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Sevelamer for Adult patients Approaching Dialysis within 
Oxford Kidney Unit (OKU) 

Shared Care Protocol 
1. Responsibilities  This shared care protocol is only applicable to patients 

approaching dialysis. Patients who are receiving dialysis 
should be repatriated back to secondary care as the 
prescribing is commissioned by NHSE for these patients. If you 
have a patient that is now receiving dialysis under the OKU, 
please contact OKU Renal and Transplant Pharmacy Team 
(email: orh-tr.oxfordrenalpharmacy@nhs.net). 

 

Shared care assumes communication between the specialist, GP 
and patient. The intention to share care should be explained to the 
patient and accepted by them. Patients are under regular follow-up, 
and this provides an opportunity to discuss drug therapy. 

Specialist 

• Initiate treatment and prescribe until the dose is stable 
(minimum 56 days) and the GP accepts shared care  

• Ensure the patients understand the nature and complications 
of drug therapy and their role in reporting adverse effects 
promptly  

• Provide copy of patient information leaflet  

• Send a letter to the GP requesting shared care. Outline 
shared care protocol criteria  

• Respond to any concerns raised regarding accepting shared 
care, continue prescribing until any issues are resolved. If no 
concerns are raised within 14 days, shared care can be 
assumed, and the patient will collect the next prescription 
from the GP. 

• Liaise with GP regarding changes in disease management, 
drug dose, missed clinic appointments  

• Carry out all monitoring requirements as detailed in sections 
9 and 10 below 

• Be available to give advice to GP and patient throughout 
treatment  

GP  

• Raise any concerns within 14 days. If no concerns are raised, 
shared care will be assumed, and the patient will collect the 
next prescription from the GP 

• Prescribe medication once the dose is stable and shared 
care is agreed 

• Notify the specialist to any changes in patients’ condition and 
any adverse drug reactions  

• If patient starts dialysis please contact OKU Renal and 
Transplant Pharmacy Team (email: orh-
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tr.oxfordrenalpharmacy@nhs.net) for next steps regarding 
repatriation to secondary care. 

 
Patient  

• Agree to treatment and monitoring after making an informed 
decision 

• Agree to being under the shared care of the GP and 
specialist 

• Attend for blood tests and monitoring when required 

• Report any side effects to the GP or a member of the 
specialist team 

2.  Background Hyperphosphataemia affects most patients with stage 4 or 5 of 
chronic kidney disease (CKD) and leads to secondary 
hyperparathyroidism, renal osteodystrophy and soft tissue 
calcification. It is associated with increased morbidity and mortality 
among end stage renal disease and dialysis patients. 

Current therapeutic strategies such as increased dialysis, dietary 
restriction and calcium-based phosphate binders have their 
limitations. 

Sevelamer is a phosphate binder and has the advantage of not 
causing hypercalcaemia. Sevelamer is now available as generics, 
therefore cost pressure has substantially reduced. However, 
calcium-based phosphate binders remain more cost-effective to 
prescribe. 

Any protocol must ensure that hyperphosphataemia caused by non-
compliance with a calcium-based binder is not replaced by non-
compliance with sevelamer, particularly as it will take a very well-
motivated patient to take up to 5 tablets with each meal. 

It is proposed that a calcium-based phosphate binder is used first 
line. Sevelamer will be restricted for selected patients with high 
phosphate and either: 

• Tertiary hyperparathyroidism or adynamic bones where use of a 
calcium-based phosphate binder is limited by development of 
hypercalcaemia, or 

• Secondary hyperparathyroidism requiring an increased dose of 
activated vitamin D analogue. 

3.  Indications 

(Please state whether 
licensed or unlicensed) 

• Prescriptions for sevelamer will be recommended by renal 
consultants only. 

• Sevelamer is indicated for the control of hyperphosphataemia in 
adult patients with ESRD who are approaching dialysis,  

• 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 to control the 
development of renal bone disease.  

• Sevelamer will be indicated for selected patients only for the 
following indications: 
➢ Prevention of hypercalcaemia or when dialysate calcium 

adjustment cannot safely normalise calcium 
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➢ Appearance of clinical complications such as calciphylaxis or 
calcific uraemic arteriolopathy 

➢ Patients who have medical contraindications to 
transplantation or who do not wish it, and therefore destined 
to suffer long-term exposure to phosphate binders 

➢ Young renal failure patients who during their lives may 
otherwise accumulate several years of phosphate binder 
derived calcium loading 

➢ Premature development of cardiovascular disease  

4. Locally agreed off-
label use 

N/A 

5. Contraindications 
and cautions  

Please note this does not replace the 
Summary of Product Characteristics 
(SPC) and should be read in 
conjunction with it. 

Contraindications: 

• Hypersensitivity to sevelamer or to any of the excipients 

• Hypophosphataemia  

• Bowel obstruction 

Cautions: 

• The safety and efficacy of sevelamer has not been studied in 
patients with swallowing disorders, untreated or severe 
gastroparesis, and retention of gastric contents. Sevelamer 
should only be used in these patients following careful 
assessment of benefit and risks.  

• Efficacy and safety of sevelamer has not been studied in patients 
with active inflammatory bowel disease, gastrointestinal motility 
disorders, abnormal or irregular bowel motion and patients with a 
history of major gastrointestinal surgery. Consequently, caution 
should be exercised when sevelamer is used in patients with 
these disorders 

Please see SPC for comprehensive information. 

6. Initiation and 
ongoing dose 
regime 

Note - 
•Transfer of monitoring and 
prescribing to primary care is normally 
after the patient’s dose has been 
optimised and with satisfactory 
investigation results for at least 4 
weeks 
•The duration of treatment & 
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. 

Initial stabilisation: 

• When sevelamer is prescribed as an alternative phosphate 
binder, it should be given in equivalent doses on a mg weight 
basis compared to the patient's previous calcium-based 
phosphate binder.  

• Serum phosphate levels should be closely monitored and the 
dose of sevelamer adjusted accordingly. 

• Serum phosphate should be tested every four to eight weeks 
until a stable serum phosphate level is reached and on a regular 
basis thereafter.  

• The dose range may vary between 800mg – 3,200mg per meal.  

• Patients should take sevelamer with meals and adhere to their 
prescribed diets. The tablets must be swallowed whole. Do not 
chew. 

Maintenance dose (following initial stabilisation): 

• The initial maintenance dose must be prescribed by the initiating 
specialist. 

• Routine monitoring will be carried out by the renal unit.  

Conditions requiring dose adjustment: 

• Hypophosphataemia 

• GI intolerances such as diarrhoea or nausea  

https://www.medicines.org.uk/emc/product/472/smpc
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7. Pharmaceutical 
aspects  

Route of 
administration: 

Oral 

Formulation: 800mg Tablets and 2.4g Sachet 

Administration 
details: 

Tablet: Swallow whole after the 2-3 mouthfuls of 
food. Do not chew or crush the tablet.  
Sachet: Each sachet of 2.4 g of powder is to be 
dispersed in 60 mL of water prior to administration. 
The suspension should be taken within 30 minutes 
after being prepared. It should be taken with food 
and not on an empty stomach. 

Other 
important 
information: 

Sachets are restricted for patients who are unable 
to tolerate tablets  

8. 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. 

• Interaction studies have not been conducted in patients on 
dialysis.  

• In interaction studies in healthy volunteers, sevelamer had no 
effect on the bioavailability of digoxin, warfarin, enalapril or 
metoprolol.  

• In interaction studies in healthy volunteers, the bioavailability 
of ciprofloxacin was decreased by approximately 50% when 
co-administered with sevelamer in a single dose study. 
Consequently, sevelamer should not be taken simultaneously 
with ciprofloxacin.  

• Sevelamer may affect the bioavailability of other medicinal 
products. Reduced levels of ciclosporin, mycophenolate 
mofetil and tacrolimus have been reported in transplant 
patients when co-administered with sevelamer without any 
clinical consequences (i.e., graft rejection). The possibility of 
an interaction cannot be excluded and a close monitoring of 
blood concentrations of mycophenolate mofetil, cyclosporine 
and tacrolimus should be considered during the use of 
combination and after its withdrawal.  

• Very rare cases of hypothyroidism have been reported in 
patients co-administered with sevelamer hydrochloride, which 
contains the same active moiety as sevelamer carbonate, 
and levothyroxine. Closer monitoring of thyroid stimulating 
hormone (TSH) levels is therefore recommended in patients 
receiving sevelamer carbonate and levothyroxine. 

• Patients taking anti-arrhythmic medicinal products for the 
control of arrhythmias and anti-seizure medicinal products for 
the control of seizure disorders were excluded from clinical 
trials. Therefore, possible reduction in absorption cannot be 
excluded. The anti-arrhythmic medical product should be 
taken at least one hour before or three hours after sevelamer 
and blood monitoring can be considered. 

• During post-marketing experience, very rare cases of 
increased phosphate levels have been reported in patients 
taking proton pump inhibitors co-administered with 
sevelamer. Caution should be exercised when prescribing 

http://www.medicines.org.uk/emc/
https://www.medicines.org.uk/emc/search?q=%22Sevelamer%22
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PPI to patients concomitantly treated with sevelamer. The 
phosphate serum level should be monitored and the 
sevelamer dosage adjusted consequently. 

• When administering any medicinal product where a reduction 
in the bioavailability could have a clinically significant effect 
on safety or efficacy, the medicinal product should be 
administered at least one hour before or three hours after 
sevelamer, or the physician should consider monitoring blood 
levels. 

9.  Baseline 
investigations, initial 
monitoring and 
ongoing monitoring 
to be undertaken by 
specialist 

The UK Kidney Association recommends a target range for serum 
phosphate in adults of 0.9-1.5mmol/L for patients in CKD stage 3-5, 
and 1.1-1.7mmol/L for those in CKD stage 5 on dialysis.  

Patients with hepatic impairment should be monitored carefully. 
Routine monitoring of liver function may be necessary. 

10. Ongoing monitoring 
requirements to be 
undertaken by 
primary care. 

See section 10 for further guidance on 
management of adverse effects/ 
responding to monitoring results. 

Monitoring Frequency 

All monitoring and dose 
adjustments will be carried out 
by the renal unit  

As above  

11. Adverse effects and 
managements 

Any serious adverse 
reactions should be 
reported to the MHRA via 
the Yellow Card scheme 
www.mhra.gov.uk/yellowcard 

Result Action for GP 

The most frequently occurring 
(≥5% of patients) undesirable 
effects possibly or probably 
related to sevelamer were all in 
the gastrointestinal disorders 
system organ class. 
 
Very common (>10%): 
Nausea, vomiting, abdominal 
pain, constipation, diarrhoea, 
dyspepsia, headache, 
hypotension, hypertension, 
general disorders and 
administration site conditions, 
pain, skin and subcutaneous 
tissue disorders and pruritis 
Common (>1%):  Flatulence, 
rash and pharyngitis 
 

All should be reported to the 
Consultant for advice. 

Most of the aforementioned 
adverse effects are commonly 
observed in patients with CKD 
stage 5 and are not necessarily 
attributable to sevelamer. 

12. Advice to patients 
and carers 
The specialist 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. 

Patients should be supplied with an information leaflet from the 
manufacturer and/or the hospital team. 

Hypophosphataemia is usually asymptomatic, however the 
patient should be advised to report any of the following signs 
or symptoms to their GP without delay:            

• Paraesthesis 

• Dysarthria 

http://www.mhra.gov.uk/yellowcard
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13. Pregnancy, paternal 
exposure and breast 
feeding 
It is the responsibility of the specialist 
to provide advice on the need for 
contraception to male and female 
patients on initiation and at each 
review but the ongoing responsibility 
for providing this advice rests with 
both the GP and the specialist. 

Pregnancy 
There are no or limited amount of data from the use of sevelamer in 
pregnant women. Animal studies have shown some reproductive 
toxicity when sevelamer was administered to rats at high doses. 
Sevelamer has also been shown to reduce the absorption of several 
vitamins including folic acid. The potential risk to humans is 
unknown. Sevelamer carbonate should only be given to pregnant 
women if clearly needed and after a careful risk/benefit analysis has 
been conducted for both the mother and the foetus. 

Breast-feeding 
It is unknown whether sevelamer/metabolites are excreted in human 
milk. The non-absorbed nature of sevelamer indicates that excretion 
of sevelamer in breast milk is unlikely. A decision on whether to 
continue/discontinue breast-feeding or to continue/discontinue 
therapy with sevelamer carbonate should be made taking into 
account the benefit of breast-feeding to the child and the benefit of 
sevelamer carbonate therapy to the woman. 

Fertility 

There are no data from the effect of sevelamer on fertility in 
humans. Studies in animals have shown that sevelamer did not 
impair fertility in male or female rats at exposures at a human 
equivalent dose 2 times the maximum clinical trial dose of 13 g/day, 
based on a comparison of relative BSA. 

14. Specialist contact 
information 

Name: Oxford Renal and Transplant Pharmacy Team 
Daytime telephone number: 01865 226105 
Email address: orh-tr.oxfordrenalpharmacy@nhs.net 
Out of hours contact details: 01865 225780 (Renal Ward) 

15. Additional 
information 

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

16. References • NICE guideline [NG203]: chronic kidney disease: assessment 
and management 

• UK Kidney Association commentary on the KDIGO Guideline on 
the Dialysis, Evaluation, Prevention and Treatment of CKD-MBD. 
Available from: https://ukkidney.org/sites/renal.org/files/FINAL-
KDIGO-CKD-MBD-commentary-Final-for-publication.pdf 

 

17. To be read in 
conjunction with the 
following documents 

• RMOC Shared Care Guidance 

• NHSE/NHSCC guidance – items which should not be routinely 
prescribed in primary care: guidance for CCGs 

• NHSE policy- Responsibility for prescribing between Primary & 
Secondary/Tertiary Care 

18. Local arrangements 
for referral  
Define the referral procedure from 
hospital to primary care prescriber & 
route of return should the patient’s 
condition change. 

N/A 
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