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SHARED CARE GUIDELINE FOR SEVELAMER 

1. Aim/Purpose of this Guideline
1.1. This guideline applies to medical, nursing and pharmacy staff in the safe and appropriate prescription and administration of sevelamer.
2. The Guidance
2.1. See below for the Shared Care Guideline.


SEVELAMER (Renvela, Renagel)

	This shared care guideline sets out details for the sharing of care of patients with hyperphosphataemia secondary to renal disease who are prescribed sevelamer. As with all shared care guidelines they highlight significant prescribing issues but should be used in conjunction with the BNF, ABPI summary of product characteristics and do not replace them.


BACKGROUND / INDICATIONS FOR THE PURPOSES OF THIS GUIDELINE:

Hyperphosphataemia can contribute to secondary hyperparathyroidism causing calcium phosphate precipitation in blood vessels and soft tissues resulting in widespread vascular disease. Calcium containing phosphate binders are first line agents but high doses of these can lead to hypercalcaemia and contribute to calcification of blood vessels. Sevelamer is a second line agent indicated for the control of hyperphosphataemia in adult patients with renal impairment. It should be used within the context of a multiple therapeutic approach, which could include calcium supplements, 1, 25 – dihydroxy Vitamin D3 or one of its analogues and diet to control the development of renal bone disease. 
DOSAGE

The typical starting dose of Sevelamer is 2.4 – 4.8g daily administered in divided doses, taken with meals.

Maintenance doses are typically 800mg – 4g per meal. Maintenance doses will depend on the patients serum phosphate levels. 

CONTRAINDICATIONS
· Hypersensitivity to sevelamer or any of the excipients

· Hypophosphateamia

· Bowel obstruction
· Anorexia
· Due to a lack of clinical safety information sevelamer is not recommended for individuals below the age of 18 years.
PRECAUTIONS- caution is advised as follows:
· Metabolic acidosis – worsening of metabolic acidosis has been reported. Serum bicarbonate levels are monitored in renal clinics.

· Pregnancy and breast feeding – The safety of sevelamer has not been assessed in these groups.
MONITORING – INITIAL AND ONGOING:
PRIOR TO STARTING THERAPY –RENAL TEAM:

· Baseline urea, electrolytes and bicarbonate and bone 
       profile including PTH.

ONGOING MONITORING - GENERAL PRACTICE /

RENAL DEPARTMENT

· PTH, bone profile, bicarbonate, and renal function will be measured in the renal clinic.
· When appropriate, the renal team will refer to the renal dietician for additional education and support of the patient.
ONGOING MONITORING – PRIMARY CARE

There are no specific monitoring requirements for General Practice, however,
· For those patients who are also prescribed levothyroxine TSH levels should be checked after 6 weeks then again after another 3 months. (see interactions section for further details)
STOP AND REFER TO THE SPECIALIST TEAM IF:

· The patient is intolerant of the medication

· The patient develops bowel obstruction or anorexia.
SIDE EFFECTS

· In clinical trials 

- Very common side effects >1/10 include – nausea and vomiting 

- Common side effects >1/100 - <1/10 include – diarrhea, dyspepsia, flatulence, upper abdominal pain and constipation 

· Post marketing reports have included 

- Pruritis

- Rash

- Abdominal pain 

- Intestinal obstruction

- Ileus / subileus

- intestinal perforation

COMMON/SIGNIFICANT DRUG INTERACTIONS

This list is NOT exhaustive, the summary of product characteristics and BNF should be consulted for a more comprehensive list of potential drug interactions. Interaction studies have not been completed in the haemodialysis population but in clinical trials in healthy volunteers.

· Antibacterials – sevelamer reduces the bioavailablity of ciprofloxacin. Subsequently sevelamer should not be administered concurrently with ciprofloxacin. 
· Immunosuppressants
- ciclosporin and tacrolimus – sevelamer possibly reduces the plasma concentrations. If used in combination the immunosupression levels will be closely monitored by the renal department.

- Mycophenolate – sevelamer possibly reduces the plasma concentration of mycophenolate. The risks associated will be evaluated by the renal department – monitoring levels is not generally indicated.
· Levothyroxine - Post marketing experience has demonstrated in very rare situations that increased levels of TSH have been detected in patients taking levothyroxine and sevelamer conconcurrently. TSH levels should be monitored in patients taking both leveothyroxine and sevelamer at 6 weeks, then again after 3 months by primary care. 

NOTES

· This shared care guideline applies to patients over 18 years of age only.

· Sevelamer is a non-absorbed phosphate binding polymer, free of metal and calcium. By binding phosphate in the gastrointestinal tract, sevelamer lowers the phosphate concentration in the serum.
PRODUCT INFORMATION

· Renvela – each tablet contains 800mg sevelamer carbonate

· Renagel - each tablet contains 800mg sevelamer hydrochloride.

· Tablets should be swallowed whole and not chewed or broken.

REFERENCES

· Summary of Product Characteristics 
· NICE Clinical Guideline 157, Mar’13 Hyperphosphataemia in chronic kidney disease

· British National Formulary www.bnf.org.uk 
· RCHT medicine information: 01872 252587

· Renal Department Secretary: 01872 252734
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AREAS OF RESPONSIBILITY FOR THE SHARING OF CARE

These are suggested ways in which the responsibilities for the management of patients with end stage renal impairment who are prescribed sevelamer can be shared between the specialist and the general practitioners. GPs are invited to participate. If the GP is not confident to undertake these roles, then they are under no obligation to do so. In such an event the total clinical responsibility for the patient for the diagnosed condition remains with the specialist. If a specialist asks the GP to prescribe this drug the GP should reply to this request as soon as practical. Sharing of care assumes communication between the specialist, GP and patient. The intention to share care should be explained to the patient and be accepted by them.

In its guidelines on responsibility for prescribing (circular EL(91)127) between hospitals and GPs, the DH has advised that legal responsibility for prescribing lies with the doctor who signs the prescription.

Specialist:

· Decision to prescribe sevelamer.

· Discussion with the patient regarding the benefits and side effects of treatment. Refer patient to dietician where appropriate for advice on taking the drug, its cautions, side effects associated with treatment.

· A booklet for recording test results may then be issued.

· Initiate sevelamer and stabilise patient on a therapeutic dose of sevelamer before referral to the GP. Prescribing will remain in secondary care for usually 3 months or until the patient is stable on the dose.

· Ask the GP whether they are willing to participate in shared care.

· Prompt communication with GP of any changes in treatment, results of monitoring undertaken and assessment of adverse events.

· Specify review dates at clinically relevant time intervals for both the GP and the consultant.

· Advice to GPs on when to stop treatment.

· Reporting adverse events to the MHRA.

General Practitioner:

· Reply to request for shared care as soon as practical.

· Prescribing of sevelamer after communication with specialists regarding the need for treatment and upon confirmation that the patient’s dose is stabilised.

· Monitoring as outlined in the shared care guideline.

· Prompt referral to a specialist if there is a change in the patient's status.

· Reporting to and seeking advice from a specialist on any aspect of patient care which is of concern to the GP and may affect treatment.

· Reporting adverse events to specialist and MHRA.

· Stopping treatment in the case of a severe adverse event or as per shared care guideline.

Patient:

· Report any adverse effects to their GP and/or specialist whilst being treated with sevelamer.

· Ensure that they have a clear understanding of their treatment

· Keep monitoring booklet up to date and bring it to all GP and hospital visits.

· Ensure they attend for monitoring requirements as per shared care guideline.

· Aware that treatment will be stopped if patient does not attend for monitoring.

BACK-UP ADVICE AND SUPPORT IS AVAILABLE FROM THE RENAL DEPARTMENT AT THE ROYAL CORNWALL HOSPITAL
3. BACK-UP ADVICE AND SUPPORT IS AVAILABLE FROM THE RELEVANT CLINICAL Monitoring compliance and effectiveness 
	Element to be monitored
	Compliance with prescribing and administration in accordance with this guideline (or other safe practice)

	Lead
	Head of Prescribing Support Unit 

	Tool
	No specific tool 

	Frequency
	As required according to clinical incident reports 

	Reporting arrangements
	Via Medicines Practice Committee

	Acting on recommendations  and Lead(s)
	Relevant Clinical Staff

	Change in practice and lessons to be shared
	Relevant Clinical Staff


4. Equality and Diversity 

4.1. This document complies with the Royal Cornwall Hospitals NHS Trust service Equality and Diversity statement. 

4.2. Equality Impact Assessment

The Initial Equality Impact Assessment Screening Form is at Appendix 2.
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	May 2013

	Date Valid From:
	May 2013

	Date Valid To:
	June 2016

	Directorate / Department responsible (author/owner):
	M Wilcock, Head of Prescribing Support Unit, Pharmacy Department, RCHT
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	Suggested Keywords:
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	Executive Director responsible for Policy:
	Medical Director
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	This document replaces (exact title of previous version):
	Sevelamer SCG

	Approval route (names of committees)/consultation:
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	Divisional Manager confirming approval processes
	M Wilcock

	Name and Post Title of additional signatories
	Not Required

	Signature of Executive Director giving approval
	{Original Copy Signed}
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	Internet & Intranet
	(
	Intranet Only
	

	Document Library Folder/Sub Folder
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Appendix 2.Initial Equality Impact Assessment Screening Form 

	Name of service, strategy, policy or project (hereafter referred to as policy) to be assessed: Shared care guideline for sevelamer

	Directorate and service area: Pharmacy
	Is this a new or existing Procedure? Existing

	Name of individual completing assessment:   Dan Thomas, Pharmaceutical Services Contracting Team, NHS Kernow
	Telephone:01726 627953

	1. Policy Aim*


	To provide information on prescribing of sevelamer to enable General Practitioners to take over prescribing responsibility from secondary care.

	2. Policy Objectives*


	To promote a consistent level of shared care between primary and secondary care (in relation to RCHT catchment area)

	3. Policy – intended Outcomes*


	Confident and competent prescribers, enabling medicines to be access in a primary care setting.

	5. How will you measure the outcome?


	If the guideline is not well received, publicised and adopted, then some GPs may not enter into shared care arrangements. 

	5. Who is intended to benefit from the Policy?
	General practitioners, hospital specialists and community pharmacists – from understanding local guidance around use of these medicines. Patients/carers, from being able to access medicines from their GP. 

	6a. Is consultation required with the workforce, equality groups, local interest groups etc. around this policy?

b. If yes, have these groups been consulted?

c. Please list any groups who have been consulted about this procedure.


	No

Cornwall & IoS Area Prescribing Committee




*Please see Glossary

7. The Impact
Please complete the following table using ticks. You should refer to the EA guidance notes for areas of possible impact and also the Glossary if needed. 

· Where you think that the policy could have a positive impact on any of the equality group(s) like promoting equality and equal opportunities or improving relations within equality groups, tick the ‘Positive impact’ box.

· Where you think that the policy could have a negative impact on any of the equality group(s) i.e. it could disadvantage them, tick the ‘Negative impact’ box.

· Where you think that the policy has no impact on any of the equality group(s) listed below i.e. it has no effect currently on equality groups, tick the ‘No impact’ box.

	Equality

Group
	Positive

Impact
	Negative

Impact
	No

Impact
	Reasons for decision

	Age


	
	
	(
	

	Disability


	
	
	(
	

	Religion or belief 


	
	
	(
	

	Gender


	
	
	(
	

	Transgender


	
	
	(
	

	Pregnancy/ Maternity
	
	
	(
	

	Race


	
	
	(
	

	Sexual 

Orientation


	
	
	(
	

	Marriage / Civil Partnership
	
	
	(
	


You will need to continue to a full Equality Impact Assessment if the following have been highlighted:

· A negative impact and

· No consultation (this excludes any policies which have been identified as not requiring consultation). 

	8. If there is no evidence that the policy promotes equality, equal opportunities or improved relations - could it be adapted so that it does? How?
	Full statement of commitment to policy of equal opportunities is included in the policy


Please sign and date this form.  

Keep one copy and send a copy to Matron, Equality, Diversity and Human Rights, c/o  Royal Cornwall Hospitals NHS Trust, Human Resources Department, Chyvean House, Penventinnie Lane, Truro, Cornwall, TR1 3LJ  

A summary of the results will be published on the Trust’s web site.

Signed ________ Dan Thomas and Mike Wilcock _________

Date ________________ May 2013________________
Sevelamer SCG                                                                    
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