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Why we need this Policy

Clozapine is an atypical antipsychotic medication licensed for use in patients with a diagnosis of
schizophrenia, or in psychotic disorders occurring during the course of Parkinson's disease, in cases
where standard treatment has failed. Treatment with clozapine may in some instances lead to
patients experiencing neutropenia and to ensure this is detected as soon as is practical, all patients
treated with clozapine must have regular blood tests and the results of these tests must be reported
to the Clozaril Patient Monitoring Service (CPMS).

There are 3 manufacturers of clozapine in the UK. The brand used within NHFT is Clozaril®

The prescriptive approach detailed within this policy is taken in the case of Clozapine because of its
position in the treatment armamentarium as a relatively high-risk third/fourth line treatment.

Administration of therapeutic doses of clozapine to a clozapine-naive patient can be fatal. Should an
existing patient take a deliberate overdose or a clozapine-naive patient receive an inadvertent
overdose this should be treated as a medical emergenand the attending doctor should seek
advice from the Poisons service via Toxbase and through the duty consultant.

What the Policy is trying to do

To detail the standards to be met for patients prescribed Clozapine and describe the roles and
responsibilities of each of the members of the multidisciplinary team when caring for a patient on
Clozapine.

The overall aim is to ensure that prescribing, monitoring and supply of Clozapine treatment occurs in
a timely, safe and appropriate manner for those patients with a diagnosis of schizophrenia for whom
Clozapine is appropriate.

Which stakeholders have been involved in the creation of this Policy
Via the Medicines Management Committee all consultants, modern matrons, ward and team
managers. Medicines Management Committee meeting January 2018 - Chairs action

Any required definitions/explanations
NHFT — Northamptonshire Healthcare NHS Foundation Trust

PCART — Planned Care and Recovery Team
CPMS — Clozaril Patient Monitoring Service

MHRA — Medicines and Healthcare products Regulatory Agency
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TTA —To Take Away

Key duties

Medicines Management Committee
Will ratify the procedure

Doctors, PCART Staff and Inpatient Nurses
The responsibilities of these groups of staff are covered below

Modern Matron

Are responsible for ensuring all staff are aware of how to access this policy via the intranet. It is not
intended that hard copies will be held in ward areas. Modern Matrons are responsible for
monitoring and ensuring the policy is implemented in clinical practice by all professionals involved
and for reporting any deficits to the Medicines Management Committee.

PCART Leads
Are responsible for ensuring staff have read, understood and adhered to the chapters of the policy
relevant to each individual’s scope of practice.

PROCESS FOR THE PRESCRIBING OF CLOZAPINE

Clozapine should only be prescribed for those patients with a confirmed diagnosis of schizophrenia
who meet the UK licensing criteria.

The prescribing of Clozapine is limited to patients who are non-responsive to or intolerant of

conventional neuroleptics and in whom regular white blood cell (WBC) counts and absolute

neutrophil counts (ANC) can be performed as follows: weekly during the first 18 weeks of treatment,

then fortnightly for 34 weeks, and every 4 weeks thereafter throughout treatment. Monitoring must

continue throughout treatment and for 4 weeks after complete discontinuation of clozapine

(Clozaril). Patients must have initialn or mal | eukocyte findings (Wi te bloo
35x10% 1 ), and AN O0022)&xAOmmM

Non-responsiveness is defined as a lack of satisfactory clinical improvement despite the use of

adequate doses of at least two (one being from the atypical group of antipsychotics) marketed
neuroleptics prescribed for adequate durations.

Intolerance is defined as the impossibility to achieve adequate benefit with conventional neuroleptic
drugs because of severe and untreatable neurological adverse reactions (extrapyramidal symptoms
or tardive dyskinesia).

Clozaril® is also indicated in psychotic disorders occurring during the course of Parkinson's disease; in
cases where standard treatment has failed please refer to SPC for dosing regime and monitoring
requirements.

Where a consultant wishes to use Clozapine outsitiese criteria (or where a patient diagnosis
changes following initiationy hi s wi | | b e -l daebfeilie du saes odn a“ dfifcense
MMPO0O06 Unlicensed Medicines Palicy)
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Where this “off-label” prescribing is well established clinical practice or recommended in accredited
guidelines then no additional paperwork is required to be completed. However, where this is the
introduction of new practice, or an obscure, individualised prescription in unorthodox clinical
circumstances, then this should be discussed with and approved by either the Clinical Director or
Chief Pharmacist prior to prescribing.

Clozapine shouldhot be prescribed for patients who fall into the following categories:
Patients taking drugs that increase the risk of agranulocytosis:

carbamazepine
phenylbutazone
azapropazone

cytotoxic agents
sulphonamide antibiotics

=A =4 =4 4 -4 4

chloramphenicol
Patients with past or current medical conditions that increase the risk of agranulocytosis:

history of drug induced neutropenia
history of bone marrow disorders
alcohol/toxic psychosis

history of circulatory collapse

drug intoxication

=A =4 =4 =4 -4 4

severe central nervous system disorder

Caution is required when using Clozapine in conjunction with many other antibiotics — refer to most
updated BNF for guidance.

Clozapine should not be initiated in patients who are pregnant or breast-feeding. If a patient
becomes pregnant whilst taking Clozapine, advice should be sought from CPMS.

Before Prescribing

The consultant should liaise with the care team (ward, PCART, pharmacy, carers etc.) as part of the
CPA plan to change treatment to Clozapine. Arrangements must be made to support the patient
once on Clozapine, e.g. for blood sampling and medical review (adherence, side effects, concerns,
etc.). The patient must be registered with the CPMS. Issues around non-concordance must be
addressed prior to the start of therapy. Review of all currently prescribed drugs must occur to
minimise risk of drug interactions. At this stage it is important to provide comprehensive
information to the patient and their carers in relation to schizophrenia and the use of Clozapine. This
should include a discussion between the patient, carers and the consultant about the point at which
Clozapine should be discontinued should it prove to be of no clinical benefit when compared with
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other treatments that have already been tried. Patients should also be provided with information
about the possible side effects of Clozapine, in particular what to do if they become constipated or
experierce flulike symptoms

Before starting Clozapine therapy, patients should have a physical health examination. The
prescribing doctor should consider performing a pre-treatment ECG on all patients to allow
comparisons if cardiac abnormalities develop later. Patients with a history of cardiac illness or
abnormal cardiac findings on physical examination should be referred to a physician for other
examinations that might include an ECG (echocardiogram). Clozapine should only be initiated if
severe heart disease is excluded and the benefits of treatment clearly outweigh the risks. Clozapine
is contra-indicated in severe cardiac conditions such as myocarditis. It is advised that patients being
initiated on antipsychotics have prolactin concentrations monitored at baseline, at 6 months and
then yearly thereafter.

Weight gain and impaired glucose tolerance and/or development or exacerbation of diabetes
mellitus has been reported rarely during treatment; patients should be routinely monitored for
these effects. It is recommended that baseline measurements of both weight and blood glucose are
taken prior to initiation, at 3 months (weight should be measured at frequent intervals during first 3
months), every 3 months for the first year, then yearly thereafter.

Using the “Clozapine Notification” form (Appendix 2), details must be recorded of any other chronic
illnesses/diseases experienced by the patient, e.g. diabetes, heart disease, asthma. This must be
completed prior to patients being initiated on Clozapine and a copy sent to pharmacy.

Care should be taken to note and take account of the conditions and drug interactions listed in the
BNF and in the Summary of Product Characteristics for Clozaril® that require caution to be exercised,
e.g. bowel disease, antimuscarinic drugs, renal impairment, glaucoma, prostatism.

For a comprehensive list of adverse effects please consult the Summary of Product Characteristics
for Clozaril, the most recent version of which is available at www.medicines.org.uk . The most

common side effects include fatigue, drowsiness, sedation, hypersalivation and postural
hypotension. Patients may experience constipation, which on occasions may be severe (leading to
bowel obstruction which can be fatal) and patients must be monitored and given laxatives as
required.

Patient Information
A variety of patient information is available including the manufacturers PIL, and the information
available on the following website www.choiceandmedication.org/northamptonshire . Other

resources available from the CPMS include the patient handbook and an educational DVD which
some PCART and wards may have a copy of.

Clozapine Serum Level Monitoring

This should only be done when there is a clear clinical need, e.g. apparent lack of efficacy with a
dose thought to be sufficient to provide therapeutic effect, concerns over compliance, monitoring
the effects of changes in smoking habit, diagnosing dose-related adverse effects e.g. if drug-drug
interactions are a possibility. The decision to carry out this test should only be made by the
responsible doctor. Teams should be aware that there is an additional charge for these blood tests.
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Further guidance and the necessary paperwork are available from CPMS. It is generally accepted
that for therapeutic response plasma levels of above 350micrograms/L should be aimed for and that
it is prudent to use an anticonvulsant (usually sodium valproate) as prophylaxis against seizures and
myoclonus when plasma levels are above 500-600micrograms/L

Registration with the Clozaril Patient Monitoring Service (CPMS)

To comply with the drug licence, all patients must be registered with the CPMS. Patients must
therefore be informed that a third party i.e. the CPMS will hold limited personal data relating to
their care. Access to the information held by the CPMS is restricted to CPMS personnel and NHFT
healthcare staff registered with the CPMS. Registration of NHFT personnel is restricted and must be
authorised by either one of the lead pharmacists registered with the CPMS or a consultant
psychiatrist who is registered with the CPMS.

Blood Monitoring

To comply with the drug licence patients must have their blood tested on a regular basis. The blood
is either sent to the CPMS lab for monitoring or certain clinics may test the blood on site using a
POCBA machine. In exceptional circumstances or where additional monitoring is required blood
tests may be performed locally and the results passed on to CPMS.

Blood samples must be monitored weekly for the first 18 weeks of treatment and then every 2
weeks until the patient has been on treatment for 52 weeks and then every 4 weeks thereafter. Any
change in monitoring frequency will be authorised by the CPMS.

Amber results:

If a patient has an amber result where the White Blood Cell (WBC) count is between 3.0 x10°/L and
3.5x10%/L or the neutrophil count is between 1.5 x 10°/L and 2.0 x10°/L repeat blood tests will be
required a least twice a week until the WBC and the Neutrophil Count is stabilised within this range
or higher than this range.

Red results

If a patient has a WBC <3.0 x10%/L and or a neutrophil count < 1.5 x10°/L this is a RED ALERAlood
tests must be taken on the two days following the date of the red alert. If either of these samples is
in the red range the red alert status is confirmed. If a red alert is confirmed a full blood count with
differential must be taken daily whilst the results remain in the red range. Clozapine treatment must
be stopped immediately and the care coordinator must make arrangements to retrieve any
clozapine supplies the patient has in their possession

See also Appendix 11 Procedure for the management of Clozapine patients who have a “red” result.
If a red result is confirmedClozapine treatment must not be restarted unless authorised by CPMS
Benign Ethnic Neutropenia

Patients diagnosed with Benign Ethnic Neutropenia may be considered for treatment with Clozapine
with the agreement of a haematologist. For further information contact the CPMS
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Omitted doses

If Clozapine is omitted for more than 48 hours (2 days), then it should be recommenced slowly at
12.5mg once or twice a day and gradually increased, to avoid the risk of serious adverse effects e.g.
hypotension, tachycardia, raised temperature etc. Patients who are currently having weekly blood
tests but have stopped therapy for less than 7 days continue with the established monitoring
frequency. However if more than 7 days treatment has been missed the patient must have weekly
blood tests for 18 weeks following restarting therapy. Patients who have been on Clozapine for
more than 18 weeks and have had their treatment interrupted for more than 3 days, but less than
28 days, should have their blood monitored weekly for an additional 6 weeks. If no haematological
abnormality occurs, monitoring at intervals not exceeding 4 weeks may be resumed. If Clozapine
treatment has been interrupted for 28 days or more, weekly monitoring is required for the next 18
weeks of treatment.

The SPC for Clozaril 25mg and 100mg tablets provides the following information regarding re-
titrating when patients have missed for more than 2 days:

Re-starting therapy

In patients in whom the interval since the last dose of Clozaril exceeds 2 days, treatment should be
re-initiated with 12.5 mg given once or twice on the first day. If this dose is well tolerated, it may be
feasible to titrate the dose to the therapeutic level more quickly than is recommended for initial
treatment. However, in any patient who has previously experienced respiratory or cardiac arrest
with initial dosing, but was then able to be successfully titrated to a therapeutic dose, re-titration
should be carried out with extreme caution.

Treatment Breaks and Blood Monitoring

Patients who have been on Clozapine for more than 18 weeks and have had their treatment
interrupted for more than 3 days, but less than 4 weeks, should have their blood monitored weekly
for an additional 6 weeks. If no haematological abnormality occurs, monitoring at intervals not
exceeding 4 weeks may be resumed. If Clozapine treatment has been interrupted for 4 weeks or
longer, weekly monitoring is required for the next 18 weeks of treatment.

Discontinuation of treatment and blood monitoring

If a patient discontinues treatment they must continue to have their blood monitored at their
current monitoring frequency for a period of four weeks after stopping. If clozapine is to be stopped
for non-haematological reasons or is a planned discontinuation then a gradual reduction in dose
over a 1 to 2-week period is recommended If clozapine treatment is discontinued, CPMS must be
notified of this and the reason for discontinuation within 24 hours.

Home life

In certain localities this is a home supply service, which is available following at least 12 months’
treatment with Clozapine following agreement with the community team, pharmacy and the client
concerned.

Patients returning from out of area
Teams must be aware that patients returning to our care who have been treated by other Trusts
may be on different brands of Clozapine. Routine practice will be that on return to our care these
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individuals will be transferred over to treatment with Clozaril. They will therefore need to be
registered with the CPMS before any supplies can be made. During this process the patient must be
reassured that the products are equally effective although the packaging they receive will be
different.

Initiation of treatment

Clozapine can be initiated both in hospital and in the community. Information about responsibilities
and the process to follow for inpatient and outpatient initiation can be found under the Doctor’s
Responsibility section of this document.

In-patient Initiation of treatment with early discharge

Some patients suitable for clozapine treatment may require admission to hospital for initiation of
therapy as they are not suitable for full community initiation, however they may be suitable for early
discharge with the support of the UCAT team. Early discharge will not be before day 4 of the
initiation programme and must be discussed with pharmacy in advance so that appropriate supply
arrangements can be made and with the UCAT team to ensure that appropriate support can be
provided to facilitate the necessary level of monitoring. The community team must be able to give
the patient the same level of support and monitoring at home as would be expected from an
outpatient initiation and consideration given to changing over to the more gradual out-patient
regime as appropriate.

Re-challenging

Patients who have had a confirmed red result may occasionally be re-challenged when other suitable
treatments have not been found. This is an off licence indication and although CPMS will advise and
support, the responsibility rests entirely with the consultant.

Doctor’s Responsibilities
Clozapine should only be prescribed under the supervision of a consultant registered with the CPMS.

Key tasks

9 To ascertain the most appropriate method of initiation for each individual i.e. hospital or
outpatient initiation

9 Checking that there are resources available (particularly staff to follow up the patient in the
community) to provide safe Clozapine treatment, e.g. through discussion at team meetings

 Obtaining valid informed consent and recording this in the patients electronic record

9 Notifying other healthcare professionals of intention to start, amend or stop Clozapine
treatment (PCART, ward, pharmacy, GP etc.) as part of Care Programme Approach (CPA)
Plan

1 Notifying care co-ordinator

9 Registering the patient with CPMS - Registered Consultants only

9 Prescribing

9 Monitoring blood test results and acting promptly in response to adverse results
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1 Complete the NHFT Clozapine Notification form (Appendix 2) and send to Pharmacy to
inform of intention to commence treatment as soon as possible after decision is made

9 Review existing antipsychotic therapy and document the plan for reduction and
discontinuation of existing therapy (contacting Pharmacy for advice as needed)

Consent and initiation of treatment

Perform a physical health examination and ensure any patient with a history of cardiac illness or
with abnormal cardiac findings on examination is reviewed by a physician. Complete Physical Health
Monitoring Template on SystmOne.

Perform baseline measurement of weight, lipids, LFTs, and blood glucose.
Discuss the change in treatment with the patient and carers, and explain the following:
How current medication will be withdrawn or adjusted.

9 The need for regular blood testing, i.e. explain agranulocytosis/neutropenia, its
consequences and how this may affect physical health

9 Advise the patient that CPMS monitor their blood results and therefore keep limited
personal data on the patient

9 Advise the patient of the risks and potential benefits of treatment, particularly in
comparison with alternative treatments

9 Agree with the patient and cover the conditions for stopping treatment

9 Provide written information for the patient and/or carer

Inform PCART, ward (where in-patient initiation is planned) and the appropriate hospital pharmacy
by completing in full the “Clozapine Team Notification” form. (Appendix 2)

Once an initiation date has been agreed, organise for the initial blood sample to be taken locally.
Once the results from this local blood test have been received register the patient with CPMS. This
must be done by the responsible doctor

Ensure that an initial prescription is sent to Pharmacy with treatment commencing on the agreed
day for at least seven days.

NHFT provide guidance on clozapine titration on initiation and the Maudsley titration regime has
also been included in this update. It is up to the specialist consultant as to what regime would be the
most appropriate choice.

The Standard NHFT Clozapine Initiation Regime (see Appendix 5)

i Day1l 12.5 mg OD (evening dose)
1 Day2 12.5 mg BD (8am and 10pm)
i Day3 12.5 mg BD

1 Day4 25mgBD

T Day5 25 mgBD

 Day6&7 25mg OM and 50mg ON
 Day8&9 50mg BD
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f Dayl10&11 50mgOM and 75mg ON
 Day12&13 75mgBD
 Dayi14and 15 75mgOM and 100mg ON

An increase of 25mg per day can be made every two days, unless patient is unable to tolerate this
rate of increase. A pre-printed inpatient initiation chart is available to cover the first 15 days
treatment (Appendix 5).

Where a faster titration is clinically appropriate, the Maudsley Prescribing Guidelines regime (as
detailed below) may be considered:

The Maudsley Prescribing Guidelines in Psychiatry (Appendix 6)

 Day1l 12.5 mg OD (evening dose)

i Day2 12.5 mg BD

 Day3&4 25mgBD

 Day5&6 25 mg OM and 5 Omg ON

M Day? 50 mg BD

i Day8 50 mg OM and 75 mg ON

1 Day9 75 mg BD

T Day10 75 mg OM and 100 mg ON

 Day11l 100 mg BD

i Day12 100 mg OM and 125 mg ON

i Dayi13 125 mg BD (target dose for female non-smokers)

i Dayi4 125 mg OM and 150 mg ON

 Dayi15 150 mg BD

i Dayi18 150 mg OM and 200 mg ON (target dose for male non-smokers)
f Day21 200 mg BD

1 Day28 200 mg ON and 250mg ON (target dose for female smokers)

Where a patient has missed more than two days of treatment, re-titrate dose as per “Summary of
Product Characteristics”. Patients who have been on Clozapine for more than 18 weeks and have
had their treatment interrupted for more than 3 days, but less than 4 weeks, should have their blood
monitored weekly for an additional 6 weeks. If no haematological abnormality occurs, monitoring at
intervals not exceeding 4 weeks may be resumed. If Clozapine treatment has been interrupted for 4
weeks or longer, weekly monitoring is required for the next 18 weeks of treatment.

Monitoring
Ensure all blood results are reviewed and signed before filing in the patient’s clinical record.

Inform Pharmacy and CPMS if an additional blood test is needed and is taken for processing through
labs other than CPMS, e.g. local path labs. Pharmacy and CPMS need to be informed of blood test
results BEFORE the next supply can be made to the patient.
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Review patients as requested by the nursing team. Inform pharmacy of any change in sampling
frequency, e.g. in response to adverse drug reactions.

In cases where Clozapine prescribing is stopped, the patient must continue with blood tests and
results monitoring fa four weeks after the last dose has been administered

Monitor changes in weight, lipids, LFTs and blood glucose at least every 6 months.

Prescribing

Ensure that a current and valid prescription is supplied to the Pharmacy department at Berrywood
Hospital in sufficient time. Follow local procedure “Supply of Clozapine” (Appendix 7, 8) which
provides information regarding which specific days prescriptions need to be written and tablets
collected to match blood sample collection and reporting schedules.

Dose changes must only be made when a new supply is due to avoid under or over provision of
tablets for each patient and reduce the potential for confusion and error in administration. All dose
changes must be recorded in the patient’s electronic record. Pharmacy must be informed of any
dose changes as soon as possiblean emergency change alose is required, liaise with
Pharmacy.

Where a patient has missed more than 2 days of treatment, re-titrate dose as per SPC.

Inform the out-patient clinic, appropriate hospital pharmacy, patient’s GP and CPMS when Clozapine
is discontinued. See note above on monitoring bloods after treatment is stopped.

For information on additional responsibilities relating to outpatient initiation see below.

PCART: Nurse’s Responsibilities

All patients receiving Clozapine need consistent support and monitoring by the PCART once the
patient leaves inpatient care due to the particular risks associated with this treatment, and the
special restrictions on monitoring, supply and prescribing imposed by the MHRA.

The team manager has overall responsibility for issues relating to Clozapine within the PCART.

Key tasks

9 Checking that there are resources available (particularly feasibility of out-patient initiation
and availability of staff to follow up the patient in the community) to provide safe Clozapine
treatment, e.g. through discussion at team meetings.

I Co-ordination of patient care, including additional support required for Clozapine
monitoring.

9 Checking that processes are operating effectively and efficiently, that is to say that
monitoring, prescribing and administration (by patients and where appropriate by carers)
are taking place on time and as intended.

9 Keeping patient records accurate and up-to-date to enable the whole team to provide
support in the absence of the Clozapine ‘lead’ in the out-patient clinic.

 Maintain knowledge on the potential risks and benefits of the use of Clozapine. This enables
accurate advice to be provided to patients as part of patient follow-up.
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9 Ensure patients understand the practical aspects of blood tests and possible restrictions on
holiday arrangements etc.

9 Asingle person should be designated in each PCART to be accountable for and manage the
processes necessary to enable safe prescribing, monitoring and supply of Clozapine.

Patient support and information
Confirm with patient and carer that they have received information about Clozapine and ask
whether they have any more questions.

Respond to these questions where possible or refer back to an appropriate psychiatrist or specialist
pharmacist.

Ensure patient has written information on Clozapine.

Co-ordinate patient care to help avoid adverse drug reactions, and unplanned or inappropriate
omissions of dose administration wherever possible: communicate and retain contact with each
patient and their carers, key-workers, and with in-patient units, CPMS, pharmacy, medical staff, GP’s
and the local pathology lab, as necessary.

Ensure that where a patient has missed more than 2 days of treatment, the doctor writes a new
prescription, and Pharmacy provides an appropriately labelled supply of tablets to enable the
patient to re-titrate their dose as per SPC, to avoid potentially serious adverse effects.

Organise with the client how he/she is to receive the medication. Most clients will collect from
Clozapine clinics (based at PCART). Arrangements for regular blood sampling/tablet collection at
locations other than PCART bases/Clozapine clinics must be carefully planned.

Follow the Initiation Care Plan for commencement of treatment.
Monitor for and advise patients and carers on the side effects of Clozapine.

Liaise with the consultant/nominated deputy when concerned about the patient’s mental health.
Concerns about physical health should be addressed to the GP but brought to the attention of the
responsible doctor who can then decide whether the problem may be linked to the Clozapine
treatment.

Ensure that for patients who do not attend a PCART base or Clozapine clinic for blood tests or
collection of supplies, arrangements are made for regular monitoring of patient. Links should be
made with GP surgeries or pathology departments such that PCARTSs are notified if patients do not
attend for blood sampling.

Record Keeping and Monitoring

Check that the Clozapine Team Notification Form is completed in full and a copy sent to NHFT
Pharmacy. This must include the details of at least two previously prescribed antipsychotics and
patient’s allergy status.

Issue next appointment to patient, record the time and date both in the patient’s notes and clinic

diary.
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Ensure that a blood sample is taken, packaged, and posted to the CPMS, as appropriate, at required
times.

Request continuing prescription for all patients before current one expires.
Follow the “Non-attendance” procedure when a patient fails to attend.

If a client plans to go on holiday, refer to the CPMS website for the Clozaril Travel pack and Travel
guidelines for weekly patients and liaise with pharmacy about what can and cannot be supplied.

Ensure supplies are collected and follow up if not.
Inform CPMS of any changes in patient details, e.g. change of consultant etc.

Ensure patient has weight and blood glucose levels monitored at least every 6 months.

Collection of dispensed supplies from PCART bases
See Appendix 19 for local standard operating procedure.

Pharmacy’s Responsibilities

Clozapine can only be supplied from pharmacies (usually hospital pharmacies) registered with CPMS,
under the supervision of a named Pharmacist, for patients registered with CPMS who are under the
clinical care of a consultant psychiatrist who is registered with CPMS. This is to ensure the safety of
patients.

Unlike any other medication, UK licensing sets out clear boundaries on the discretion allowed to
Pharmacists in respect to dispensing supplies for Clozapine patients. Contact CPMS for advice.

The Pharmacy service is dependent upon blood samples being taken on time and prescriptions being
written in a timely manner to be able to provide supplies for these patients, because of the
particular risks associated with this treatment, and the special restrictions on monitoring, supply and
prescribing imposed by the MHRA.

Key tasks

9 Support and advise healthcare professionals on pharmaceutical matters to be taken into
account when prescribing, monitoring or administering Clozapine

9 Assist and advise on the development of policies and procedures to ensure safe, appropriate
and timely patient selection, prescribing, monitoring, administration and supply of Clozapine

9 Check that appropriate blood results are available before supplies of Clozapine are made

9 Arrange delivery/collection of dispensed supplies according to the schedule agreed for each
patient

9 Provide a Medicines Information Service for professionals, patients and carers

9 Liaise with manufacturers and national medicines safety agencies to maintain a sound
knowledge base on the use of Clozapine for patients cared for by Northamptonshire
Healthcare NHS Foundation Trust (NHFT)

This document is uncontrolled once printed. Please refer to the Trust intranet for the current version
MMPRO15 review Jan. 20 Page 15 of 60



Record keeping and monitoring

Check that the “Clozapine Team Notification” form is completed in full. This must include the details
of at least two previously prescribed antipsychotics. Check for any potential drug interactions,
contraindications and other medicine related problems.

Review registration details. Complete the pharmacy details sheet with relevant information to
enable the supply of Clozapine.

Check computer database (e-CPMS) is updated with details (including frequency of bloods and
dispensing).

Add patient’s name to dispensing rota.

Liaise with PCART and where necessary the consultant/nominated deputy regarding any local tests
necessary before dispensing for patients who did not attend blood test appointment.

Inform both consultant or nominated deputy and ward or clinic staff of amber and red results as a
backup to CPMS. NB: CPMS should be the first to contact the medical staff about such red results as
they indicate the need to stop treatment immediately.

Dispensing and supply

On receipt of initial green result from the Clozaril Patient Monitoring Service (CPMS), receive
prescription in pharmacy to confirm dose of Clozapine to be commenced. Wherever possible the
standard Northamptonshire Healthcare NHS Foundation Trust Clozapine initiation regime will be
used.

For each client, compare blood test results drawn up on e-CPMS or via telephone contact with CPMS
with dispensing rota held at the pharmacy (and any non-attendance information passed on by
nursing staff).

Liaise with nursing staff when notified by CPMS of change of monitoring frequency. This will dictate
both blood-taking and dispensing weeks.

Dispense appropriately labelled supply of drug to cover period authorised by receipt of blood test,
for clients with green or amber results from blood test.

Liaise with nursing staff to plan arrangements for blood sampling and collection on bank holidays.

Liaise with community pharmacists (where information available) on discharge to decrease risk of
interactions with other prescribed medication.

Ensure that issues of risk management are highlighted and discussed with the senior manager
(Clinical Governance/Risk Management Committee if deemed appropriate).

Inpatient Initiation of Clozapine: Ward Staff responsibilities
Initiation of Clozapine must be carried out through upward titration of the dose under supervision to
minimise adverse effects.
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Key tasks

9 Checking that there are resources available (particularly staff to follow up the patient in the
community) to provide safe Clozapine treatment, e.g. through discussion at team meetings

9 Co-ordination of patient care, including additional support required for Clozapine
monitoring, during hospital stay and in anticipation of discharge

9 Checking that processes are operating effectively and efficiently, that is to say that
monitoring, prescribing and administration (by patients or ward nurses) are taking place on
time and as intended

9 Keeping patient records accurately and up-to-date to enable the whole team to provide
support to the patient and carer

 Maintaining own knowledge on the potential risks and benefits of Clozapine, to enable
accurate advice to be provided to patients and carers as part of patient initiation/treatment.

9 Each patient should have a baseline weight and blood glucose level measured prior to
initiation

9 Bloods must be done on:
- Mondays if patient based at Berrywood Hospital
- Tuesdays if patient based at St Marys Hospital
- Information will be provided by Pharmacy regarding blood monitoring procedures over

bank holidays

Administration and monitoring (observations)
9 Record baseline observations of pulse, temperature, weight and blood pressure.

Monitoring for side effects of Clozapine which are generally dose related.

The focus of nursing observation during the initial seventy-two (72) hour period is to monitor for
hypotension, excessive drowsiness, tachycardia and hyperthermia. The most likely time for this to
occur is during the first six hours after receiving the initial dose. It is crucial that thepatient is
closely observed throughout tis initial sixhour period and following any subsequent increase in
dosage.

Should the client experience hypotension, excessive drowsiness, tachycardia and hyperthermia:

1 Initiate first aid measures, e.g. initiate cooling measure or if BP low, lie patient down and
elevate legs

9 Record vital signs; pulse, respiration, temperature and blood pressure

1 Contact medical staff to discuss management

9 If out of hours, contact the duty doctor for advice

Undertake routine observations following baseline observations. The patient should have blood
pressure, temperature and pulse monitored at intervals during the day as described below or as
agreed with the attending doctor if more frequent monitoring is clinically indicated

1 Day I The first dose must be given at 6pm. Blood pressure, temperature and pulse must be
measured prior to dose and then every hour for the first six hours post dose or until the
patient retires for the night
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9 Day 2:Blood pressure, temperature and pulse should be taken prior to administration of the
morning dose of clozapine and then 2 hours and 6 hours post dose

1 Day 3 onwards until maintenaredose achievedlood pressure, temperature and pulse
should be taken prior to administration of the morning dose of clozapine and then 6 hours
post dose

Side effects checklist completed daily.

Discuss side effects with medical staff (and if appropriate with Pharmacy) to enable dose
adjustments to be made where necessary for individual patients if they are not able to tolerate the
standard NHFT Clozapine initiation regime.

Communication

T Inform Pharmacy when a patient is admitted to the ward to commence Clozapine

9 Liaise with PCART staff/care co-ordinator. Prior to discharge from the ward, a decision will
be made as regards follow up by community staff

9 Forward all information as regards the Clozapine initiation to the PCART and Clozaril clinic as
appropriate where the client will be monitored on discharge

9 Liaise closely with Pharmacy re changes in dose, need for TTA’s and plan after discharge

9 Liaise with pharmacy re details of discharge including date of discharge, details of blood
sampling, prescriptions and supply collection. If applicable inform pharmacy of the
community pharmacy that dispenses other prescription medicines.

9 Liaise with ward team re blood sampling on ward and ensure patient is on ward for blood
sampling.

9 Ensure prescriptions are rewritten so that treatment is not disrupted.

9 Ensure arrangements are in place with PCART and/or Clozapine clinic for blood tests, supply
collection etc. on discharge.

9 IssueID card.

Inpatient Continuation of Clozapine - Nurse’s Responsibilities
Patients need continuous support and monitoring while they are on Clozapine.

Key tasks

9 Checking that there are resources available (particularly staff to follow up the patient when
discharged) to provide safe Clozapine treatment, e.g. through discussion at team meetings

1 Co-ordination of patient care, including additional support required for Clozapine
monitoring, during hospital stay and in anticipation of discharge

9 Checking that the processes are operating effectively and efficiently, that is to say that
monitoring, prescribing and administration (by patients or ward staff) are taking place on
time and as intended

9 Keeping patient records up-to-date to enable the whole team to provide support to the
patient (and carer)
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Maintaining own knowledge on the potential risks and benefits of Clozapine, to enable
accurate advice to be provided to patients and carers as part of the patient’s treatment
When a patient on Clozapine is readmitted, if possible ensure that they bring in their supply
Inform pharmacy of admission

Ensuring full blood count is taken at appropriate frequency

When patient is transferred to another ward or discharged ensure patient has a supply of
clozapine transferred with them and that all procedures are in place for patient to have
regular blood tests and receive supply of Clozapine after discharge

Patient support

Confirm that patient (and carer) has received information on Clozapine

Co-ordinate patient care to help avoid adverse drug reactions and unplanned or
inappropriate omissions of dose either by nurses or by patients if self-medicating

Ensure that where a patient has missed more than two days of treatment the doctor writes
a new prescription to re-titrate their dose accordingly to the Clozaril SPC to avoid potential
adverse effects

Send a new prescription to Pharmacy along with the current supply of tablets for re-
dispensing if the dose is altered

The patient’s ward supply of Clozapine must be sent to pharmacy whenever a TTA needs to
be dispensed and the current ward supply is not suitable for use as TTA, e.g. not labelled
with instructions or quantity deemed to be inappropriate to send home due to safety
concerns

Liaise with consultant or ward doctor when concerned about a patient’s mental or physical
health

Record keeping and monitoring

1

=

Ensure that blood samples are taken on the correct days according to the schedule and
inform Pharmacy Team

NHFT Pharmacy team will update patients record on CPMS

Ensure prescriptions are re-written before becoming out of date

Send a prescription to Pharmacy prior to the date supply is due according to the schedule

Communication

1

Prior to discharge ensure that arrangements are in place for blood tests, supply and
collection (see checklist)

Inform CPMS of any changes in patient details, e.g. change of consultant, and transfer to
other unit or discharge
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9 If the patient is discharged ensure discharge TTO is written and sent to pharmacy. Check
that an out-patient prescription has also been written and sent to pharmacy to ensure
continuity of supply

9 Ontransfer or discharge forward all Clozapine details to appropriate staff

I Ondischarge send a copy of the discharge checklist to Pharmacy, the relevant community
team and the patient’s GP

9 The patient should be asked if they obtain other prescription medicines from one
community pharmacy. If so, the patient should be asked if they are willing to share this
information and if they are happy for information about their Clozapine treatment to be
shared with that community pharmacy and then the name of the community pharmacy
should be recorded on the discharge checklist. The hospital pharmacy can then ensure that
the community pharmacist is informed that the patient is on Clozapine and can update their
medication records.

INPATIENT INITIATION OF TREATMENT WITH EARLY DISCHARGE

Some patients suitable for clozapine treatment may require admission to hospital for initiation of
therapy as they are not suitable for full community initiation. However they may be suitable for early
discharge with the support of the UCAT team.

The process for inpatient initiation will be followed for these patients. The community team will
complete the NHFT notification form and review concomitant medication prior to admission and
where possible undertake pre-treatment checks such as ECG. The patient will be admitted when a
bed is available (Gatekept by UCAT) and initiated following the inpatient initiation treatment regime.

When a patient is identified as suitable for early discharge the inpatient team will liaise with the
UCAT and where the team agree to support early discharge agree a suitable date for discharge. This
will not be before day 4 of the initiation programme.

Once this date has been agreed the ward consultant will review the patient’s treatment and decide
whether the patient has tolerated the inpatient initiation regime well enough to continue titration at
this rate or whether a slower rate of increase is required once discharged. Consideration should be
given to transferring the patient over to the outpatient titration regime (starting on the day
corresponding to the patient’s inpatient daily dose on the day of discharge).

The ward must inform Pharmacy of the intention to discharge the patient as well as provide them
with the relevant prescription to allow a discharge supply to be made.

The ward must ensure arrangements are in place for a blood sample to be taken on the appropriate
day and handover this information to the UCAT. The team will be responsible for ensuring this test
happens whilst the patient is under their care.

Prior to discharge the ward team will ensure that the patient has been provided with information
about clozapine and potential complications/adverse effects and how and when to seek advice if
they experience any adverse effects.

On discharge UCAT (must be organised with the team prior to discharge) will visit the patient each
morning prior to the dose being taken to undertake baseline measurements of pulse, temperature
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and blood pressure and supervise the patient taking the morning dose of medication. The UCAT will
visit the patient 6 hours after the morning dose to repeat pulse, blood pressure and temperature
measurements and assess the patient’s general condition. These daily visits will continue at least
until the patient’s dose reaches a maintenance level.

Once the patient is stable and ready to be discharged from the UCAT’s care, responsibility for
providing prescriptions and ensuring the patient attends for blood tests will be handed over to the
patient’s usual community team (PCART).

Out-Patient Initiation Policy and Procedure

Out-patient initiation is intended to improve the access patients have to effective treatment and for
that treatment to be provided in the most appropriate environment for them with minimal
disruption to their normal routine. These patients are subject to the same requirements and
assessments as inpatients. They must have a full medical history and physical examination and be
subject to the same amount of clinical monitoring as an inpatient. Careful consideration must be
given by each community team as to whether they have the appropriate resources to support
initiation of Clozapine in the community.

Responsibilities for all members of the care team remain the same as those in the main document
but for the prescribing doctor and the community team involved in the initiation there are the
following additional responsibilities.

Doctor’s Additional Responsibilities for Qutpatient Initiation
Clozapine should only be prescribed under the supervision of a consultant registered with the CPMS.

The doctor’s responsibilities are the same as those for inpatient initiated patients with the following
additional responsibilities.

Key tasks
9 Ensure there is capacity within the community team to support community initiation.
9 Checking that there are family/carer network resources available — ideally someone to stay
overnight for the first week to ensure patient remains well during clozapine titration
9 Clozapine treatment, e.g. through discussion at team meetings
9 Obtaining valid informed consent

Consent and initiation of treatment

9 Organise for the initial blood sample to be taken locally. This blood test must be timed
appropriately in accordance with the planned start date. See treatment plan.

9 Once the results from this local blood test have been received register the patient with
CPMS. This must be done by the responsible clinician.

T Inform PCART and the appropriate hospital pharmacy by completing in full the “Clozapine
Notification” form (available as Appendix 2)

i Ensure that the initial prescription is correct, signed, dated and sent to Pharmacy

 Treatment will commence on a Monday and follow a standard increasing regime

Monitoring
As per inpatient policy but also:
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The doctor must see the patient regularly and at a minimum of once every week during the initiation
phase. The doctor must assess the patient in a similar way to that which would be carried out if the
patient was an in-patient. These appointments must be booked before the patient starts treatment.

In cases where Clozapine prescribing is stopped, the patient must continue with blood tests and
results monitoring for four weeks after the last dose has been administered. The patient must also
be monitored closely for signs of rebound psychosis/relapse.

Prescribing
As per main policy document but also:

9 Ensure that the initial prescription is sent to pharmacy by the Thursday prior to the planned
commencement of therapy.

9 Ensure that any alterations needing to be made to initiation regime following review of
patients are communicated to pharmacy immediately.

9 Ensure valid prescriptions are supplied to the appropriate hospital pharmacy before the
initiation prescription expires.

Nursing Staff additional Responsibilities for Out-Patient Initiation of Clozapine
Initiation of Clozapine must be carried out through upward titration of the dose under supervision to
minimise adverse effects.

Key tasks
Checking that there are resources available (staff to follow up with the patient in the community) to
provide safe Clozapine treatment, e.g. through discussion at MDT meetings.

Co-ordination of patient care, including additional support required for Clozapine monitoring, during
initial period.

Checking that processes are operating effectively and efficiently, that is to say that monitoring,
prescribing and administration are taking place on time and as intended.

Keeping patient records accurately and up-to-date to enable the whole team to provide support to
the patient and carer.

Maintaining own knowledge on the potential risks and benefits of Clozapine, to enable accurate
advice to be provided to patients and carers as part of patient initiation/treatment.

Each patient should have a baseline weight and blood glucose level measured prior to initiation.

Administration and monitoring (observations)
Record baseline observations of pulse, temperature, weight and blood pressure and glucose.

Monitoring for side effects of Clozapine which are generally dose related.

The focus of nursing observation during the initial seventy-two (72) hour period is to monitor for
hypotension, excessive drowsiness, tachycardia and hyperthermia. The most likely time for this to
occur is during the first six hours after receiving the initial dose. It is crucial that thepatient is
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closely observed throughout this initial sikour period and following any subsequent increase in
dosage.

Should the client experience any of the above:

9 Initiate first aid measures, e.g. initiate cooling measure or if BP low, lie patient down and
elevate legs.

9 Record vital signs; pulse, respiration, temperature and blood pressure.

1 Contact medical staff to discuss management.

9 If out of hours, contact the duty psychiatrist for advice.

Undertake routine observations; following baseline observations, the client should have blood
pressure, pulse and temperature monitored at intervals during the day as described in the initiation
programme (see section 6.19)

Discuss side effects with medical staff (and if appropriate with pharmacy) to enable dose
adjustments to be made where necessary for individual patients.

Communication
Liaise with PCART staff/agencies: with regards follow up by community staff.

Forward all information as regards the Clozapine initiation to the PCART and Clozapine clinic as
appropriate where the client will be monitored.

Liaise closely with pharmacy re changes in dose.
Ensure prescriptions are rewritten so that treatment is not disrupted.

Ensure arrangements are in place with PCART and/or Clozapine clinic for blood tests, supply,
collection etc. on discharge.

Issue ID card.

Outpatient initiation Treatment programme
The following programme must be followed by the MDT when undertaking outpatient initiation

Date to start Clozapine agreed - this must be a Monday.

“Clozapine Notification” forms must be completed and sent to all parties in advance of
commencement of therapy.

Register patient with CPMS.

Initial blood test taken locally on the Thursday morning before planned date of initiation, the sample
must be at the path lab before midday and the results faxed to CPMS.

The initiation prescription must be signed and sent to pharmacy by the Thursday prior to initiation at
the latest for dispensing and delivery/collection on Friday. When authorisation to commence
treatment is received from CPMS the supply will be dispensed.
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Care plan written detailing how and when observations will be taken and by whom as per timetable

below

Patient must have emergency number to call in case of adverse effects.

The initial supply will be made for the full seven-day period, fully labelled with instructions. A

photocopy of the chart should be taken by the community team and kept with the patient’s records

as the original prescription will be kept by pharmacy.

Commencement of therapy

The following timetable applies for both patients attending a day hospital/PCART base or within

their own homes.

T

=

1
)l

Day 1: Pulse, temperature and standing and sitting BP are taken prior to administration of
first dose. First dose is given and then pulse, standing and sitting BP and temperature are
taken every hour for six hours. Where initiation takes place in the patient’s own home the
healthcare professional must remain with the patient for the first 6 hours. Where initiation
takes place at a day hospital/PCART base the patient must be able to sit or lie down if
needed, must be able to attract the attention of a member of staff at all times and staff
must check on the patient every 30 minutes to assess the patients general condition.
Patients initiated at a day hospital/PCART base must be accompanied home either by a
carer/relative or a healthcare professional.

Day 2: Take the patient’s pulse, BP and temperature. Then administer the Clozapine dose
and repeat the pulse, temperature and BP measurement at 2 and 6 hours.

Day 34: Take the patient’s pulse, BP and temperature. Then administer the Clozapine dose
and repeat the pulse, temperature and BP measurement after 6 hours and assess the
patient’s general condition.

Day 3 Second blood test must be taken and tested locally and the results faxed to CPMS.
Day 3/4: Patient must be seen by the responsible doctor as arranged prior to
commencement of therapy.

Day 3/4: Following review of the patient if the patient is not tolerating the standard
initiation regime notify pharmacy immediately of any necessary changes. Fax a new
prescription to pharmacy immediately and contact by telephone to arrange the return of
current supply of medication for re-labelling if changes necessary before new supply made.
Day 5: Take the patient’s pulse, BP and temperature. Then administer the Clozapine dose
and repeat the pulse, temperature and BP measurement after 6 hours and assess the
patient’s general condition.

Day 6/7: Patient must have an emergency contact number to call in case of adverse effects
Day 8/9 (Monday or Tuesday)Third blood test should be taken and sent to CPMS.

Days 812: Take the patient’s pulse, BP and temperature. Then administer the Clozapine
dose and repeat the pulse, temperature and BP measurement after 6 hours and assess the
patient’s general condition.

Day 10/11: Patient must be seen by the responsible doctor as arranged prior to
commencement of therapy.

Day 13& 14: Patient must have emergency number to call in case of adverse effects.

Day 15 or 16 (Monday or Tuesdayjourth blood test should be taken and sent to CPMS.
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If at any time during the first three weeks the doctor reviews a patient and their prescription

changes, the team must contact pharmacy immediately to find a practical solution for arranging the

new supply.

After first three weeks’ treatment the patient will routinely have their blood tests on either a

Monday or Tuesday as per local procedure with supplies made on a Thursday or Friday.

When to refer to the prescriber

= =4 =4 4 A

Emergency contact number:

Temperature rises above 38C
Pulse >100bpm

Postural drop of >30mmHg
Patient is clearly over sedated
Any intolerable adverse effects

The emergency contact number will have been arranged by the patient’s community team and may

be a member of the community team who has agreed to cover out of hours, an inpatient ward, or

the UCAT. Where there is a need to involve an inpatient unit or the UCAT this must be agreed with

the relevant ward manager or the UCAT manager in advance of the patient starting treatment.

Training requirements associated with this Policy

Mandatory Training
There is no mandatory training associated with this policy.

Specific Training not covered by Mandatory Training
Ad hoc training sessions based on an individual’s training needs as defined within their annual

appraisal or job description.

How this Policy will be monitored for compliance and effectiveness
The table below outlines the Trusts’ monitoring arrangements for this document. The Trust reserves

the right to commission additional work or change the monitoring arrangements to meet

organisational needs.

Grou or Group or
Aspect of Individual p. committee or
: . o committee o
complianceor Method of responsible | Monitoring . individual
: . . who receive .
effectiveness being | monitoring for the frequency the findinas responsible for
monitored monitoring g completing any
or report :
actions
Duties To be addressed by the monitoring activities below.

Prescribing and
monitoring of
clozapine

Audit of a
sample of
current

Medical
Director

Bi annual

Medicines
management
Committee

Medicines
management
Committee

This document is uncontrolled once printed. Please refer to the Trust intranet for the current version
MMPRO15 review Jan. 20 Page 25 of 60




clozapine
patients — 40
patients clinical
records

Where a lack of compliance is found, the identified group, committee or individual will identify required
actions, allocate responsible leads, target completion dates and ensure an assurance report is represented
showing how any gaps have been addressed.

Equality considerations
See MMPO0O01 Control of Medicines Policy.

Reference Guide

Clozaril Specification of Product Characteristics eMC available at www.medicines.org.uk

BNF 64 September 2012

Psychotropic drug directory 2012: The professionals’ pocket handbook & aide memoire Stephen
Bazire

The Maudsley Prescribing Guidelines 11" edition D Taylor, C Paton, R Kerwin
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APPENDIX 1 - CRITERIA FOR PRESCRIBING CLOZAPINE

For patients with a diagnosis of schizophrenia or in psychotic disorders occurring during the course of Parkinson's
disease, in cases where standard treatment has failed, and for whom Clozapine is an appropriate treatment option,
Northamptonshire Healthcare NHS Foundation Trust (NHFT) expects that the following standards shall be met for
each such patient in a manner that enables compliance with the standards to be audited.

This prescriptive approach is taken in the case of Clozapine because of its position in the treatment armamentarium
as a relatively high-risk third/fourth line treatment.

In developing these standards UK Medicines Regulations and NHS Guidance on Patient
Consent Procedures have been taken into account.
1. All patients, carers (formal and informal), healthcare and social care workers etc.
should be aware of their role in the prescribing, monitoring and supply of Clozapine.
2. All prescribing of Clozapine is within the criteria set out in the UK marketing
licences for Clozapine, e.g. blood testing, prescribing limitations, monitoring of adverse
events or when it is used outside of the marketing authorisation an unlicensed medicine
form is completed.
3. All patients considered for Clozapine treatment shall have a documented drug
history in their electronic notes.
All drugs taken in the three months before Clozapine is considered (prescribed
and purchased over-the-counter, including natural remedies).
A comprehensive list of psychotropic drugs taken throughout their illness.
Clozapine should only be prescribed for those patients with a confirmed diagnosis

Standard

100%

100%

of schizophrenia who meet the following UK licensing criteria:

I Patients who are unresponsive to or intolerant of conventional neuroleptics 100%
I Non-responsiveness is defined as a lack of satisfactory clinical improvement
despite the use of adequate doses of at least two marketed neuroleptics
prescribed for adequate durations
 Intolerance is defined as the impossibility to achieve adequate benefit with
conventional neuroleptic drugs because of severe and untreatable neurological
adverse reactions (extrapyramidal symptoms or tardive dyskinesia)
I Psychotic disorders occurring during the course of Parkinson's disease, in cases
where standard treatment has failed
4, All patients have a summary of the following documented in their care
programme approach (CPA) records:
I warnings given to the patient on how to recognise potentially serious adverse
effects (including who to contact and when)
the advice given to the patient on side effects 100%
the information given to patients on potential benefits and known risks in
comparison with conventional antipsychotics
 the information given to patients about frequency of blood tests, where blood
samples will be taken and how tablet supplies will be collected
5. All patients have a documented record as part of CPA plan of the desired
outcomes of treatment as a result of changing to Clozapine, as agreed between the
responsible doctor and the patient (and carer, if appropriate) that sets out:
T how the outcome(s) will be measured 100%
when they will be measured, e.g. intervals
I criteria agreed with patient for stopping treatment (e.g. definition of
ineffectiveness and when this will be assessed/reassessed)
6. All patients CPA notes must have a record of the information given to the patient
(and carers, if appropriate) when responding to potential adverse effects, e.g.

1
1

100%
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hypersalivation, drowsiness, sore throats/infection, constipation.

7. All patients have support arrangements in place such that if their key-worker is
unavailable it is clear within the PCART or ward how necessary monitoring and support 100%
will be provided for each patient receiving Clozapine.

8. All patients are reviewed by a consultant psychiatrist or nominated deputy not
less often than once every six months. This review to include such items as adverse drug
reactions (ADRs) or side effects reported, ongoing need that outweighs adverse
effects/risks, or decision to stop Clozapine.

100%

9. All patients to receive written information on Clozapine and Clozapine patient

100%
card. ?

10. Use of Clozapine for indications outside its licence must be discussed with the

100%
Clozaril Patient Monitoring Service (CPMS). °
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APPENDIX 2 - CLOZAPINE NOTIFICATION FORM

Patient’s Name: ....cocvveevenenecncie e DOB: ...ttt
CPMS NO: .t Hospital NO: ...ccoeveeeeceee e,
CPA Care Coordinator: ........cceoveeeenecnerennen ConsUltaNnt: ....coeuveererreecee e
Contact NO: ., Contact NO: ..o
AllErgies/SENSITIVITIES: ..cecvcvevieecreeeter ettt ettt s b et st er et ernanes
Desired initiation date of CloZapiNe: ...ttt

All current medication:

(Including OTC preparations and natural remedies i.e. antihistamines, St John’s Wort)

Drug name and form Dose Frequency

Previous antipsychotic treatment:

Drug name, dose and form Date Date Reason

started stopped
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Other medical conditions(Please specify yes or no. If yes, please give details)

Cardiac conditions:

Details:

Hepatic or renal impairment

Details:

Epilepsy:

Details:

Glaucoma:

Details:

Asthma:

Details:

Prostatic enlargement

Details:

Diabetes:

Details:

Other:

Yes

No

Other relevant issues{eg compliance issues, social support problems, willingness to attend for blood jests
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Appendix 3 - INDIVIDUAL PLAN OF CARE FOR IN-PATIENT INITIATION OF CLOZAPINE

Space for patient identification label

INDIVIDUAL PLAN OF CARE

FOR INPATIENT INITIATION OF CLOZAPINE

Date
Consultant:

Key worker:

Otherinvolved individuals:

GOAL/AIM

Shortterm: To initiate Clozapine treatment and monitor his/her physical psychological and mental health during the initial stages of treatment.

Longterm: To maintain and stabilise his/her mental health to enable optimum level of functioning and a gradual return to his/her community

environment.

PLAN OF CARE

SIGN

DESIGNATION

EVALUATION

DATE

1. For the doctor to explain the procedure involved before the treatment can be commenced e.g. present
medication being gradually reduced, then withdrawn.

2. For the initial blood sample to be taken and the doctor to register the patient with the Clozaril Patient
Monitoring Service (CPMS — telephone number: 0845-769-8269) CPMS number

3. For the doctor to explain the need for blood testing i.e. NEUTROPENIA, its consequences and how it
may affect physical health and that symptoms such as sore throat and fever must be reported to the
doctor immediately.

4. For the primary/associate nurse to educate the patient and/or family member/carer re the therapeutic
effects and possible side effects of Clozapine and to re-iterate the reason for regular blood monitoring.
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To ensure written information has been provided and issue “Clozapine Alert” card.

Following confirmation of a ‘green’ blood result, Clozapine may be commenced. Routinely treatment
should be initiated on Thursday in the South and Friday in the North. Initiation outside of this schedule
must be agreed with pharmacy in advance. The prescription must be written up by the doctor for a
period of at least 7 days. A standard initiation prescription is available.

EVALUATION
PLAN OF CARE SIGN DESIGNATION
DATE
7. Following commencement of treatment qualified staff must monitor the patient’s temperature, blood
pressure and pulse regularly. (The patient must be observed for the first 6 hours of therapy for signs of
hyperthermia, excessive drowsiness, low blood pressure or tachycardia).
8. For the primary/associate nurse to ensure ongoing support and education is made available to the
patient etc.
9. For the primary/associate nurse and the patient to monitor for side effects, eg. drowsiness,
hypersalivation, constipation etc.
10. For blood samples to be taken every Monday/Tuesday morning, as per local schedule, for a period of 18
weeks and then every two weeks following authorisation by Clozaril Patient Monitoring Service (CPMS).
11. When the discharge date for the patient is known, inform Pharmacy of:
Date of discharge
PCART taking over care
Arrangements made for blood sampling
Where supplies are to be sent
Also inform Clozaril Patient Monitoring Service (CPMS) of patient’s discharge and change of location and
consultant details. Send Clozapine pack on to appropriate PCART.
Signature of key WOrker .......ccovvvveivevecer e, (D) I Signature of patient .......ccccoceveeviveee e [DF ) (I
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APPENDIX 4 - INDIVIDUAL PLAN OF CARE FOR OUT-PATIENT INITIATION OF CLOZAPINE

INDIVIDUAL PLAN OF CARE
Space for patient identification label

Date

Consultant

FOR OUPATIENT INITIATION OF CLOZAPIN| Key worker

Other involved individuals

GOAL/A||V| treatment.

Shortterm: To initiate Clozapine treatment and monitor his/her physical psychological and mental health during the initial stages of

Longterm: To maintain and stabilise his/her mental health to enable optimum level of functioning IN THE COMMUNITY.

PLAN OF CARE

SIGN DESIGNATION

EVALUATION

DATE

1. For the doctor to explain the procedure involved before the treatment can be commenced e.g. present
medication being gradually reduced, then withdraw and to register the patient with the Clozaril Patient
Monitoring Service (CPMS — telephone number: 0845-769-8269) CPMS number.........ccccceeveveeereenene.

2. Date for initiation to be agreed. This mustbe a Monday. Date of initiation...........ccccce.....

3. For the initial blood sample to be taken on the Thursday prior to agreed initiation date and to be tested
locally.

4. For the doctor to explain the need for blood testing i.e. NEUTROPENIA, its consequences and how it

may affect physical health and that symptoms such as sore throat and fever must be reported to the
doctor immediately.

5. For the care co-ordinator to ensure that education is provided to the patient and/or family
member/carer re the therapeutic effects and possible side effects of Clozapine and to re-iterate the
reason for regular blood monitoring.
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6. To ensure written information has been provided and issue “Clozapine Alert” card.
EVALUATION
PLAN OF CARE SIGN DESIGNATION
DATE
7. Following confirmation of a ‘green’ blood result, Clozapine may be commenced. The initial prescription
must be signed by the doctor and sent to pharmacy by the Thursday prior to commencement of
therapy.
8. Following commencement of treatment qualified staff must monitor the patient’s temperature, blood
pressure and pulse regularly. (The patient must be observed for the first 6 hours of therapy for signs of
hyperthermia, excessive drowsiness, low blood pressure or tachycardia.)
9. For the care co-ordinator to ensure ongoing support and education is made available to the patient etc.
10. For the designated nurse and the patient to monitor for side effects, e.g. drowsiness, hypersalivation,
constipation etc.
11. For blood samples to be taken every Monday/Tuesday morning, as per local schedule, for a period of 18
weeks and then every two weeks following authorisation by Clozaril Patient Monitoring Service (CPMS).
12. When the discharge date for the patient is known, inform Pharmacy of:
Date of discharge
Arrangements made with PCART regarding taking over patient care
Arrangements made for blood sampling
Where supplies are to be sent
Name of patient’s GP
Name of regular community pharmacy
Also inform Clozaril Patient Monitoring Service (CPMS) of patient’s discharge and change of location and
consultant details
Send Clozapine pack on to appropriate PCART
Signature of key WOrker ........ccceeveiveveveeveeceeeieveene, Date .o
Signature of patient .......ccceveevvieneveceee Date ...coovvvevvvirreciene,
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APPENDIX 5 - CLOZAPINE PRESCRIPTION:
NHFTInpatient Initiation

Ward

Patient details sticker

This is a standard prescription for the first 15 days of treatment.

The prescriber must complete the dates for the increasing dose and sign and date this prescription.

Wh e n

using
prescription

t

h

i s
cha

pr
rt

S
w

c
i

ri ption
th a

Clozapine
direction

of

mu st
iAsS

stil
per i

This prescription must not be amended.

If the Clozapine dose is not to be increased as below then it must be prescribed on the prescription chart.

CLOZAPINE
Day Date 8AM Given by 10PM Given by o
y

Dose Dose Use Only

Day 1 € . . | é é [ Give this initial dose at 6pm| 12.5mg

Day 2 eé. ./ éel12.5mg 12.5mg

Day 3 €. ./ éél12.5mg 12.5mg

Day 4 €. ./ éél 25mg 25mg

Day 5 €. ./ éél 25mg 25mg

Day 6 €. ./ éélJ25mg 50mg

Day 7 e. . | éél 25mg 50mg

Day 8 €. ./ éé/50mg 50mg

Day 9 €. ./ éé/50mg 50mg

Dayl1l0 |[é. . / é é /] 50mg 75mg

Day 11 €. ./ éé/50mg 75mg

Dayl12 |é. . / é é / 75mg 75mg

Day13 |[é. . / é é / 75mg 75mg

Dayl14 |é. . /| é é /] 75mg 100mg

Day15 |[é. . / é é / 75mg 100mg

Day 16 onwards p

Prescri

Pri

nt

rescri

be on regular drug chart

ber

name:

,,,,,

,,,,,,,,,,,,,,,

s 7z oz

,,,,,,

éééééééeéc¢
number :
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APPENDIX 6 - CLOZAPINE PRESCRIPTION:

INPATIENT INITIATION (MAUDSLEY GUDIELINES)

Ward

Patient details sticker

This is a standard prescription for the first 15 days of treatment.

The prescriber must complete the dates for the increasing dose and sign and date this prescription.

Wh e n
presc

us

roi

ng
i

[ t
ption

h

i s
cha

This pescription must not be amended.

ription
th a

Clozapine

direction of

mu st
i As

stil
per i

If the Clozapine dose is not to be increased as below then it must be prescribed on the prescription chart.

CLOZAPINE
Day Date 8AM Given by 10PM Given by R e
y

Dose Dose Use Only

Day 1 € . . | é é |/ Give this initial dose at 6pm| 12.5mg

Day 2 €. ./ éél12.5mg 12.5mg

Day 3 €. ./ éél 25mg 25mg

Day 4 e. . /| éél 25mg 25mg

Day 5 €. ./ éél25mg 50mg

Day 6 €. ./ éél 25mg 50mg

Day 7 €. ./ éé/50mg 50mg

Day 8 €. ./ ééJ50mg 75mg

Day 9 €. ./ ééJ75mg 75mg

Day10 |[é. . / é é / 75mg 100mg

Dayl1ll |é. . / é é /] 100mg 100mg

Dayl12 |é. ./ é é / 100mg 125mg

Day13 |é. . / é é / 125mg 125mg

Day14 |é. . /| é é / 125mg 150mg

Dayl1l5 |(e. . / é é /] 150mg 150mg

Day 16 onwards prescribe on regular drug chart

Prescri

Pr i

nt

ber

name:

,,,,,

,,,,,,,,,,,,,,,

s s oz

,,,,,,

eeéeéeéeecéce
number :
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APPENDIX 7 - ARRANGEMENTS FOR BLOOD SAMPLING FOR CLOZARIL AND NON-
ATTENDANCE
Patients who attend ® surgeries for blood sampling:

9 All patients will have planned appointments at appropriate intervals for their individual blood screening.

9 Appointments will be booked via electronic systems such as EMIS. This will enable practice nurses to identify
patients that are not attending at the earliest opportunity.

9 Systems will provide information detailing a named link nurse at the local PCART with their contact number.
9 The link nurse will then be alerted as soon as possible in all cases of non-attendance.

9 Thelink nurse, in conjunction with care co-ordinator will be responsible for contacting the patient concerned at
the earliest opportunity.

Patients attending centralised patholyy centres for blood sampling:

9 All patients will be identified by link nurses. The frequency and day of blood sampling required by individuals
will be recorded along with details of the blood sampling location.

9 Pathology centres will electronically record attendance of individual patients.
9 This will then be verified by link nurses by contacting pathology centres on appointed days.

9 Evidence of non-attendance will alert link nurses who, in conjunction with the care co-ordinator will be
responsible for contacting the patient concerned at the earliest opportunity.

Patients attending Clozaril Clinics:
1 Anaccurate record will be kept of all patients attending clinics.
9 The record will detail frequency of blood sampling and date due.

1 Inthe case of non-attendance the clinic nurse will contact the patient concerned by phone in the first instance. If
unsuccessful, the CPA Care Coordinator will be informed to follow up the patient and arrange for blood test to
be carried out at a local level.

1 The Pharmacy and the CPMS to be informed of any possible delay in the analysis of blood sample.
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APPENDIX 8 - SUPPLY OF CLOZAPINE TO PATIENTS BY LLOYDS PHARMACY - NORTH
PCART

Once patients have been initiated on Clozapine, Pharmacy will routinely supply Clozapine for periods of treatment
commencing on Friday evening each week.

Prescriptions

1. For hospital initiation the first dose should be in the evening on a day negotiated with pharmacy ( a
minimum of 48 hours is required) the initial prescription should be written for at least 7 days. A
Clozapine initiation chart is available for this purpose.

2. For out-patient initiation the initial prescription must commence on a Monday as per the treatment
plan. (see section 6.19)

3. Subsequent prescriptions must be written for at least the appropriate dispensing period (1, 2 or 4
weeks). For stable patients longer durations are acceptable.

4. Dose changes should only be made at the beginning of a new dispensing period where ever possible.

5. Prescriptions for outpatients should reach pharmacy at least 7 days before a patient is due to be
supplied to prevent delays occurring in transporting supplies.

6. Prescriptions from in-patient areas may be faxed to pharmacy. For routine supplies these should be
faxed on a Thursday morning.

7. For out-patients the original prescription must be sent to pharmacy.

1. Pharmacy will supply against the prescription supplied for the appropriate dispensing period only after a
valid blood result is received from the Clozaril Patient Monitoring Service (CPMS).

2. |If there are special dispensing requirements e.g. original boxes, weekly dispensing for monthly patients etc.
these must be arranged with pharmacy in advance.

Inpatients

Routine blood samples should be taken on a Tuesday

Upon receipt of a valid blood result pharmacy will issue 7 days supply (irrespective of the blood monitoring
frequency)

Clozapine for patients on a stable dose will be supplied with directions.

NB:If there is a dosehange the ward should fax the prescription to pharmacy and contact them to arrange an
additional supply. It is preferable that dose changes are made at the beginning of a supply week i.e. Friday
evening.

The patient’s ward supply of Clozapine must be sent to pharmacy whenever a TTA needs to be dispensed and the
current ward supply is not suitable for use as TTA e.g. not labelled with instructions or quantity deemed to be
inappropriate to send home due to safety concerns.
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Outpatients

Community patients are prescribed Clozapine on a “Clozapine Maintenance Chart”, and can be written for a
maximum of 6 months, the original prescription is kept in Pharmacy.

When a prescription is due to expire a request for a new one will be e-mailed to an agreed list of contacts.

New prescriptions are to be faxed and the original sent to pharmacy in the internal mail, a supply will only be made
once against a fax copy

New prescriptions should reach pharmacy no later than the beginning of the week a supply is due.

Pharmacy will supply against the prescription supplied for the appropriate dispensing period only after a valid blood
result is received from the Clozaril Patient Monitoring Service (CPMS).

If there are special dispensing requirements e.g. original boxes, weekly dispensing for monthly patients etc these
must be arranged with pharmacy in advance.

Any variation to timing of blood tests and dispensing e.g. if a patient plans to go on holiday, must be discussed with
pharmacy.

Collection or delivery

Delivery or collection arrangements can only be met if Pharmacy is in possession of both a valid prescription and
blood result at the time of delivery/collection

Routine Supplies are ready for collection by the patient/carer according to local arrangements
Alternative delivery or collection arrangements may be possible following consultation with Pharmacy

Once patients have been initiated on Clozapine Pharmacy will routinely supply Clozapine for periods of treatment
commencing on Friday each week.
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APPENDIX 9 - LOCAL PROCEDURE FOR DISPENSING CLOZAPINE BY LLOYDS PHARMACY
BERRYWOOD - SOUTH PCART

In-patients
1. When patient has been registered with CPMS, consultant or deputy writes the initial Clozapine prescriptions for

10.

at least 10 days on a separate titration prescription (see Appendix 5 & 6). The starting date must be within 4
days of the initial blood test being taken. Clozapine must also be prescribed in the patient’s regular chart
however; nurses must only sign the titration prescription whilst clozapine is being titrated. Once titration has
been completed the regular dose of clozapine must be prescribed on the inpatient chart and reviewed regularly
for response, side effects, etc.

Ward must send the clozapine titration prescription as well as the drug chart used for any other medication to
NHFT Berrywood Pharmacy

Pharmacy Team check for potential interactions, etc
Pharmacy check that a green result has been obtained and is still valid
Clozapine is dispensed to last until result of next blood test is due

After first supply is dispensed the ward arranges for blood samples to be sent to Pathology at NGH on Mondays.
Pharmacy will access blood results and enter them onto CPMS, and dispense the appropriate supply based on
the monitoring frequency. This will be done on Thursdays following receipt of a green blood result

Ward staff are responsible for ensuring that prescription charts are re-written when necessary and BOTH charts
are sent to pharmacy each Thursday

Pharmacy makes alternative arrangements for blood sampling and dispensing over bank holidays in consultation
with ward staff and the pathology laboratory

If an in-patient is given leave, all Clozapine supplies remaining on the ward must be sent to pharmacy with the
TTA prescription. The TTA is dispensed from this supply

When a patient is discharged, only enough Clozapine can be dispensed to last until the result of the next blood
test is due. The discharge prescription and ward supplies are sent to pharmacy. An outpatient prescription
chart must be written and sent to pharmacy. A completed Clozapine checklist must also be sent following
discussion with pharmacy, the Clozapine clinic and the PCART and patient/carer so that supplies can continue to
be dispensed without interruption

Out-patients

1.

2.

3.

Pharmacy keeps all out-patients prescription cards
When a prescription card is out of date, pharmacy sends it to the consultant to be re-written

The consultant re-writes the prescription for an appropriate length of time. The maximum length of a
prescription is 6 months
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4. Pharmacy dispenses the prescription each time only after a green result has been received from CPMS

5. NB:If the Clozapine dose needs to be changed, the consultant must contact pharmacy. If possible, changes
should be made to coincide with the next supply being dispensed otherwise appropriate arrangements must be
made. In an emergency, pharmacy will take a verbal order which must be countersigned by the prescriber

6. Pharmacy sends patient's supply on transport to the Clozapine clinic for collection unless other arrangements
are in place

7. Any variation to timing of blood tests and dispensing e.g. if a patient plans to go on holiday, must be discussed
with pharmacy. CPMS should also be contacted if appropriate

Pharmacy makes alternative arrangements for blood sampling and dispensing over bank holidays in consultation
with Clozapine clinic and/or PCART staff, patients and the pathology laboratory.
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APPENDIX 10 - CLOZAPINE DISCHARGE CHECKLIST

To be completed by care co-ordinator before a patient is discharged or goes home on extended leave.

NAME:

ADDRESS:

BLOOD TESTS

PLACE:

DAY:

PHARMACY CONSULTED:

AGREED BY CPN/CLOZARIL RESOURCE NURSE:

AGREED BY SURGERY/CLINIC:

IDENTIFIED NAMED NURSE:

AGREED BY PATIENT:

AGREED BY MAIN CARER:

SAMPLING KITS AND LABELS SENT:

SUPPLIES

TO BE COLLECTED FROM:

DAY: PHARMACY CONSULTED:

AGREED BY PATIENT:

AGREED BY MAIN CARER:

OUT-PATIENT PRESCRIPTION WRITTEN AND SENT TO PHARMACY: YES/NO

In case of sore throat or other sign of infection:-

Person patient should contact:

Patient made aware of importance of informing contact: YES/NO

Main carer made aware of importance of information contact: YES/NO
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CLOZARIL PATIENT MONITORING SHR&I@BA45 7698269)

(Please delete as appropriate)
Informed of date of discharge Y/N  Arrangements for blood sampling Y/N
Address for sample result Y/N  Change of Consultant (if applicable) Y/N

OTHER INFORMATION

e.g. Any community pharmacy/chemist used to obtain other prescription
medications

GONTACT TELEPHONE NUMBERS

Pati:ent's

CPN_’_s

CPMS:

General enquires: 0845 7698269

24 hours emergency service 01276 692504

CampbelHouse: Clozapine Clinic - 01604 658835 (Monday only)
East Sector PCART — 01604 658811
West sector PCART - 01604 658841

UCAT{South): 01604 682673

UCAT{North): 01536 6452315

Lloyds Berrywood Hospital Pharmaay1604 685414

NHFT Berrywood Hospital Pharma@®t604 685414

A&E KGHO01536 492345

A&E NGH01604 545601

NSTEP (Northampton ared)1604 657765

NSTEP (Heartlands are@)536 415130

KetteringPCART01536 452475

Corby 01536 444850

Rushdenand Thrapston 01832 733975

WellingboroughPCART01933 235444

PLEASE PHOTOCOPY AND SEND COPIES TO PHARMACY, PLACE OF MONITORING AND GP. FILE ORIGINAL IN

PATIENT’S NOTES.
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APPENDIX 11 - CLOZAPINE INITIATION CHECKLIST

Space for patient identification label

Signature

Designation

Date

1. Clozapine is prescribed within the criteria set out in
the UK marketing licence for Clozapine e.g blood
testing, prescribing limitations, monitoring of adverse
events. Use for indications outside its licence has been
discussed with the Clozaril Patient Monitoring Service
(CPMS).

2. There is a documented drug history in the CPA
notes which includes the following:

All drugs taken in the three months before Clozapine is
considered (prescribed and purchased over-the-
counter, including ‘natural remedies’).

9 A comprehensive list of psychotropic drugs taken
throughout their illness.

9 The patient is either unresponsive to or intolerant
of conventional neuroleptics (for definitions see
policy for prescribing Clozapine)

3. There is a documented summary in the care
programme approach (CPA) records of:

1 Warnings given to the patient on how to recognise
potentially serious adverse effects (including who
to contact and when)

9 Advice given to the patient on side effects

9 Information given to patients on potential benefits
and known risks in comparison with conventional
antipsychotics

9 Information given to patients about frequency of
blood tests, where blood samples will be taken and
how tablet supplies will be collected

I Patient has received written information on
Clozapine and Clozapine patient card
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Signature Designation Date

4. Record of the desired outcomes of treatment as a
result of changing to Clozapine, as agreed between the
responsible doctor and the patient (and carer, if
appropriate) that sets out

I  How the outcome(s) will be measured?
T When they will be measured e.g. intervals?

I Criteria agreed with patient for stopping treatment
(e.g. definition of ineffectiveness and when this will
be assessed/reassessed)

5. There is a record of the information given to the
patient (and carers, if appropriate) when responding to
potential adverse effects e.g. hypersalivation,
drowsiness, sore throats/infection, and constipation

6. Support arrangements are in place to ensure the
necessary monitoring and support is provided

7. The patient is to be reviewed by a consultant
psychiatrist or nominated deputy on. This review to
include such items as adverse drug reactions (ADRs) or
side effects reported, ongoing need that out-weighs
adverse effects/risks, or decision to stop Clozapine

8. Physical examination, history obtained and patient
referred to a physician if appropriate

9. Clozapine notification form completed and sent to
pharmacy and a copy retained in the single clinical
record
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APPENDIX 12 - PROCEDURE FOR THE MANAGEMENT OF CLOZAPINE PATIENTS WHO
HAVE A “RED” RESULT

1. Stop Clozapine immediately (do not give other antipsychotics but if necessary use haloperidol). For
outpatients ensure supplies of clozapine are retrieved from patient to avoid inadvertent continued use.

2. Take urgent blood sample for confirmation of Full Blood Count with differential. Contact responsible doctor.

3. Arrange for full blood count with differential to be taken on the 2 days following the red alert to confirm
whether the patient’s status is red.

4. |If the status is confirmed as red arrange daily full blood count with differential until the neutrophil count is >
1.5 x10°/L.

5. Observe for signs of secondary infection i.e. sore throat, fever and ensure patient, carer and other care team
members are aware of the need to watch for signs of infection. If patient is in the community and there are
concerns about identification of signs of secondary infection, consider admitting the patient to hospital.

6. If the neutrophil count falls below 1.0 x 10°/L or the patient develops a fever or other signs of infection, staff
grade or consultant should contact consultant haematologist for advice.

7. Take the patient’s temperature, blood pressure and pulse four hourly.

8. If temperature rises above 38°the patient should be transferred to the acute hospital as they will require IV
broad spectrum antibiotics and barrier nursing.

Ensure all action taken including specialist advice received is clearly documented in patients CPA.

Red result = WBC < 3.0 x10°/L, and/or Neutrophil count < 1.5 x 10° and/or platelets <50 x 10°/L

If a red result is confirmed Clozapine treatment must not be restarted
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APPENDIX 13 - HOME INITIATION CHECKLIST

NAME: DOB: /1

ADDRESS:

CARE COORDINATOR:

TO BE COMPLETED PRIOR TO CLOZAPINE INITIATION
1 Client considered suitable for home initiation following guidelines in Clozapine policy.

2  Complete notification form.

3 Baseline measurements taken (B.P.T.P.R).

4  Client has consented for Clozapine treatment and blood tests.

5 Client/carers provided with information on home initiation.

6  Pharmacy informed of proposed initiation date.

7 Liaise with Clozapine lead for availability to commence.

8  Client registered with CPMS.

9 Review dates set with Responsible Doctor day 4/5 and day 9.

10 Arrangement made and documented for initial local blood test (Thurs am).

11 Care plan completed.

12 Emergency contact numbers given to client/carers.

JuU oo bb bt dd

13  Arrangement made for continuing blood tests and collection of medication.
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APPENDIX 14 - CLOZAPINE PRESCRIPTION: OUT-PATIENT INITIATION

Patientdetails: Contact name at community team involved
in out-patient initiation:

Allergies: Consultant:

Drug: CLOZAPINE

Day/date AM dose Taken by patient & time PM dose | Taken by patient

1. Monday 12.5mg -

2. Tuesday 12.5mg -

3. Wednesday 25mg -

4. Thursday 25mg -

5. Friday 50mg -

6. Saturday 50mg -

7. Sunday 50mg -

8. Monday 25mg 50mg

9. Tuesday 25mg 50mg

10. Wednesday 50mg 50mg

11. Thursday 50mg 50mg

12. Friday 50mg 75mg

13. Saturday .......... 50mg 75mg

14. Sunday .......... 50mg 75mg

15. Monday .......... 50mg 100mg

16. Tuesday 50mg 100mg

17. Wednesday 50mg 125mg

18. Thursday 50mg 125mg

19. Friday 50mg 150mg

20. Saturday 50mg 150mg

21. Sunday 50mg 150mg

DoCtor’s SIgNALUIE: ...ccvceveeececee e e Date....cocerereeeeee e

Print Nname: .....ccoeeeeeveeece e Bleep number.........ccooeeveeeeuenennne

Instructions:

This is the standard initiation regime for otpatient initiation and must be signed by the doctor and the original
script sent to pharmacy prior to commencement of therapg described in the treatment programme.

A prescription to cover the patient from day 22 onwards will need to be with pharmacy by Day 17 at the latest to
all ow pharmacy to dispense a week’s suppl y Bérgwoodt h e
Pharmacyand day 19 for patients suplied by Kettering General Hospital Pharmacy.

Page 49 of 60



Northamptonshire Healthcare NHS|

NHS Foundation Trust

APPENDIX 15 - OUT-PATIENT INITIATION OBSERVATIONS RECORD
Community Based Initiation of Clozapine Treatment

OBSERVATIONS RECORD
NAME et DOB ...ttt
Start Date ..ooce e CPMS NO...ooievectieeee e e
Blood glucose.......ccoeeeveececrereiniseeeene. Weight......coeveieineeceee e
BP standing BP lying Pulse Temp Observations
Baseline
Day 1
Day 2
Day 3
Day 4
Day 5
Day 6 Dose remains same
No Monitoring required
Day 7 Dose remains same
No Monitoring required
Day 8
Day 9
Day 10
Day 11
Day 12
Day 13 Dose remains same
No Monitoring required
Day 14 Dose remains same

No Monitoring required
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APPENDIX 16 OTHER SIDE EFFECTS OF CLOZAPINE

Side effect Description Frequency When How to manage
Drowsiness and Sleepiness/ About Usually occurs within | Dose increases must
sedation apathy first 4 weeks but be very gradual. Give
3to4 may persist divided doses with
throughout larger dose at
in every 10 treatment bedtime.
patients
Hypersalivation Wet pillow in the | About Usually appears early | Use low starting doses
in treatment and increase slowly.
Morning 3to4 Prop up pillows at
(1 to 4 weeks) night. Use a towel to
in every 10 cover the pillow. If
but may persist severe, a small dose of
Drooling saliva patients throughout hyoscine 300
treatment micrograms at night
may be prescribed
BUT care re Gl stasis
and obstruction (see
BNF).

Tachycardia Heart rate over About Early in treatment Use low starting doses
100 beats per but can persist and increase very
minute 2to3 throughout gradually.

in every 10 Use lowest possible
maintenance dose. If

patients Often dose related no improvement
reduce dose.
If persists try a beta-
blocker, providing
there are no medical
contraindications or,
ultimately withdraw
Clozapine.

Constipation Infrequent bowel | About Early in treatment Take proactive
movements that but can persist approach. Adjust diet.
cause discomfort | 1to 2 throughout Ensure fluid intake is

adequate. Give stool
in every 10 softener or bulking
laxative. Avoid
Potentially patients Often dose related | antimuscarinic drugs.
serious side
effect if left
untreated
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Side effect Description Frequency When How to manage
Nausea/ Caution - About Usually after Reduce the dose
then increase more
vomiting May be caused by | 1to?2 4 to 6 weeks slowly.
gastro-intestinal
obstruction. in every 10 If severe give anti-
emetic. CARE with
(see BNF warning) | patients anticholinergics

Hypotension

Drop in blood
pressure

Less than about
1in 10

patients

First 4 weeks

Avoid rapid dose
increases. Instruct
patient to stand up
slowly. Leave longer
intervals between
dosage increases.

Give largest part of
daily dose at
bedtime. Use lowest
possible
maintenance dose.

Marked weight May present Less than about1 | Any time during Dietary counselling
change through in10 treatment before and during
carbohydrate treatment. Suggest
craving patients more exercise.
Monitor weight.
Can be from
2 to 25lbs
(1to 10kg)
Seizures Tonic-clonic and Less than about 1 | Can occur at any Try to prevent by
myoclonic in 10 time using lowest possible

patients

Dose dependent

Incidence rises at
doses over 600mg
(total) per day

dose and avoid rapid
dose increases. If a
seizure occurs
withhold Clozapine
for 24 hours then
resume at 50% of the
dose. Perform an
EEG and consider a
neurologist referral.
Consider sodium
valproate (NOT
carbamazepine).

For a comprehensive list of adverse effects please see the specification of product characteristics for

Clozaril
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APPENDIX17 IMPORTANT DRUG INTERACTIONS

Because of the risk of agranulocytosis, the concomitant use of any other drug associated with
agranulocytosis or granulocytopenia should be avoided. These include:

Carbamazepine
Phenylbutazone
Azapropazone
Cytotoxic agents

Chloramphenicol
Penicillamine

= =4 =4 =4 -4 -8 -8 -9

Long acting depot injections of antipsychotics

Sulphonamide antibiotics (e.g. co-trimoxazole)

Drug

Interactions

Comments

Bone marrow
suppressants (list
above)

May interact to increase the risk and/or severity
of bone marrow suppression.

Clozapine should not be administered
concomitantly.

Benzodiazepines

Concomitant use may increase the risk of
circulatory collapse, which may lead to cardiac
and/or respiratory arrest.

Caution is advised when using these drugs
together. Reports suggest that respiratory
depression and collapse are more likely to
occur at the start of this combination or
when Clozapine is added to an established
benzodiazepine regimen.

Anticholinergics

Clozapine may potentiate the action of these
drugs through additive anticholinergic activity.

Monitor patients for anticholinergic side
effects e.g. constipation especially when
using to help control hypersalivation.

Antihypertensives

Clozapine may potentiate the hypotensive
effect of these drugs due to its
sympathomimetic antagonistic effects.

Caution advised if used concomitantly.
Patients should be advised of the risk of
hypotension especially during the period of
initial dose titration.

Alcohol, MAOIs CNS
depressants including
narcotics and
Benzodiazepines

Enhanced central effects. Additive CNS
depression and cognitive and motor
performance interference when used in
combination.

Caution advised if used concomitantly.
Advise patients of possible sedative effects
and caution them not to drive or operate
machinery.

Drug

Interaction

Comments

Highly protein bound
drugs e.g. warfarin and
digoxin

Clozapine may cause an increase in plasma
concentration of these drugs due to
displacement from plasma proteins.

Patients should be monitored for side
effects of the drugs and doses of the
protein bound drugs adjusted if necessary.

Phenytoin Addition of Phenytoin to a Clozapine drug If Phenytoin must be used the patient
regimen may cause a decrease in Clozapine should be monitored closely for worsening
plasma concentrations. or recurrence of symptoms.

Cimetidine Concomitant administration may lead to an Avoid concomitant use - use another H2
increase in Clozapine plasma concentration due | antagonist.
to inhibition of the metabolism of Clozapine by
Cimetidine.

Lithium Concomitant use may lead to neurotoxicity. Concurrent use should be well monitored.

Concomitant use can increase the risk of
Neuroleptic malignant syndrome (NMS)
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APPENDIX18 - CLOZAPINE AND SMOKING

The specification of product characteristics for Clozaril states: “In cases of sudden cessation of
smoking, the plasma Clozapine concentration may be increased, thus leading to an increase in
adverse effects”

Cigarette smoke contains polycyclic aromatic hydrocarbons, which are potent inhibitors of CYP1A2
the enzyme responsible for Clozapine metabolism. Smoking therefore increases the metabolism of
Clozapine and therefore smokers may have lower plasma levels than non-smokers. This must be
taken into account when commencing therapy and consideration should be given to measuring the
plasma level in smokers who are not responding. Also when someone stops smoking, particularly if
cessation is sudden, patients should be monitored for an increase in adverse effects and
consideration should be given to adjusting the Clozapine dose.

Nicotine replacement therapy (NRT) does not affect plasma Clozapine levels, therefore patients
using NRT to aid cessation of smoking must still be monitored for increase in side effects and
doses adjusted where appropriate
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APPENDIX 19 - LOCAL STANDARD OPERATING PROCEDURE FOR THE
PROVISION OF CLOZARIL TO COMMUNITY MENTAL HEALTH PATIENTS.

Purpose

Due to the differing geographical needs and staffing levels in the current Planned Care and Recovery
Team (PCART) structure, it has become necessary to develop a Standard Operating Procedure that
encompasses all variations in practice.

Many areas have co-located to main PCART hubs, leaving other PCART satellite areas with minimal
staffing.

9 Corby and Kettering PCART are now co-joined. The Hub is at Corby Resource Centre, Stuart
Rd and Corby. Kettering also utilise a designated satellite area in Dryland Block, St Mary’s
Hospital.

T Wellingborough and East Northants PCART are now co-joined. The Hub is at Abbey Block,
Isebrook Hospital. East Northants also utilise a designated satellite area in Green Lane Clinic,
Thrapston.

9 Daventry and South Northants are now co-joined. The Hub is at Danetre Hospital, Daventry.
South Northants also utilise a designated satellite area in Towcester Health Centre,
Towcester.

9 The Northampton PCARTs — East and West are separate entities, but are both based at
Campbell House, Northampton.

Differing sizes of Clozaril patient cohorts have also led to variations in practice. Some areas do not
warrant the provision of a Pochi Clozaril Blood monitoring machine.

Venepuncture
Venepuncture required for Clozaril monitoring is undertaken in the following ways.

T Where a Pochi machine is available, the PCART will invite patients to designated clinics for
their bloods to be taken (on a Monday or Tuesday). This clinic is staffed by a member of the
nursing team and a pharmacy technician. Medication is supplied to the patient at that time
if the result of the blood test is green.

If there is any difficulty with the result, obtaining the bloods, the patient is unable to wait for their
medication or in exceptional circumstances when a pharmacy technician is not available, the
prescribed Clozaril will be delivered to the relevant PCART by Thursday afternoon in the south of the
county/ Friday lunchtime in the north of the county of that week for patient’s/carers collection.
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'  Where a Pochi machine is not available, patients will be advised to attend their local GP
practice, haematology department or similar blood taking resource as appropriate on the
relevant Monday or Tuesday.

Packs containing the patient’s Clozaril label and venepuncture taking items will be supplied to the
patient for them to take to the relevant blood taking resource as required.

Collection

Where further medication supplies are not made during a Clozaril clinic and the patient/carer
collects from the PCART base, a Clozaril log system must be in place. Supplies will be delivered to the
PCART base from pharmacy and on receipt of these supplies a member of the team will log the
supplies against the individual patients name and when the supply is collected the log will be
updated to record who has collected it (Appendix A).

For those patients who are required to collect their medication from the relevant PCART later in the
week, they will be required to sign for collection.

9 If the patient collects their medication, they should be asked to give their full name and date
of birth to ensure correct identification.

This Clozaril medication signing sheet should also contain a photograph of the patient to enhance
correct identification. Consent is required for the taking of this photograph.

9 If a carer collects the medication, they should be asked the patients name and date of birth
and /or address to ensure correct identification.

The staff member and patient/carer should both sign the Clozaril Collection sheet to confirm its
collection/receipt.

This staff member will ideally be a qualified member of staff. If they are not available unqualified
staff who have undergone appropriate training will be able to undertake this task.

All unqualified staff undertaking this task will be required to read the Clozaril Collection process in
place and sign to say they fully understand their responsibility in the process (Appendix B).

Monitoring of Patients

For those attending a PCART Pochi Clinic, the clinic nurses will monitor the patients in regards to
medication concordance and side-effects, mental health presentation and any physical issues.

For those not attending a PCART clinic for their blood taking, on collection of their medication later
in the week, their medication concordance and side effects, mental health presentation and any
physical issues will be considered by the issuing staff member. All interactions and concerns will be
fully documented in the patients electronic care record.
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If this staff member is unqualified, they will be issued a script with pertinent questions to ask
(Appendix C). Should they have any concerns about the patient arising from this questioning; they
will contact the PCART Duty Facilitator in the first instance.

In areas where the patient does not attend the PCART for either venepuncture or medication
collection due to geographical difficulties, the patients will be care coordinated by qualified clinicians
to ensure regular monitoring of their medication concordance and side effects, mental health
presentation and any physical issues is in place.
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APPENDIX 20 - Collection of Clozaril from reception Wellingborough East
Northants Adult Community MH Team

Collection of Clozaril from reception Wellingborough East
Northants Adult Community Mental Health Team

Date Drug DateGiven | Staff Signature Patient Signature
Delivered Out
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APPENDIX 21 - Collection of Clozaril Protocol

Problem Medication is dispensed by pharmacy and then delivered to Community Mental

health teams for patient collection.

Goal To reduce the risks of medication being given to the wrong person
Protocol

9 All medications to be kept in locked medication cupboard in the treatment room.

1 Individual collection signature sheet for each patient to be kept in medication folder in
reception. . (This is not a prescription lrt)

T FOR NEW PATIENTS3s medication packages arrive with name of patient only recorded,
details for new patients to be cross checked with clinic nurse.

I Consent to be gained from patient to take a photograph and to be put on to individual
collection sheet using the computer. This will prevent a photograph becoming separated
from the card

I Staff to check and document the name of drug date given and sign form.

I Staff to ask each person collecting medication for name and date of birth and check with
label of package and patient label/photograph on individual signature sheet.

 When making a new individual collection sheet please ask patient for the name and address
of any other person who may pick up the medication package and document.

I Person collecting medication to be asked to check box and to confirm that the medication is

theirs and to sign the form.

All staff handing over medication to read and sign

Name

Date Signature
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APPENDIX 22 - Patient Questions to be asked by unqualified staff when
handing over Clozaril medication

Patient Questions to be asked by unqualified staff when handing over Clozaril medication. NB
applies only to areas where there is no Pochi clinic — these questions will be routinely asked by Pochi
clinic nurse. A record should be made of the answers to these questions within the clinical record.

General questions
9 Ask how the patient is.
9 Askif they have any issues they need to discuss.
9 Ask them if they are experiencing any side effects that are causing them discomfort.
In particular ask them if their bowels are moving regularly.
9 Ask if they are taking their medication as prescribed.
-If not what are the issues leading to them not taking their medication.
-Get specific details on which doses they are missing, including when and how often.

If they advise you they have missed their medication for up to 48 hrs then you need to
immediately escalate this information to a qualified member of staff.

9 Ask patient open bag containing supply and check it is correct.

Other areas to consider
9 Does the patient look well?
9 Does the patient look neglected i.e. thin, undernourished, and unkempt?
9 Do they appear distracted or distressed?

i Has the patient become unreliable in collecting their medication or attending for blood
tests?

9 If you know the patient, do they present as usual?

If you have any concerns at all regarding the patient, these should be escalated to the duty facilitator

in the first instance.

All concerns should be documented effectively in the patient’s clinical record, including which staff
member you have escalated your concerns to.
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