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SHARED CARE AGREEMENT
Sodium Zirconium Cyclosilicate (Lokelma®) for the treatment of
persistent hyperkalaemia — Adults

Principles of Shared Care
Shared care agreements provide a framework for the seamless transfer of care from a hospital or specialist service
setting to general practice, where this is appropriate and in the patient’s best interest. When a specialist considers a
patient’s condition to be stable or predictable, they may seek the agreement of the GP (or other primary care
prescriber) concerned and the patient to share their care.

Patients and/or carers must be centrally involved in any decision-making process. They should be supported by good
quality information that helps them to both come to an informed decision about engagement in a shared care
arrangement and sets out the practical arrangements for ongoing supplies of medicines.

The existence of a shared care agreement does not necessarily mean that the GP must agree to and accept clinical and
legal responsibility for prescribing; they should only do so if they feel clinically confident in managing that condition.
Clinical responsibility for prescribing is held by the person signing the prescription, who must also ensure adequate
monitoring.

Responsibilities of Secondary Care Specialist

e Initiate treatment and prescribe for the length of time agreed (3 months) — this should be a sufficient amount
of time to allow optimisation of treatment and demonstrate that the patient’s response is consistent.

e Discuss the benefits and side effects of treatment with the patient.

e Ensure patient is counselled on how to take sachets, storage, potential side effects and advise that long term
use has not been studied for more than a year.

e Counsel patient on the importance of adherence to sodium zirconium cyclosilicate, especially whilst also
taking Renin-angiotensin-aldosterone system inhibitors (RAAS) inhibitor therapy. Increases in serum
potassium can occur as early as 2 days after stopping treatment.

e Review concurrent medications for potential interactions prior to initiation.

e Initiate and stabilise treatment with sodium zirconium cyclosilicate.

e Secondary care will review the patient every 1-2 weeks whilst initiating treatment and following any dose
changes of other RAAS inhibitors therapy for the first three months.

e Undertake the clinical assessment and relevant monitoring at baseline and during the initiation period.

e Within the first month of treatment, provide the GP with written or secure email details of the treatment and
confirm whether they are willing to participate in shared care.

e Discuss shared care arrangements with the patient/carer, obtain their consent and explain their
responsibilities.

e Review the patient's condition and monitor response to treatment regularly where indicated.

o Inform the GP after each clinic attendance if there is any change to treatment or monitoring.

e Supply GP with clinic letter or discharge summary within 14 days of an outpatient review or inpatient
admission and inform GP if patient does not attend scheduled clinic appointments.

e Once the specialist considers the patient’s condition is stable or predictable, and treatment is optimised, a
request can be made to the patient’s GP to ‘share’ the patient’s care. Primary care should continue to
optimise RAAS inhibitors therapy if necessary, monitoring the potassium levels and adjusting the sodium
zirconium cyclosilicate dose as indicated in Table 1: Dose titration & Adverse events/ Other management.

e Potassium levels must be <5.5 mmol/litre before transferring patient to primary care.

e Prescribe a 4-week supply when transferring patient to primary care and inform patient/carer of the
arrangements for further prescriptions.

e Ensure that clear arrangements exist for GPs to obtain advice and support.

e Discontinuation of sodium zirconium cyclosilicate if RAAS inhibitors are no longer suitable.

e Report adverse events to the MHRA.
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e The consultant/specialist will reassume prescribing responsibilities should any problem occur, that cannot be
readily corrected in primary care.

Responsibilities of GP/Primary Care Prescriber

e Reply to the request for shared care as soon as practicable using the forms linked here (in writing or via
secure email).

e Take on prescribing and monitoring of sodium zirconium cyclosilicate once the specialist considers a patient’s
condition is stable or predictable, treatment is optimised and the patient’s potassium is stabilised between
3.5mmol/L and 5.5mmol/L, no sooner than 12 weeks after initiation.

e Prescribe medicine at the dose recommended after the initiation period.

e Primary care should adjust RAAS inhibitor dose as required to manage underlying condition e.g. chronic
kidney disease 3b-5/Heart failure (CKD/HF), with view to optimising treatment.

e Reduce the dose of RAAS inhibitors in persistent hyperkalaemia despite optimal doses of sodium zirconium
cyclosilicate.

e Monitor U&Es and blood pressure 1-2 weeks after each RAAS inhibitor dose change.

e Adjust sodium zirconium cyclosilicate dose according to serum potassium results if required — Table 1: Dose
titration & Adverse events/ Other management

e Recheck U&Es within 1-2 weeks of each change in sodium zirconium cyclosilicate dose.

e Once patients are on a stable dose of RAAS inhibitors to manage the underlying condition and potassium
binder to maintain a stable serum potassium level, monitor U&Es monthly for three months, then 3 monthly
monitoring until stable to return the patient’s usual monitoring schedule for RAAS inhibitor / underlying
condition.

e Review any new concurrent medications for potential interactions.

o Refer promptly to specialist when any loss of clinical efficacy is suspected (e.g. worsening of disease-related
symptoms, new symptoms suggestive of disease recurrence or progression) or intolerance to therapy occurs.

e Report to and seek advice from the specialist on any aspect of patient care that is of concern and may affect
treatment.

e Report adverse events to the specialist and MHRA.

e Stop treatment on the advice of the specialist.

Responsibilities of Patient/Carer

e Report to the specialist or GP if he or she does not have a clear understanding of the treatment.

e Share any concerns in relation to treatment with medicine.

e Report any adverse effects to the specialist or GP whilst taking the medicine.

e Patients should not stop therapy without consulting their healthcare professional (increases in serum
potassium may occur as early as 2 days after last dose of potassium binder). It is important to continue
taking sodium zirconium cyclosilicate, especially whilst also taking RAAS inhibitor therapy.

e Attend appointments for clinical review and monitoring.

e Inform the specialist or GP immediately if they become pregnant or wish to become pregnant.

1. Summary of Sodium zirconium cyclosilicate (Lokelma®) is a non-absorbed cation-exchange
condition and compound that acts as a selective potassium binder in the gastro-intestinal tract.
treatment aims Sodium zirconium cyclosilicate is indicated for the treatment of hyperkalaemia in adult

Include links to relevant patients. NICE TA599 recommends it as treatment option for both emergency

linical guidelines e.g. NICE . . . . . .
cinical guiceiines e.8 treatment of life-threatening hyperkalaemia and persistent hyperkalaemia in chronic

kidney disease stage 3b to 5 or heart failure, if the patient fulfils the criteria set. The
emergency treatment should be managed in an acute hospital setting and it is outside
of the scope of this shared care protocol. Sodium zirconium cyclosilicate for the
management of persistent hyperkalaemia initiated by a specialist can be continued
under a shared care arrangement in line with NICE recommendations.

2. Details of Sodium Zirconium Cyclosilicate is licensed for the treatment of hyperkalaemia in adult
medicine and patients.
indication
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Please state whether
licensed or unlicensed (off-
label) use. Note that shared
care is generally unsuitable
for off-label prescribing
unless it is a widely
recognised use (e.g. included
in BNF)

In line with NICE guidance, this shared care protocol covers the treatment of patient’s
persistent hyperkalaemia in chronic kidney disease stage 3b to 5 or heart failure, if
they

have a confirmed serum potassium level of at least 6.0 mmol/L and

because of hyperkalaemia, are not taking an optimised dosage of renin-angiotensin-
aldosterone system (RAAS) inhibitor and are not on dialysis.

NICE recommends stopping sodium zirconium cyclosilicate if RAAS inhibitors are no
longer suitable.

The initiation of the drug will take place in secondary care, by recommendation of
specialist teams and under specialist advice and supervision.

3. Pharmaceutical
aspects

Route of administration: Oral

Formulation: Powder for oral suspension
Administration details: Suspension in water

Other important information: Click or tap here to enter text.

4. Usual dose and
frequency
(including details
of dose
adjustments, e.g.
in renal
impairment) and
duration of
therapy

Transfer of monitoring and
prescribing to Primary care is
normally after the patient is
on regular dose and with
satisfactory investigation
results.

All dose or formulation
adjustments will be the
responsibility of the initiating
specialist unless directions
have been discussed and
agreed with the primary care
clinician.

The duration of treatment
will be determined by the
specialist, based on clinical
response and tolerability.
Termination of treatment will
be the responsibility of the
specialist.

Correction phase: TO BE CARRIED OUT BY SECONDARY CARE

Not covered under this shared care protocol.

Maintenance phase:

When normokalaemia has been achieved, the minimal effective dose of sodium
zirconium cyclosilicate to prevent recurrence of hyperkalaemia should be established.
The recommended initiation dose is 5 g once daily, with possible titration up to a
maximum of 10 g once daily or down to 5 g once every other day as needed to
maintain a safe serum potassium level.

See Table 1: Dose titration & Adverse events/ Other management for further
information on dose titration according to serum potassium levels.

Administration:

Manufacturer advice is to mix the contents of each 5g or 10g sachet of powder with
approx. 45 mL of water and stir well. The powder will not dissolve, and the suspension
should be taken while it is cloudy; if the powder settles it should be stirred again. To
ensure the full contents of the sachet are taken, rinse the glass with more water if any
particles remain.

For full details see SmPC.

5. Baseline
investigations
and initial
monitoring to be
undertaken by

Baseline investigations

o U&Es during stabilisation

specialist
6. Ongoing Monitoring
monitoring e Once patients are on a stable dose of RAAS

requirements to
be undertaken
by primary care

inhibitors to manage the underlying condition
and potassium binder to maintain a stable
serum potassium level, monitor U&Es monthly
for three months, then 3 monthly monitoring
until stable to return the patient’s usual
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monitoring schedule for RAAS inhibitor /
underlying condition.
Also see table 1 pages 5-6

7. Action(s) to be See table 1 pages 5-6
taken by primary
care if abnormal

result(s)
8. Cautions and Cautions

contraindications | ¢ Serum potassium levels should be monitored when clinically indicated, including
f‘le?:cee”t?]tsstz'r;i‘;‘is ”?t after changes are made to medicinal products that affect the serum potassium
Prgduct characterisgg’ (SPC) concentration (e.g. renin-angiotensin-aldosterone system (RAAS) inhibitors or
and should be read in diuretics) and after the Sodium zirconium cyclosilicate dose is titrated.

ooy _ o ) .
SO L e Hypokalaemia may be observed. Dose titration as described under maintenance

posology may be required in such cases to prevent moderate to severe
hypokalaemia. In patients with severe hypokalaemia, Sodium zirconium cyclosilicate
should be discontinued, and the patient re-evaluated.

e Interaction with X-ray: sodium zirconium cyclosilicate may be opaque to X-rays,
radiographers should keep this in mind if performing abdominal imaging.

e QT Prolongation: during correction of hyperkalaemia, a lengthening of the QT
interval can be observed as the physiologic result of a decline in serum potassium
concentration.

e Intestinal perforation: the risk for intestinal perforation is currently unknown. Since
intestinal perforation has been reported with potassium binders including Sodium
zirconium cyclosilicate, specific attention should be paid to signs and symptoms
related to intestinal perforation.

e High sodium content: approximately 400 mg sodium per 5 g dose, equivalent to
20% of the WHO recommended maximum daily intake of 2 g sodium for an adult.
This should be particularly considered for those on a low salt diet.

e For full details see SmPC

Contraindications
e Hypersensitivity to the active substance.
e For full details see SmPC

9. Significant e As sodium zirconium cyclosilicate is not absorbed or metabolised by the body, there

medicine and
food interactions
and
management
For a comprehensive list,
consult the BNF or Summary

of Product Characteristics
(SPC)

are no expected effects in its efficacy caused by other medicinal products.
Sodium zirconium cyclosilicate can temporarily increase gastric pH and may
interfere with the absorption of medicinal products with clinically meaningful
gastric pH dependent bioavailability.

In these cases, it should be administered at least 2 hours before or 2 hours after
oral medicinal products.

For most other drugs that are not gastric pH dependent for absorption, the timing
of taking the drug in relation to sodium zirconium cyclosilicate is not critical.
Examples of medicinal products with possible PH dependant interactions: azole
antifungals (ketoconazole, itraconazole and posaconazole), anti-HIV agents
(atazanavir, nelfinavir, indinavir, ritonavir, saquinavir, raltegravir, ledipasvir and
rilpivirine) and tyrosine kinase inhibitors (erlotinib, dasatinib and nilotinib).

For full details see SmPC

Adverse Effect |
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10. Adverse effects e [f potassium levels <3.5 mmol/L - decrease dose | Any serious adverse reactions
and or discontinue and monitor levels again in 1-2 should be reported to the MHRA
management weeks. Seek advice from the specialist team if via the Yellow Card scheme

Include details of incidence, necessary. https://yellowcard.mhra.gov.uk/

identification, importance A

and management. o |f potassium levels > 6.5mmol/L — Refer for

urgent treatment of acute hyperkalaemia.

11. Advice to e How to take the medication: The entire contents of the sachet should be emptied in
patients and a drinking glass containing approximately 45 ml of water and stirred well. The
carers tasteless liquid should be drunk while still cloudy. The powder will not dissolve. If

The specialist will counsel the the powder settles, the liquid should be stirred again and taken. If needed, rinse the

patient with regard to the . .
benefits and risks of glass with more water to ensure all the content is taken.

treatment and will provide e Leave a 2-hour gap between other medication when relevant (see interactions
tche patie~nt with any‘relevant section)

information and advice, . . . . . . )
including patient information | ® Do not stop taking sodium zirconium cyclosilicate without speaking to your GP or

L:aef('jlec‘fnzg individual specialist. This is especially important when also taking RAAS inhibitor therapy.
' Increases in serum potassium can occur as early as 2 days after stopping treatment.

e Inform medical practitioners if having an abdominal x-ray

e Advice on low potassium diet if appropriate.

e The patient should be advised to report any of the following signs or symptoms to
their primary care prescriber without delay:

e Hypersensitivity reactions to the active substance.

e Signs of oedema

e Severe diarrhoea or constipation

o Signs of hypokalaemia or hyperkalaemia:

e Weakness and fatigue, muscle cramps, aches and stiffness, heart palpitations,
breathing difficulties, chest pain, nausea, or vomiting.

12. Pregnancy and e Fertility: No human data on the effect of sodium zirconium cyclosilicate on fertility

breast feeding are available. In rats, there was no effect on fertility with sodium zirconium
It is the responsibility of the cyclosilicate treatment.
specialist to provide advice . . . - .
OF; the need Ff’or e Pregnancy: There are no data from the use of sodium zirconium cyclosilicate in
contraception to male and pregnant women. Avoid in pregnancy according to manufacturer’s
female patlents.on initiation recommendations.
and at each review but the . . . .
ongoing responsibility for o Breastfeeding: No effects on the breastfed newborn/infant are anticipated since the
providing this advice rests systemic exposure of the breast-feeding woman to sodium zirconium cyclosilicate is

with both the GP and the

specialist. negligible. Can be used during breast-feeding.

e See SmPC for full details

13. Specialist contact

information Oxford renal | renaladvice@ouh.nhs.uk and/or 8am-4pm Mon-Fri

team oxfordrenalpharmacists@ouh.nhs.uk
01865226105/01793 605291

Wessex Use the A&G referral form Wessex

Kidney Kidney Centre (WKC) Advice and

Centre Guidance information request form-
Final-30.8.23 Select the Salisbury
option.

North Bristol | renalsecretaries@nbt.nhs.uk

renal team

Cardiology Via cinapsis

teams in BSW

Other Specialist Contact Information
Click or tap here to enter text.
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14. Additional Table 1: Dose titration & Adverse events/ Other management

information
For example, process for
when Specialist or GP
changes roles; specific issues
related to patient age/

capacity/ specific monitoring.

Primary care guide to Sodium Zirconium Cyclosilicate dose adjustment following
out of reference range serum potassium result during maintenance treatment

Result

Action for Primary care

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

Current dose

5g Alt days

5g OD

10g OD

Serum potassium

Recommended dose adjustment according to serum

(mmol/L) potassium result
3.0-34 Discontinue Reduce to 5g Alt | Reduce to 5g OD
days
3.5-54 No change
Consider optimising RAASi therapy if applicable
5.5-5.9 Increase to 5g Increase to 10g 1. Look for and remove
oD oD other contributors to
hyperkalaemia*
2. Increase monitoring
frequency if patient well
and no AKI
3. Consider reducing
RAASi dose
Refer to specialist
6.0-6.5 Increase to 5g Increase to 10g | 1. Look for and remove
oD oD other contributors to
Advise to HOLD Advise to HOLD | hyperkalaemia*
RAASI therapy RAASi therapy | 2. HOLD RAASI
and restart with | and restart with | medication
the same dose the same dose
once taking once taking Refer to specialist
increased increased or
Sodium Sodium Consider referral for
Zirconium Zirconium hospital admission if
Cyclosilicate Cyclosilicate acutely unwell
dose dose
>6.5 Urgent referral for hospital admission under medicine
*Factors to consider in hyperkalaemia:
Artefactual Overdiuresis/hypovolaemia
Potassium Non-selective beta-blockers
supplements Digoxin toxicity Trimethoprim/co-trimoxazole/NSAIDs
Use of salt

substitutes e.g.
‘LoSalt
Potassium-
sparing diuretics

Recheck U&Es within 1-2 weeks of each change in sodium zirconium cyclosilicate
dose. Check U&Es and blood pressure 1-2 weeks after each RAAS inhibitor dose

change.
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Discontinuing potassium binder
e Discontinue if the patient develops a hypersensitivity reaction.
e If RAAS inhibitor therapy is no longer indicated, review indication for
ongoing use of Sodium Zirconium Cyclosilicate.
e Seek advice from the relevant specialist team in secondary care, if
necessary. (Cardiology/HF or Renal Team)

15. References e NICE TA599. Sodium zirconium cyclosilicate for treating hyperkalaemia [Online].
Available from: https://www.nice.org.uk/guidance/ta599/.

e British National Formulary (BNF) [Online]. Available from:
https://bnf.nice.org.uk/drugs/sodium-zirconium-cyclosilicate/#national-funding-
access-decisionse

o Lokelma 5 g powder for oral suspension - Summary of Product Characteristics
(SmPC) [Online]. Available from:
https://www.medicines.org.uk/emc/product/10059/smpc

e Shared decision making NICE guideline NG197 Published: 17 June 2021
https://www.nice.org.uk/guidance/ng197/

16. To be read in e NHS England: Responsibility for Prescribing Between Primary & Secondary/ Tertiary
conjunction with Care. Ref 07573, Version 1.0, Published January 2018. Accessed via:
the following https://www.england.nhs.uk/publication/responsibility-for-prescribing-between-
documents primary-and-secondary-tertiary-care/

e Click or tap here to enter text.
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