physical Health Improvement Tool) as outlined in the table for physical health monitoring in the SCP
4. Initiate prescribing of atypical antipsychotic medication. 
4. Send GP practice a letter to confirm that the patient is now on the AAIP.
4. Schedule the appropriate outpatient appointments so that robust monitoring and prescribing of the medication can take place.
1. Out of pathway: There may be occasions, where following assessment, urgent access to atypical antipsychotics is required and we are not in receipt of the necessary referral information that will enable us to safely prescribe. If following contact with the GP practice this cannot be obtained in a timely manner it is agreed that the team will write to the GP informing them of the recent mental health assessment and recommending that the GP consider prescribing atypical antipsychotic medication. From this point, the responsibility to prescribe would lie with the GP. The letter will provide a rationale as to why it was not possible to accept the patient onto the AAIP.
 
Physical Health Monitoring
1. First week: During the first week of prescribing atypical antipsychotic medication the team will conduct the PHIT (Physical Health Improvement Tool), completing the investigations as in the flow chart below. The physical health parameters will be communicated to the GP.
1. Adverse effects: If the patient is experiencing considerable weight gain and or other prominent physical health issues, then a review will take place and the GP will be informed.
1. Ending pathway: Physical health checks will then be repeated between weeks 10-12.  

Prescribing
1. Reviews: Outpatient reviews will be scheduled as required during the AAIP. Following an outpatient appointment, a letter will be sent to the GP to update them on progress.
1. Switching: If following an outpatient appointment, the prescriber decides to prescribe an alternative atypical antipsychotic medication, the patient will begin the AAIP again at week 1. A letter will be sent to the GP informing them of this.
1. Information requests: Throughout the pathway we require the GP to inform the team, in writing, without delay if the GP becomes/is aware of any issue that might impact upon our decision making in regard to the prescription of atypical antipsychotics. This will be essential in order to maintain safety therefore without it we will be unable to continue prescribing.


Transfer of prescribing from secondary care to primary care
1. Last 2 weeks: During the last 2 weeks of the 12-week pathway a final review will take place with the team who will review the patient’s progress and physical health. At this point, the prescriber will write to the GP with advice and guidance on the titration of dosing, ongoing monitoring requirements and an assessment of the patient’s mental health needs in order for the GP to continue to prescribe safely.
1. SCP end documentation: 
1. The mental health prescriber will send the End of Shared Care Pathway form (SCP 4) and a paper or electronic copy of the GMMMG Shared Care Protocol.  
1. The GP will complete the “Shared care agreement form – GP response in the GMMMG Shared Care Protocol and return this to the mental health services to confirm that the GP will agree to continue prescribing and monitoring.  

Differences between local Trafford and GMMMG protocols
This local protocol only applies to patients who meet the criteria for continued treatment under the care of the secondary mental health services in Trafford.
Section 3: prescribing responsibility to be transferred independently of indication.
Section 4: Only patients who do not meet the criteria for care coordination by the mental health services in Trafford would be excluded from shared care. This local protocol only applies to patients aged 17 and older.
Section 9: the following drugs must not be prescribed without consultation with the appropriate specialist (i.e. anaesthetist for general anaesthetics) 
Section 12, 14, 15: the mental health services will monitor physical health and adverse effects of atypical antipsychotics for 12 weeks, and it will then be the shared responsibility of the patient’s GP to monitor them and prescribe.
 



 Shared Care Protocol – Trafford 12 Week Initiation Pathway
Step 4a
Review 
Step 1

GP referral to Mental Health Services on standardised form including summary of mental health needs and relevant physical health summary.
*Lester physical health screen 
(In line with monitoring table in SCP)

Physical health history
Lifestyle review
Weight and waist circumference
Blood pressure
Full blood count if indicated 
HbA1c or fasting glucose/random glucose
Lipid profile

* ECG, prolactin & U&Es if required following outpatient review



.Step 2a
If incomplete information given, clinical leads or duty worker to liaise with GP and advise of expectations. 


Step 3
Accepted to Trafford Services
*Lester Physical Health Screen
Urgent review or liaison with prescriber. 
If indicated commence antipsychotics and:
Highlight medication zone
Place alert on patient record
Book 2, 6 and 10-12 week outpatient reviews if clinically indicated
Initiation letter to GP
Step 4
Week 1
Completion of Physical Health Intervention Tool (PHIT)
Diet review 
Step 5
Week 2 and 6
Outpatient review
Progress review
Update GP 
Step 6
Week 10- 12 
Final outpatient review
Repeat physical health checks as outlined in SCP Table
Refer back to GP: Letter with copy of Physical Health Intervention Tool (PHIT)
* Step 5a 
Change in
antipsychotic 

Step 2
Referral is screened and assessment undertaken by team and discussion with MDT or Team Manager / Deputy (if urgent) 
Prior to outpatients appointments team admin to request health report from GP & send letter to GP

GP will provide updates regarding physical health eg GP appts, A&E and Walk-In Centre presentations, hospital admissions etc as they occur.

If up to date information is not provided prescribing cannot take place
Step 3a
Fall-back position
Refer back to GP











































Appendix 4
Shared Care Agreement Form

Specialist request
*IMPORTANT: ACTION NEEDED*

[bookmark: Text57]Dear Dr	[insert Doctors name here]

[bookmark: Text58]Patient name:	[insert Patients name here]
[bookmark: Text59]Date of birth:	[insert date of birth]
NHS Number: [insert NHS Number]
[bookmark: Text60]Diagnosis:	[insert diagnosis here]

[bookmark: Text61]This patient is suitable for treatment with [insert drug name] for the treatment of
[bookmark: Text63][bookmark: Text64][insert indication]. Treatment was started on [insert date started]   [insert dose].

This drug has been accepted for Shared Care according to the enclosed protocol (as agreed by Trust / GMMMG). I am therefore requesting your agreement to share the care of this patient. 

The patient has been fully counselled on the medication.

[bookmark: Text65]If you are in agreement, please undertake prescribing from [insert date] (NB: date must be at least 1 month from initiation of treatment) AND monitoring from [insert date]

	Baseline test
	Date
	Result

	Body weight and height 
	Date	Click or tap here to enter text.
	Waist circumference
	Date	Click or tap here to enter text.
	BP & Pulse
	Date	Click or tap here to enter text.
	HbA1c or fasting glucose (or random if not possible)
	Date	Click or tap here to enter text.
	Fasting lipids (or random if not possible)
	Date	Click or tap here to enter text.
	FBC
	Date	Click or tap here to enter text.
	TFT
	Date	Click or tap here to enter text.
	LFT
	Date	Click or tap here to enter text.
	U&Es including eGFR
	Date	Click or tap here to enter text.
	Prolactin
	Date	Click or tap here to enter text.
	Physical Health
	Date	Click or tap here to enter text.
	Personal family history of diabetes & CVD risk
	Date	Click or tap here to enter text.
	Lifestyle review (to include smoking, diet, physical activity, drugs & alcohol)
	Date	Click or tap here to enter text.
	Further investigation if indicated (e.g. ECG)
	Date	Click or tap here to enter text.


[bookmark: Text67]Next review with this department:	[insert date]

Name of Care Co-ordinator / CPN: [insert text here].
Telephone Number: [insert text here].

[bookmark: Text72]You will be sent a written summary within 14 days. The medical staff of the department are available at all times to give you advice. If the patient is stepped down or discharged whilst taking [insert text here] rapid access back in to the specialist service will be available to the patient if they need to be seen urgently.

Please use the reply slip and return it as soon as possible.
Thank you.
[bookmark: Text68]Yours  [insert Specialist name]

TABLE: Recommendations for initial evaluation and ongoing monitoring in patients on oral antipsychotics – See section 12 in main SCP for full information and actions to take for measurements outside normal range.
	
	Secondary Care
	Primary Care

	
	Initial Visit1
	6 weeks 
	12 weeks 
	12 months & annually thereafter 

	Personal family history of diabetes & CVD risk 

	
	
	
	

	Lifestyle review (to include smoking, diet, physical activity, drugs & alcohol) 

	
	
	
	

	Weight (& height2) 

	+ weekly for 6 weeks
	

	
	

	Waist circumference 

	+ weekly for 6 weeks
	

	
	

	Pulse & blood pressure 

	
	
	
	

	HbA1c or fasting glucose3

	
	
	
	

	Lipid profile 

	
	
	
	

	Prolactin 
(for amisulpride, lurasidone, paliperidone and risperidone)
	
	
	
	

	Renal, LFTs, FBC4
 
	
	
	
	

	ECG (if indicated) 

	
	
	
	


1Some assessments may not be possible at initial evaluation. Clinical judgement should be used to establish which evaluations can be carried out at a later date. 
2Measurement of height only required at initial visit 
3 Follow local guidelines if results abnormal. See also section 12. If recent changes are suspected a fasting glucose reading will give a more accurate result. 
4Perform tests where clinically indicated e.g. U&Es in high risk patients with hypertension, diabetes etc. LFTs in those with a history of alcohol misuse or significantly elevated BMI and ECG if indicated i.e patient on drugs that could prolong QT interval such as tricyclic antidepressants, quinine, methadone etc or if the patient has a family history of CVD. All inpatients will have an ECG. FBC if patients have had a history of neutropenia or are on other medication e.g. cytotoxics, certain antibiotics etc. which may add to the risk. 



Appendix 5 

Shared Care Agreement Form 

GP Response


Dear Dr [insert Doctors name]

Patient 	[insert Patients name]

NHS Number	[insert NHS Number]

		Identifier	[insert patient date of birth/address]


I have received your request for shared care of this patient who has been advised to start [insert text here]
		

A	I am willing to undertake shared care for this patient as set out in the protocol

B	I wish to discuss this request with you

C	I am unable to undertake shared care of this patient.

	My reasons for not accepting are:
(Please complete this section)

	

	

	

	

	

	

	

	





GP signature						Date 



GP address/practice stamp


	

Shared Care Guideline Summary:
THE PRESCRIBING AND MONITORING OF ORAL SECOND GENERATION (ATYPICAL) ANTIPSYCHOTICS IN ADULTS
	[image: ]



	Drug
	Oral second generation (atypical) antipsychotics

	Indication
	Treatment of schizophrenia and other psychoses in adult patients.

	Overview
	Antipsychotic drugs are used in the long-term treatment of schizophrenia and other psychoses, mania, depression (including bipolar depression), preventing recurrence in bipolar disorder and other long-term conditions. They may also be used in treatment of short-term conditions such as anxiety and agitation however such applications fall outside the scope of this guideline. 
The patient should continue to be under the care of secondary care mental health services with respect to the Care Programme Approach or a Care Plan.

	Specialist’s Responsibilities
(Local 
commissioning 
arrangements may 
vary)
	Initial investigations: Assessment of the patient and diagnosis. Assess suitability of patient for treatment. Discuss benefits and side-effects of treatment with the patient. Undertake baseline tests e.g. urea, electrolytes, creatinine, FBC, blood lipids, weight, waist circumference, BMI, fasting glucose/HbA1c, ECG, BP & pulse, prolactin, LFTs.

Initial regimen: see BNF or relevant SPC.

Clinical monitoring: Provision of at least annual review appointments with monitoring of mental state, symptom control, physical health and side-effects.

Safety monitoring: Monitoring for response and adverse drug reactions (ADRs) during initiation period. Evaluating ADRs raised by the GP and evaluating any concerns arising from reviews undertaken by GP.

Prescribing details: Specialist initiated and titrated. Transferred to GP once stabilised. To stop the drug or provide GP with advice on when to stop this drug. All dose adjustments will be the responsibility of the specialist unless directions have been specified in the letter from specialist to the GP.

Documentation: The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Patients will only be transferred to the GP once the GP has agreed. Provide GP with diagnosis, relevant clinical information and baseline results, treatment plan and duration of treatment before consultant review.  Provide GP with details of outpatient consultations ideally within 14 days of seeing the patient or inform GP if the patient does not attend appointment.

	GP’s Responsibilities
(Local 
commissioning 
arrangements may 
vary)
	Maintenance prescription: Prescribe antipyschotic in accordance with the specialist’s recommendations. Maintenance dosage up to a maximum as recommended in BNF.

Clinical & Safety monitoring: Carry out monitoring in line with SCP. To report to and seek advice from the specialist on any aspect of patient care which is of concern to the GP and may affect treatment. 
Monitoring/ action to be undertaken by specialist until agreed takeover by GP, then GP to continue.

	Monitoring
	Frequency
	Results
	Action

	Urea, electrolytes & renal function 
	Yearly *
	Outside normal range
	Possible medication/dose change

	Full blood count
	Yearly *
	Outside normal range e.g. neutropenia
	Possible medication/dose change

	Blood lipids
	At 3 months,12 months, then annual thereafter
	Outside normal range
	Offer lifestyle advice. Possible medication/ dose change, or prescribing of lipid lowering drug

	Weight, waist circumference and BMI
	Weekly for 6 weeks, then at 12 weeks, then at 1 year, then yearly
	Outside normal range
	Offer lifestyle advice.
Possible dose/medication change

	Hb1Ac or fasting glucose
	At 3 months, 12 months, then annual thereafter
	Outside normal range
	Offer lifestyle advice.  Refer to specialist.

	Prolactin
(Required for amisulpride, lurasidone, paliperidone and risperidone)
	At 12 months, then annual thereafter
	Outside normal range
	Switch drugs if symptomatic – refer to specialist as necessary.

	Liver function tests 
	Yearly *
	Outside normal range
	Discontinue drug if LFTs indicate hepatitis or functional liver damage. Refer to specialist.

	BP and pulse
	At 3 months,12 months, then annual thereafter
	Outside normal range
	Slow titration. Manage BP as per national recommendations. Discuss any concerns with specialist. 

	ECG
	Yearly if clinically indicated e.g. previous abnormality, known additional risk factor for QT prolongation identified at annual physical check
	Outside normal range
	Refer to specialist.

	Personal family history of diabetes & CVD risk
	Yearly
	
	Possible dose/medication change. Refer to specialist.

	Lifestyle review (to include smoking, diet, physical activity, drugs & alcohol)
	Yearly
	
	Offer lifestyle advice



*  Perform tests where clinically indicated e.g. U&Es in high risk patients with hypertension, diabetes etc. LFTs in those with a history of alcohol misuse or significantly elevated BMI and ECG if indicated i.e patient on drugs that could prolong QT interval such as tricyclic antidepressants, quinine, methadone etc or if the patient has a family history of CVD. All inpatients will have an ECG. FBC if patients have had a history of neutropenia or are on other medication e.g. cytotoxics, certain antibiotics etc. which may add to the risk.

Duration of treatment: Stop treatment on advice of specialist.

Re-referral criteria: Seek urgent advice from secondary care if:
· Toxicity is suspected 
· Non-compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration in the patient’s condition
· The GP feels the patient is not benefiting from the treatment
· The patient becomes pregnant.

Documentation: GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website and Appendix 5 of this document to facilitate this, if you so wish.

	Adverse Events
		Adverse events
	Action

	Extrapyramidal side effects: tremor, dystonia, akathisia, tardive dyskinesia
	Provide symptomatic relief and discuss with secondary care specialist.

	Sexual dysfunction
	Provide symptomatic relief.  If symptoms persistent discuss with the specialist to review medication.

	Tachycardia, arrhythmias, hypotension, QT-prolongation
	Discuss with secondary care specialist. Depending on the actual event and severity stop treatment prior to discussing with secondary care specialist.

	Hyperglycaemia / diabetes
	Discuss with secondary care specialist 

	Temperature dysregulation / neuroleptic malignant syndrome
	Stop treatment and discuss with secondary care specialist. In an emergency send patient to A&E.

	Raised creatine phosphokinase
	Stop medication, treat symptoms and discuss with secondary care specialist.

	Weight gain
	Offer weight management, if persistent discuss with secondary care specialist to review medication.

	Increased prolactin levels, asymptomatic
	<2000 mu/L – exclude organic cause, discuss with patient that happy to continue on same antipsychotic, and re-check after 6 months.
>2000 mu/L - discuss with MH specialist and/or endocrinologist and consider endocrine referral to rule out organic causes.

	Increased prolactin levels,
Symptomatic 
	Discuss with MH specialist and/or endocrinologist and consider endocrine referral.




	Contra-indications
Cautions
Drug Interactions
	Please refer to the BNF and/or SPC for information

	Other Information
	· Further patient information available through the Choice and Medication website and should be given to the patient by their mental health Trust. 
· Educational Risk Minimisation Materials to help reduce the risk associated with using Aripiprazole are available at http://www.medicines.org.uk/emc 
· Monitoring and prescribing for clozapine (RED drug) remains with secondary care.

	Contact Details
	Name: [insert text here]
Address: [insert text here]
Telephone: [insert text here]
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