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Shared Care Protocol - Patiromer for patients within renal and cardiology for adult patients
This SCP is approved and adopted by the following localities:

	
	Bolton
	Bury
	Manchester
	Oldham
	Heywood, Middleton & Rochdale

	Date
	10/11/22
	10/11/22
	10/11/22
	10/11/22
	10/11/22

	
	Salford
	Stockport
	Tameside & Glossop
	Trafford
	Wigan Borough

	Date
	10/11/22
	10/11/22
	10/11/22
	10/11/22
	10/11/22

	Section 1 – Prescribing and Monitoring Responsibilities
To be completed in full by the specialist service when requesting shared care. Alternatively, details required from the specialist service may be provided within a local letter template providing this includes the full information required as indicated in sections 1-7 and sent along with a link to the SCP. Any incomplete sections or information will result in the shared care protocol being invalid which can lead to refusal or delay of shared care.

	[bookmark: Text74]Patient name: [insert patient name]                        
[bookmark: Text75]NHS NO: [insert NHS No] 
[bookmark: Text76]DOB: [insert DOB]

	1.
Prescribing information

	The patient has been initiated on patiromer for the indication of refractory hyperkalaemia.
Therapy was initiated on [insert therapy start date].
The patient has been counselled appropriately on the risks and benefits of treatment, provided with all necessary information and is in agreement with this shared care arrangement.
Where applicable, informed consent on the off-label use of the medicine has been obtained from the patient and documented. 
Baseline investigations and initial monitoring (section 2) have been carried out by the specialist team and results are satisfactory. The patient now meets the suitability criteria for transfer of prescribing (section 10).
The patient has been receiving a dose of [insert dose and frequency] which has been stable for [insert duration dose has been stable].
[bookmark: Text72][bookmark: Text73]The primary care prescriber is requested to accept prescribing responsibility and undertake monitoring from [insert date].The patient has been provided with a [insert duration of supply] month supply on [insert date].
[bookmark: Text63]The next blood monitoring is due on [insert date] and should be continued in line with this shared care protocol. Monitoring directions for primary care are documented in section 4 and advice on action to take in the event of abnormal results or adverse events is documented in section 5.
The intended duration of therapy is [insert duration].
The next scheduled review by the specialist team is [insert date/estimated time scale].
[Insert any additional information].

	2.
[bookmark: _Monitoring_(initial_and]Baseline investigations and monitoring (initial and ongoing) to be undertaken by specialist


	Baseline:
· Monitoring at baseline and during initiation is the responsibility of the specialist, only once the patient is optimised on patiromer with no anticipated further changes expected in immediate future will prescribing and monitoring be transferred to the GP.
The specialist will carry out initial prescribing and monitoring according to the following schedule:

Initiation- 
serum potassium
renal function (creatinine & eGFR/CrCl)
serum bicarbonate
serum sodium
serum magnesium
serum corrected calcium
Ensure a low potassium diet is being followed

Ongoing-
serum potassium
serum bicarbonate
serum magnesium
serum corrected calcium
Ensure a low potassium diet is being followed

The specialist will provide one month of therapy once the patient is stable.

	3.
Most recent investigation/ monitoring results 






















	Recent and relevant results must be documented in the corresponding letter from specialist (if not provided within the template below)

	
	Core investigations/ tests

	
	Investigation/ test
	Result
	Date

	
	 Height 
	[details]
	[dd-mm-yy]

	
	Weight
	[details]
	[dd-mm-yy]

	
	Blood pressure
	[details]
	[dd-mm-yy]

	
	U+Es
	Sodium
	[details]
	[dd-mm-yy]

	
	
	Potassium
	[details]
	

	
	
	Urea
	[details]
	

	
	
	Creatinine
	[details]
	

	
	
	Magnesium
	[details]
	

	
	
	Corrected calcium
	[details]
	

	
	
	Calculated GFR
	[details]
	

	
	
	Bicarbonate

	[details]


	

	
	Additional tests (at discretion of specialist team whether required)

	
	Investigation/ test
	Result
	Date

	
	e.g. other
	e.g. other
	[details]
	[dd-mm-yy]

	
	
	e.g. other
	[details]
	

	
	
	e.g. other
	[details]
	

	
	
	e.g. other
	[details]
	

	
	
	e.g. other
	[details]
	

	
	· The specialist team will inform the primary care prescriber of ongoing monitoring results where relevant

















	[bookmark: _4.]4. 
[bookmark: _Ongoing_monitoring_to]Ongoing monitoring and actions to be undertaken by primary care

See section 5 for further guidance on management of adverse effects/ responding to monitoring results.
	Monitoring and actions
	Frequency

	
	Serum potassium
	Weekly following a dose change until potassium stable (K+ 5.1-5.5mmol/L on 2 consecutive occasions) then monthly. Serum potassium should be monitored when clinically indicated, including after changes are made to medicinal products that affect the serum potassium concentration (e.g., renin-angiotensin-aldosterone system (RAAS) inhibitors or diuretics). The frequency of monitoring should be used as a guide. It is recommended to consider clinical judgement when deciding on timing of monitoring following dose adjustments.

Ensure patient is following a low potassium diet.  Refer to dietitian if necessary. See Section 7.

	
	Serum bicarbonate

	Monthly. To maintain serum bicarbonate with in the desired therapeutic range of 21-30mmol/L. 

	
	Serum magnesium

	Monthly. Range 0.7-1.2 mmol/L

	
	Serum corrected calcium
	Monthly. Range 2.20-2.60 mmol/L (reference range may vary according to local laboratories)

	
	If blood monitoring results are forwarded to the specialist team, please include clear clinical information on the reason for sending to inform action to be taken by secondary care.

	[bookmark: _5.]5. 
Adverse effects/ monitoring results and management

Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme www.mhra.gov.uk/yellowcard
	Monitoring results/ adverse effects
	Action for GP

	
	Serum potassium
	See table below in section 11

	
	Serum bicarbonate

	To prescribe and adjust sodium bicarbonate 500mg capsules or 600mg tablets to achieve normal serum levels. This is necessary to prevent metabolic acidosis in hyperkalaemia. 
The starting dose is 500-600mg twice daily for 1-2 weeks, then recheck levels If serum levels still below the normal range change dosing unit by 500mg-600mg at a time and recheck levels in 1-2 weeks.  If still out of range continue titrating up by 500mg-600mg per dosing unit and re-check after 1-2 weeks however refer back to specialist if serum levels continue to be out of range when on doses > 3g daily.

	
	Gastrointestinal symptoms:
Constipation, diarrhoea, abdominal pain, flatulence
	Treat symptoms.
Down titrate dose by 8.4g daily and re-check symptoms after 2 weeks, if still symptomatic reduce dose by a further 8.4g daily or discontinue patiromer if severe or not tolerated by the patients.
[bookmark: _Hlk104546656]Notify specialist as dose of RAASi therapy may also need to be adjusted and they need to be made aware that patient is unable to tolerate recommended doses of patiromer.

	
	Peripheral/pulmonary oedema
	Initiation of loop diuretics by GP. GP to liaise with specialist heart failure/ renal team regarding appropriate adjustment of diuretic therapy if necessary.

	
	Hypomagnesaemia
	To maintain a serum magnesium level within the desired therapeutic range of 0.7-1.2mmol/L. Prescribe magnesium aspartate oral supplements as per BNF: Magnaspartate sachets (magnesium 10mmol) 1-2 daily for 3 days. Recheck in 1 week. If still low prescribe magnesium aspartate 1-2 sachets daily long term. Recheck in 1-2 weeks. If still low refer back to specialist. If corrected continue on supplements and recheck level in 1 month. The brands which can be prescribed include Magnaspartate, AsparDose, AsparMag.
Recheck magnesium level in 1 month.

	
	Hypercalcaemia
	Patiromer contains calcium which may be absorbed. Range for corrected Ca 2.20-2.60mmol/L. (reference range may vary according to local laboratories). Down titrate dose by 8.4g daily or discontinue patiromer if causing persistent hypercalcaemia once all calcium supplements have been rationalised.
Recheck calcium levels in 1 month
Notify specialist as dose of RAASi therapy may also need to be adjusted

	
	Doses of patiromer must be optimised to achieve the best therapeutic effect whilst limiting adverse effects. Doses may need to be adjusted to improve patient tolerability

	6.
Circumstances requiring discussion with specialist team and local arrangements for contacting specialist team

See section 5 for further guidance on management of adverse effects/ responding to monitoring results
	The following circumstances/ changes in the patient’s condition require discussion with the specialist team:
· If pregnancy occurs or if the patient is planning to become pregnant.
· If the patient wishes to breast feed even though No effects on the breast fed newborn/infant are anticipated since the systemic exposure of the breast-feeding woman to patiromer is negligible.  A decision must be made whether to discontinue breast feeding or to discontinue/abstain from patiromer therapy taking into account the benefit of breast feeding for the child and the benefit of therapy for the woman.
· If non-compliance is suspected or the patient fails to attend monitoring appointments and the primary care prescriber considers it no longer safe to continue prescribing.  (All appropriate steps must first be taken by primary care to reinforce the importance of attendance to the patient)
· The patient’s clinical condition deteriorates such that the primary care prescriber feels the patient no longer appears to be benefiting from therapy
· The patient is commenced on renal replacement therapy or has undergone a kidney transplant

The procedure to be followed by primary care prescriber for seeking specialist advice should the patient’s condition or circumstances change:
Contact referring clinician in specialist centre

	7.
Contact information for specialist team
	Name: [insert name]
Role and specialty: [insert role and specialty]
Daytime telephone number: [insert daytime telephone number]
Email address: [insert email address]
Alternative contact: [insert contact information, e.g. for clinic or specialist nurse]
Out of hours contact details: [insert contact information, e.g. for duty doctor]
If patient not following low potassium diet - refer to renal dietitians:
      Patient under MFT Consultant - telephone 0161 276 4478
      Patient under SRFT Consultant - telephone 0161 206 1994


	Section 2- Supporting Information

	8. 
Background
	This shared care protocol applies to patients under renal and cardiology specialist teams who have refractory hyperkalaemia. Long term maintenance of potassium binders in such patients will be used to optimise RAASi therapy in the treatment of chronic kidney disease  (CKD) and heart failure.
Criteria for inclusion in line with NICE TA623 February
https://www.nice.org.uk/guidance/ta623 
· Patients with heart failure or patients with CKD stage 3b to 5
· if they are not taking, or are taking a reduced dosage of, a renin-angiotensin-aldosterone system (RAAS) inhibitor because of hyperkalaemia and
·  have a confirmed serum potassium level of at least 6mmol/L and
· are not receiving renal replacement therapy (dialysis) 
Prior to this treatment being available, the only treatment option available was calcium resonium. This was often poorly tolerated with a low compliance due to timings around administration with other medication, taste and the side effect profile including constipation. This would often mean that chronic hyperkalaemia patients with heart failure or CKD were often not able to receive optimum doses of RAASi therapy due to the risk of hyperkalaemia without additional treatment options available.  These new treatments allow patients to maximise their RAASi therapy whilst minimising their risk of hyperkalaemia, thus, allowing them optimum control for their disease states.

These patients are seen in clinics in tertiary centres where their medicine regimens are improved and maximised to permit the best control of their disease.  The use of potassium binders enables doses of RAASi therapy to be maximised.  Once initiated and stabilised on potassium binder therapy, continuation of monitoring and supply can be taken over by primary care.

	9. 
Indication(s) covered by this SCP 
Must state whether licensed or off-label use. 

	Treatment of hyperkalaemia in adults (licensed) with potassium level of at least 6.0mmol/L
· Patients have a diagnosis of chronic kidney disease (stage 3b to 5) and/or congestive cardiac failure
· Patients are receiving concurrently prescribed RAASi therapy

	[bookmark: _9_10.]10.
[bookmark: _Suitability_criteria_for]Suitability criteria for transfer of prescribing

Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed.

	The initial course must be prescribed by the initiating specialist until the patient meets the suitability criteria for transfer of prescribing:
· The patient’s dose has been stable for at least 4 weeks with satisfactory investigations and monitoring results.
· The patient’s reaction to and progress on the drug is satisfactory
· The patient is ≥18 years old 
· The patient is not pregnant 
· If breast feeding, the decision by the patient and prescriber, to use patiromer and continue breast feeding is clearly documented.
· Treatment is for a specified indication covered by this shared care protocol
· The patient understands and consents to shared care


	
	· The duration of treatment and frequency of review will be determined by the specialist, based on clinical response and tolerability.
· All dose or formulation adjustments will be the responsibility of the initiating specialist unless directions have been discussed and agreed with the primary care clinician.
· Termination of treatment will be the responsibility of the specialist.
· The specialist service will counsel the patient with regard to the benefits and risks of treatment and will provide the patient with any relevant information and advice, including patient information leaflets on individual medicines.


	[bookmark: _10_11.]11. 
General dosing information for drug
 
The initial course must be prescribed by the initiating specialist, until the patient meets the suitability criteria for transfer of prescribing.

	Initial stabilisation (prescribed by specialist):
Usual starting dose: 8.4g once daily

Maintenance phase (prescribed by specialist, following initial stabilisation):
Usual dose range: 
Maintenance dose of 8.4g daily might be titrated by increments of 8.4g at intervals of at least weekly to a maximum dose of 25.2g daily, to achieve the desired potassium range.

If a dose is missed, the missed dose should be taken as soon as possible on the same day. The missed dose should not be taken with the next dose.
Conditions requiring dose adjustment:
Based on serum potassium levels
	K+ 
	Dose adjustment

	Less than 5.0
	Reduce dose by 8.4g daily or stop if already on the lowest (8.4 g) dose

	5.1-5.5
	No changes

	>5.6
	Increase dose by 8.4g daily in at least weekly intervals up to maximum dose of 25.2g daily, to reach the desired target range 



Recheck levels again after 1 week until at desired range.
Doses should be titrated based on clinical judgement and trend of results. Please use the above table as a guide

	12. 
Pharmaceutical aspects 
	Route of administration:
	Oral

	
	Formulation:
	Powder for oral suspension in a sachet. To be reconstituted with water as per packaging instructions

	
	Administration details:
	To be administered daily as per dosing instructions

	
	Other important information:
	Patiromer must NOT be administered within 3 hours of any other oral medicinal products.
See section 14 for details

	13.
Contraindications and cautions 
This does not replace the Summary of Product Characteristics (SPC) which should be read in conjunction with this SCP.
	Contraindications:
Hypersensitivities to any of the active substances or any excipients

Cautions:
Please see SPC for comprehensive information.
· Risk factors for hypercalcaemia
· Current or history of severe gastro-intestinal disorders (including ischaemia, necrosis, intestinal perforation)
· Hypomagnesaemia
· Fructose intolerance (contains sorbitol)
· Long term treatment (longer than one year)

	14. 
Significant medicine interactions

For a comprehensive list consult the BNF or Summary of Product Characteristics (SPC)
	The following list is not exhaustive; please see SPC for comprehensive information and recommended management.
Patiromer has the potential to bind some oral co administered medicinal products, which could decrease their gastrointestinal absorption. As patiromer is not absorbed or metabolised by the body, there are limited effects on the function of other medicinal products.
As precautionary measure, and based on the data summarised below, the manufacturer advises that Patiromer should be taken 3 hours before or after other drugs.
Concomitant administration of patiromer showed reduced bioavailability of ciprofloxacin, levothyroxine and metformin. However, there was no interaction when patiromer and these medicinal products were taken 3 hours apart.

	15. 
Pregnancy, paternal exposure and breast feeding

	All patients should be informed of the risks and benefits of taking this medicine during pregnancy and breastfeeding. 
The specialist team should be contacted if a patient becomes pregnant or is planning to become pregnant, or if the patient wishes to breast feed.
Pregnancy:
There is no available data on the use of patiromer during pregnancy. Recommend to re-refer back to specialist clinician
Breastfeeding:
No effects on the breastfed newborn/infant are anticipated since the systemic exposure of the breast-feeding person to patiromer is negligible. A decision must be made whether to discontinue breast feeding or to discontinue/abstain from patiromer therapy taking into account the benefit of breast feeding for the child and the benefit of therapy for the woman. Recommend to re-refer back to specialist clinician
Paternal exposure: 
There is no available data on the use of patiromer in paternal exposure. Recommend to re-refer back to specialist clinician


	
	It is the responsibility of the specialist to provide advice on the need for contraception to patients on initiation and at each review but the ongoing responsibility for providing this advice rests with both the GP and the specialist.

	16. 
Advice and information sources for patients and carers


	The patient or carer should be advised to report any of the following signs or symptoms to their GP without delay:           
· Gastrointestinal disturbances

The patient should be advised not to take patiromer within 3 hours of other medicinal products.
If unable to contact their GP then the patient should contact the specialist centre using the details provided on clinic letters

If a dose is missed, the missed dose should be taken as soon as possible on the same day. The missed dose should not be taken with the next dose.

Patients must agree to follow a low potassium diet as advised by the specialist centre.

The medicine is an oral powder.
Patient information on this medicine including how to take can be found at the following links: https://www.medicines.org.uk/emc/files/pil.779.pdf

[bookmark: _Hlk115087278]If patients fail to attend reviews or monitoring appointments then they will be referred back to specialist care and the shared care agreement will be withdrawn.

	17. 
Additional information
	· Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed.

	18. 
References
	· https://www.nice.org.uk/guidance/ta623

· https://www.medicines.org.uk/emc/product/10074/smpc

	19. 
To be read in conjunction with the following documents
	· GMMMG agreed process for shared care https://gmmmg.nhs.uk/wp-content/uploads/2021/09/GMMMG-Guidance-on-Transfer-of-Prescribing-Responsibilities-FINAL-web.pdf
· RMOC Shared Care Guidance (publication pending)
· NHSE - Responsibility for prescribing between Primary & Secondary/Tertiary Care (https://www.england.nhs.uk/wp-content/uploads/2018/03/responsibility-prescribing-between-primary-secondary-care-v2.pdf )




Shared Care Protocol for patiromer for adults		Date of GMMMG approval: 10/11/22
Version: 1.0 		Review date: November 2025
The current version of this document is on the GMMMG website. Ensure that copy in use is the current version.
Section 3- Primary care response- accepting shared care 
The primary care prescriber must provide a response to the initiating specialist to formally accept shared care within 14 days of receiving the request; a template is provided below to facilitate this.



Dear 	[insert name of initiating specialist],

Patient 		[insert name of patient]

NHS Number	[insert NHS Number]

Identifier	[insert patient's date of birth and/or address]


Thank you for your request to accept prescribing responsibility for this patient under a shared care agreement.  

I am willing to accept prescribing responsibility for this patient as detailed in the GMMMG Shared Care Protocol for [insert medicine name] , beginning [insert date].


Yours sincerely,
Primary Care Prescriber signature: [insert text].  						
Date: [insert date].  
 
Primary Care Prescriber address/practice stamp
[insert text].  
Section 4- Primary care response- declining shared care 
If the primary care prescriber does not accept shared care they must provide a written response to the initiating specialist. This should be done within 14 days; reasons for declining shared care must be provided.  A template is provided below to facilitate this.


[bookmark: Text70]Dear [insert name of initiating specialist],

Patient 		[insert name of patient]

NHS Number	[insert NHS Number]

[bookmark: Text71]Identifier	[insert patient's date of birth and/or address]

Thank you for your request to accept prescribing responsibility for this patient under a shared care agreement.

In the interest of patient safety, GMMMG has classified [insert medicine name]  as an AMBER shared care medicine. A number of conditions require to be met before prescribing responsibility can be transferred to primary care.

I regret to inform you that in this instance I am unable to take on responsibility due to the following:
	   
	Primary care to indicate which apply

	1.
	The prescriber does not feel clinically confident in managing this individual patient’s condition.
As the patient’s primary care prescriber I do not feel clinically confident to manage this patient’s condition because of the following reason(s):
[insert reason(s)]. 
I have consulted with other primary care prescribers in my practice who support my decision. Collectively we feel this is not an issue which would be resolved through adequate and appropriate training of prescribers within my practice.
Prescribing for this individual patient should remain with you as the specialist, due to the sound reasons given above.
	[X]

	2.
	The patient does not meet the suitability criteria for shared care as outlined in the GMMMG shared care protocol:
[insert reason(s)]. 
Until the patient meets the suitability criteria for shared care, the responsibility for providing this patient with their medication remains with you.
	[X]

	3.
	A minimum duration of supply by the initiating physician has not been met.
As the patient has not had the minimum supply of medication to be provided by the initiating specialist I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with the correct initial duration of medicine.
Until the patient has received the minimum duration of supply as outlined in the SCP, the responsibility for providing this patient with their medication remains with you.
	[X]

	4.
	Initiation and dose stabilisation has not been fulfilled by the initiating specialist.
As the patient’s dose has not been stabilised I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with the correct initial duration of medicine.
Until the patient’s dose has been stabilised, the responsibility for providing the patient with their medication remains with you.

	[X]

	5.
	Shared Care Protocol not received.
As legal responsibility for clinical care lies with the doctor who signs the prescription, I need to ensure that I am in possession of sufficient clinical information for me to be confident to prescribe this treatment for my patient and it is clear where each of our responsibilities lie to ensure the patient is safely managed.
For this reason I am unable to take clinical responsibility for prescribing this medication at this time. Please contact the patient as soon as possible in order to provide them with an ongoing supply of their medication.
Until the appropriate SCP is received, responsibility for providing the patient with their medication remains with you.
	[X]

	6.
	Other (Primary Care Prescriber to complete if there are other reasons why shared care cannot be accepted):

[insert reason(s)]. 



	[X]



I would be willing to consider prescribing for this patient once the above criteria have been met for this treatment.  

NHS England ‘Responsibility for prescribing between Primary & Secondary/Tertiary care’ guidance (2018) states that “when decisions are made to transfer clinical and prescribing responsibility for a patient between care settings, it is of the utmost importance that the GP feels clinically competent to prescribe the necessary medicines. It is therefore essential that a transfer involving medicines with which GPs would not normally be familiar should not take place without full local agreement, and the dissemination of sufficient, up-to-date information to individual GPs.” In this case we would also see the term GP being interchangeable with the term Primary Care Prescriber.

Please do not hesitate to contact me if you wish to discuss any aspect of my letter in more detail and I hope to receive more information regarding this shared care agreement as soon as possible

Yours sincerely
Primary Care Prescriber signature: [insert text].  						
Date: [insert date].  
 
Primary Care Prescriber address/practice stamp
[insert text].  	
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