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Sample Lithium Audit
Sample lithium audit to support the quality improvement section of QOF 2019/20
Produced by:
Heidi Taylor Clinical Effectiveness Lead Pharmacist 
Medicines Optimisation Team
Sheffield CCG
722 Prince of Wales Road
Tel: (0114) 3051667
Introduction 

Lithium is first line treatment option for people with Bipolar Disorder however due to the narrow therapeutic index and potential for toxicity prescribing by brand is recommended and regular monitoring is required.  NICE guidance Bipolar disorder: assessment and management, NICE (2014) clearly sets out the requirements for prescribing and monitoring lithium.  
Additionally, the life expectancy of people living with severe Mental Illness (SMI) is 15-20 years lower than the general population.  This disparity in health outcome is partly due to physical health needs being overlooked.  All patients with SMI (including Bipolar Disorder) should have an annual physical health check, this should cover;

· General physical health review

· Weight or BMI, diet, nutritional status and level of physical activity

· Cardiovascular status, including pulse and BP

· Metabolic status, including fasting blood glucose, glycosylated hemoglobin (HbA1c) and lipid profile

· Liver function

· Renal and thyroid function, and calcium levels, for people taking lithium long term
· National screening programmes – to be delivered or followed up

· Medication review 
There are templates with the GP clinical practice systems to support this;  
· The Sheffield developed one is called the ‘Severe Mental Health –Sheffield’    
· Bradford have also developed a more recent template, which is supported by a short training package by the AHSN, this is called the ‘Mental Health Physical Health Review ‘ template, The training can be found here - https://www.yhahsn.org.uk/service/population-health-service/physical-health-for-those-with-smi/ 
Analysis of the practice’s prescribing data and searches within the practice’s clinical system will be able to identify individual patients prescribed lithium who are not being managed in line with NICE/ national guidance. Practices are encouraged to review their process for following up a person who has not responded to invitations for monitoring or fails to order or collect prescriptions to ensure concordance with treatment plans and avoid clinical deterioration and crisis.  Consideration may need to be given to reasonable adjustments that may be needed to accommodate the patients’ needs.
Aim

To ensure the safe and effective prescribing and monitoring of lithium, in line with NICE guidance (NICE guidance Bipolar disorder: assessment and management, NICE (2014), the Sheffield prescribing guideline for medication for prophylactic treatment for bipolar disorder in adults and MHRA advice.  

Objectives
To ensure that the following is in place for all patients prescribed lithium:

· All patients are prescribed lithium by brand

· All patients are being monitored in line with  NICE / local prescribing guideline (see table 1 below)
· All patients are having an annual health check

Table 1
	Drug
	Monitoring
	Frequency

	Lithium – Prescribe by brand.  

A change of brand requires the same monitoring as when treatment with lithium is initiated.  

Patients should have their results written into their *NPSA purple book.

NPSA guidance recommends that prior to prescribing (re-authorising) evidence of monitoring should be seen. However, therapy should not be stopped abruptly and if necessary a supply should be made and results chased later.
* Supplies of the Lithium purple book are available from Primary Care Support England Online Portal, which can be accessed on: http://pcse.england.nhs.uk/supplies/
	Serum lithium concentration (12 hours post dose)


	Weekly after initiation and after each dose change until lithium concentrations are stable (0.4 – 1 mmol/litre)

Then every 3 months for the first year.

Every 6 months after the first year or every 3 months for people in the following groups: 

· Older people, 

· People taking drugs that interact with lithium. 

· People at risk of impaired renal or thyroid function, raised calcium levels or other complications 

· People who have poor symptom control, poor adherence, last plasma lithium level was 0.8mmol/L or higher.

Additional serum lithium monitoring is recommended if patient develops significant intercurrent disease or if there is change in the patient’s sodium or fluid intake 

	
	Weight or BMI, urea and electrolytes including calcium, *eGFR, thyroid function
	Every 6 months 

More often if there is evidence of any of the following; 

· impaired renal or thyroid function 

· raised calcium levels 

· an increase in mood (symptoms that might be related to impaired thyroid function). 

· other risk factors such as starting ACE inhibitors, NSAIDS or diuretics

	
	Signs of neurotoxicity including paraesthesia, ataxia, tremor and cognitive impairment
	Enquire about side effects at each review (these can occur at therapeutic levels)

	
	Emergence of movement disorders 
	Monitor and record any movement disorders during dose titration and then regularly and systematically throughout treatment

	
	Side effects and their impact on physical health and functioning
	Enquire about side effects at each review


*Monitor more frequently if urea levels and creatinine levels become elevated, or eGFR falls over 2 or more tests, and assess the rate of deterioration of renal function 
Criteria 
1. Patients prescribed lithium are prescribed by brand
2. Patients on lithium are being monitored in line with NICE guidance (see table 1)
3. Patients on lithium have had an annual health check 
Standards
The standard for each criterion are;

1. . Patients prescribed lithium are prescribed by brand – 100%

2. Patients on lithium are being monitored in line with NICE guidance (see table 1) – 100%

3. Patients on lithium have had an annual health check – 60%

Inclusion and Exclusion Criteria

All patients on lithium should be included in this audit, there is no exclusion criteria.
Method

1. Run a search for all patients being prescribed lithium (include brand and generic preparations)
2. Review all the patients for compliance with the audit standards as captured on the GP clinical practice system. 
3. Complete the lithium baseline data collection sheet (appendix 1)
4. Discuss recommendations within practice and identify any activities needed to improve compliance to the audit standards /patient care.   Agree and set improvement goals to improve performance (improvement plan – appendix 2)
5. Discuss audit, results and improvement plan at a network peer review meeting
6. Implement the improvement plan. 
7. Re-audit after improvement plan as agreed within the practice.
Practices will need to complete the Quality Improvement Reporting Template: Safe Prescribing after each audit cycle.  

References
NICE CG185  Bipolar disorder, assessment and management (https://www.nice.org.uk/guidance/cg185/resources/bipolar-disorder-assessment-and-management-pdf-35109814379461 )

NHSE GMS contract – guidance (https://www.england.nhs.uk/wp-content/uploads/2019/05/gms-contract-qof-guidance-april-2019.pdf )

NHS Sheffield prescribing guideline for medication for prophylactic treatment for bipolar disorder in adults - https://www.intranet.sheffieldccg.nhs.uk/Downloads/Medicines%20Management/Shared%20Care%20protocols/Bipolar_Prescribing_Guideline.pdf 

MHRA lithium https://www.sps.nhs.uk/articles/npsa-alert-safer-lithium-therapy-2009/ (note these documents have been archived and monitoring requirements within them has changed, but the advice re brand prescribing is contained within this alert)
https://www.england.nhs.uk/wp-content/uploads/2018/02/improving-physical-health-care-for-smi-in-primary-care.pdf 
Appendix 1 - Data collection sheet
	Patient ID
	Patient being prescribed by brand?

Y/N
	Patient been taking for less than a year or higher risk*

Y/N
	Lithium levels being monitored every 6 months (or 3 monthly if patient at higher risk* or in first year of treatment)
Y/N
	Is there evidence of;

· impaired **renal or thyroid function 
· raised calcium levels 
· an increase in mood (symptoms that might be related to impaired thyroid function).
other risk factors such as starting ACE inhibitors, NSAIDS or diuretics

Y/N
	Weight or BMI, urea and electrolytes including calcium, eGFR, thyroid function monitored every **6 months unless evidence as per previous column
Y/N
	Weight or BMI monitored every 6 months 
Y/N
	Patient has had an annual physical health check
Y/N

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


*Higher risk
· Older people, 
· People taking drugs that interact with lithium. 
· People at risk of impaired renal or thyroid function, raised calcium levels or other complications 
· People who have poor symptom control, poor adherence, last plasma lithium level was 0.8mmol/L or higher. 
Additional serum lithium monitoring is recommended if patient develops significant intercurrent disease or if there is change in the patient’s sodium or fluid intake.

**Monitor more frequently if urea levels and creatinine levels become elevated, or eGFR falls over 2 or more tests, and assess the rate of deterioration of renal function

Appendix 2 - Summary of results and action plan

	Criteria
	Standard
	Practice result from audit

	Patients prescribed lithium are prescribed by brand
	100%
	

	Patients on lithium are being monitored in line with NICE guidance
	100%
	

	Patients on lithium have had an annual health check
	60%
	


Quality improvement action plan

	


Date discussed at network meeting, attended by (name)

	


Appendix 3  - The recommended physical health assessments for people on the SMI register 
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BMI, blood pressure and pulse,
blood lipids including cholesterol,
blood glucose, lifestyle including
diet and exercise, smoking status
(enquiry about presence of cough,
wheeze or breathlessness), and
alcohol use. Approved risk
assessment tools such as the QRISK
Tool can be used to assess
cardio-metabolic rsk. Further
details on the comprehensive
checks can be found in the
relevant NICE quidelines.
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Cervical and breast cancer
screening for women and bowel
cancer screening for men and

reconciliation
and monitoring
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Ensure medication remains up to
date and accurately recorded and
is cross checked with all electronic
records. Conduct any additional
medication monitoring according
to the particular Summaries of
Product Characteristics (SPC) e.g
Lithium level, USES, LFT, prolactin,
ECG if indlicated during this review.

General physical
health enquiry

]

Medical and family history, sexual
health including use of
contraception, substance misuse
assessment (llcit or
non-prescribed drug use), oral
health assessment and any
indicated physical examination.

Proactive engagement and psycho-social support may be required to ensure people with SMI access checks/ interventions and follow-up care

including personalised care planning.

Follow-up interventions may include implementation of NICE guidelines f
Diabetes, Lipid modification, Drug misuse, Signpost to cancer pathway.
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