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	The content of this shared care protocol was correct as of June 2025. As well as these protocols, please ensure that summaries of product characteristics (SPCs), British national formulary (BNF) or the Medicines and Healthcare products Regulatory Agency (MHRA) or NICE websites are reviewed for up-to-date information on any medicine.

	[bookmark: Responsibilities]Specialist responsibilities
· Assess the patient and provide diagnosis; ensure that this diagnosis is within scope of this shared care protocol (section 2) and communicated to primary care.
· Discuss the benefits and risks of the treatment with the patient and/or their carer and provide the appropriate counselling (see section 11) to enable the patient to reach an informed decision. Obtain and document patient consent. Provide the Trust patient information leaflet – Bezafibrate in PBC and advise about it being an unlicensed indication.
· Assess for contraindications and cautions (see section 4) and interactions (see section 7).
· Conduct required baseline investigations and initial monitoring (see section 8).
· Initiate and optimise treatment as outlined in section 5. Prescribe the maintenance treatment for at least 3 months.
· Once treatment is optimised, complete the shared care documentation and send to patient’s GP practice detailing the diagnosis, current and ongoing dose, any relevant test results and when the next monitoring is required. Include contact information (section 13). 
· Prescribe sufficient medication to enable transfer to primary care, including where there are unforeseen delays to transfer of care.
· Conduct the 6 monthly reviews and monitoring in section 8 and communicate the results to primary care. After a review, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9 remains appropriate.
· Reassume prescribing responsibilities if a woman becomes or wishes to become pregnant.
· Provide advice to primary care on the management of adverse effects if required.

Primary care responsibilities
· Respond to the request from the specialist for shared care in writing within 14 days.
· If accepted, prescribe ongoing treatment as detailed in the specialists request and as per section 5, taking into any account potential drug interactions in section 7.
· Conduct the required monitoring as outlined in section 9. Communicate any abnormal results to the specialist.
· Manage adverse effects as detailed in section 10 and discuss with specialist team when required.
· Stop bezafibrate and make an urgent referral to the specialist if rhabdomyolysis occurs.
· Refer the management back to the specialist if the patient becomes or plans to become pregnant.

· Stop treatment as advised by the specialist. 

Patient and/or carer responsibilities
· Take bezafibrate as prescribed and avoid abrupt withdrawal unless advised by the primary care prescriber or specialist.
· Attend regularly for monitoring and review appointments with primary care and specialist, and keep contact details up to date with both prescribers. Be aware that medicines may be stopped if they do not attend.
· Report adverse effects to their primary care prescriber. Seek immediate medical attention if they develop any symptoms as detailed in section 11.
· Report the use of any over the counter medications to their primary care prescriber and be aware they should discuss the use of bezafibrate with their pharmacist before purchasing any OTC medicines.
· Patients of childbearing potential should use effective contraception for the duration of treatment.


	[bookmark: One_background]1. Background 										         Back to top

	Bezafibrate is used as a second line treatment for Primary Biliary Cholangitis (PBC) in the following situations:
-	in combination with ursodeoxycholic acid (UDCA) (if tolerated) 
-	as monotherapy if UDCA/obeticholic acid (OCA) not tolerated 
-	as combination therapy with OCA
-	as triple therapy with both UDCA and OCA.
Indicated when biochemical response to UDCA and OCA acid has been inadequate, contraindicated or stopped for side effects.

The dose for bezafibrate MR is 400mg once a day taken after a meal either in the morning or at night. This should be reduced to IR 400mg OD if CrCl 40-60ml/min

For patients with gastric sensitivity, the dose may be gradually increased over 5-7 days to the maintenance level of 400mg OD.

Any decision regarding stopping bezafibrate MR will be made in the Hepatology outpatient clinic. 


	[bookmark: Two_indications]2. Indications 											         Back to top

	Licensed indication
Adjunct to diet and other non-pharmacological treatment (e.g. exercise, weight reduction) for the following:
- Treatment of severe hypertriglyceridaemia with or without low HDL cholesterol.
- Mixed hyperlipidaemia when a statin is contraindicated or not tolerated.

	[bookmark: Three_local_indications]3. Locally agreed off-label use								         Back to top

	Off label indication
Primary Biliary Cholangitis:
-	in combination with ursodeoxycholic acid (UDCA) (if tolerated) 
-	as monotherapy if UDCA/Obeticholic acid (OCA) not tolerated 
-	as combination therapy with obeticholic acid (OCA) 
-	as triple therapy with both UDCA and OCA.
Indicated when biochemical response to UDCA and obeticholic acid has been inadequate, or UDCA is contraindicated or stopped for side effects.

	[bookmark: Four_cx_and_cautions]4. Contraindications and cautions 								         Back to top
This information does not replace the Summary of Product Characteristics (SPC), and should be read in conjunction with it. Please see BNF & SPC for comprehensive information.

	Contraindications:
-	Decompensated liver disease (the manufacturers warn against using bezafibrate in patients with “significant liver disease”. 
-	Gallstones or gall bladder disease (bezafibrate may increase the risk of gallstones developing).
-	Hypersensitivity to bezafibrate, other fibrates (e.g. fenofibrate, gemofibrizil) or any of the components of the formulation.
-	Photoallergic or phototoxic reaction to a fibrate.
-	Patients with significant renal impairment (on renal replacement therapies (e.g. haemodialysis), or with a CrCl < 15mL/min. 

Cautions:
-	Bezafibrate, when administered alone, can also cause myopathy (manifesting as muscle pain /weakness). This risk is increased when patients have known risk factors for myopathy  


	[bookmark: Five_dosing]5. Initiation and ongoing dose regime							         Back to top
· 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:
Starting dose: 
400mg M/R once daily (unless renally impaired, see below)

Maintenance dose (following initial stabilisation):
400mg M/R once daily

Conditions requiring dose adjustment:
CrCl 40-60mL/min: 400mg I/R once daily
CrCl 15-39mL/min: 200mg I/R once daily (or 200mg I/R alt day)
CrCL < 15mL/min: avoid

	[bookmark: Six_pharmaceutical]6. Pharmaceutical aspects 									         Back to top

	Route of administration:
	Oral

	Formulation:
	Tablets

	Administration details:
	No additional administration information

	Other important information:
	Nil

	[bookmark: Seven_interactions]7. Significant medicine interactions								         Back to top
The following list is not exhaustive. Please see BNF or SPC for comprehensive information and recommended management.

	•	Coumarins – action may be potentiated. Reduce anticoagulant dose by up to 50%, monitor coagulation and readjust as necessary
•	Antidiabetic medication (inc Insulin) – action may be potentiated. Monitor glucose control closely for the first 3 months
•	Ion-exchange resins – impairs absorption of bezafibrate, ensure two hour gap between resin and bezafibrate
•	MAO inhibitors – do not co-administer
•	Immunosuppressants – monitor renal function closely 
•	Statins – atorvastatin, fluvastatin, pravastatin: increased risk of myopathy
•	Rosuvastatin: initial dose is 5mg once daily increased if necessary to max 20mg daily.
•	Simvastatin: max dose is 10mg daily. 
•	Colchicine: increased risk of myopathy

Risk factors for myopathy and rhabdomyolysis include renal impairment, age > 65 years, personal or family history of hereditary muscular disorders, previous history of myopathy with a fibrate [or other lipid lowering drug], hypothyroidism, severe infection, trauma, surgery, hormone/electrolyte disturbances, high alcohol intake

	[bookmark: Eight_specialist_monitoring]8. Baseline investigations, initial monitoring and ongoing monitoring to be undertaken by specialist
Monitoring at baseline and during initiation is the responsibility of the specialist; only once the patient is optimised on the chosen medication with no anticipated further changes expected in immediate future will prescribing and monitoring be transferred to primary care. 					         Back to top

	Baseline investigations:
· LFTs, U+Es, CK, Triglycerides, TFTs
Initial monitoring:
At 3 months, check:
· FBC, LFTs, U+Es, CK, Triglycerides
Initial supply from specialist
Ongoing monitoring:
Routine monitoring in the Hepatology clinic every 6 months, as minimum
· LFTs, U+Es
If required:
· FBC
· CK
· TFTs 
· Triglycerides.
When a patient is reviewed, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9 remains appropriate.

	[bookmark: Nine_primary_care_monitoring]9. Ongoing monitoring requirements to be undertaken by primary care			         Back to top
See section 10 for further guidance on management of adverse effects/responding to monitoring results.

	Monitoring
	Frequency

	· Routine blood monitoring done by specialist team
	6 monthly

	· 
	

	· 
	

	· 
	

	· 
	

	[bookmark: Ten_ADRs_and_Management]10. Adverse effects and other management							         Back to top
Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme. Visit www.mhra.gov.uk/yellowcard
For information on incidence of ADRs see relevant summaries of product characteristics

	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

	Rhabdomyolysis, Muscle weakness
	Check CK and if >3xULN refer to hepatology specialist

	Bilirubin and/or ALT >2x raised from baseline 
	Stop therapy and refer to hepatology specialist

	Acute Kidney Injury
	Stop therapy and refer to hepatology specialist. Discuss any concerns about renal function with specialist team.

	Hypersensitivity reactions including anaphylactic reactions
	Stop therapy and refer to hepatology specialist

	
	

	[bookmark: Eleven_advice_to_patients][bookmark: Fifteen_references]11. Advice to patients and carers								         Back to top
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.

	The patient should be advised to report any of the following signs or symptoms to their primary care prescriber without delay:          
· Signs of an allergic reaction, such as rash, hives, itching, wheeze, tightness in the chest or throat, trouble breathing, swallowing or talking, or swelling of the mouth, face, lips, tongue or throat.
· Dark urine, yellowing of the skin or eyes, feeling very tired, loss of appetite, nausea and/or vomiting, stomach pain or pale‑coloured stools (possible liver injury or worsening cholestasis).
· Sudden pain in the upper right abdomen, particularly if associated with fever or chills or yellowing of the skin or eyes (possible gallstones, cholecystitis or pancreatitis).
· Muscle pain, tenderness, cramps or weakness, especially if associated with feeling generally unwell, fever, or dark‑coloured urine (possible myopathy or rhabdomyolysis).
· Any other new, severe or persistent symptom which causes concern.

The patient should be advised:
· [bookmark: _Hlk221295898]Bezafibrate is being used for the treatment of primary biliary cholangitis which is an off‑licence use of the medicine.
· Bezafibrate is generally well tolerated. Regular blood tests are required to monitor liver function, kidney function and muscle enzymes.
· Take bezafibrate tablets once daily, at the same time each day, swallowed whole with a glass of water, ideally during or after a meal. 
· Do not stop treatment abruptly unless advised by their liver team or primary care prescriber.
· If a dose is forgotten it should be taken as soon as remembered unless it is close to the next dose, in which case the missed dose should be skipped. Do not take two doses together to make up for a missed dose. 
· Common side effects can include gastrointestinal symptoms such as stomach pain, heartburn, diarrhoea or constipation or reduced appetite. Side effects are usually mild and often resolve on their own but should be discussed with the liver team if troublesome or persistent.
· Store bezafibrate in a cool, dry place out of the reach of children.
· Inform prescribers of all other medications they are taking to ensure drug interactions can be checked. 
· If they are pregnant, planning a pregnancy or breastfeeding, they should speak to their liver team as soon as possible to discuss treatment.
· Attend all requested blood tests and follow‑up appointments with both the specialist team and GP and that treatment may be reviewed or stopped if they repeatedly do not attend.

Patient Information:
· Additional information and support are available from PBC Foundation, British Liver Trust, and local patient information leaflet.




	[bookmark: Twelve_pregnancy_paternity]12. Pregnancy, paternal exposure and breast feeding					         Back to top
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 primary care prescriber and the specialist.

	Pregnancy:
Information for healthcare professionals:
There is limited data from the use of bezafibrate in pregnant women. Animal studies are insufficient with respect to reproductive toxicity. Bezafibrate is not recommended during pregnancy. 
Information for patients and carers: 
Women who are planning pregnancy or who think they may be pregnant should be advised to contact their liver team promptly to discuss the risks and benefits of continuing treatment. Treatment will usually be reviewed and bezafibrate discontinued where clinically feasible.

Breastfeeding:
Information for healthcare professionals: 
There is insufficient information on the excretion of bezafibrate or its metabolites in human milk. A risk to the suckling child cannot be excluded. A decision must be made whether to discontinue breast-feeding or to discontinue/abstain from Bezafibrate therapy taking into account the benefit of breast feeding for the child and the benefit of therapy for the woman.

Paternal exposure:
There is no evidence that bezafibrate adversely affects male fertility or poses any specific teratogenic risk through paternal exposure. 
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	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]
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	Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed. Ensure that the specialist is informed in writing of any changes to the patient’s GP or their contact details.
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	[bookmark: Sixteen_relevant_guidance]16. Other relevant national guidance

	· Shared Care for Medicines Guidance – A Standard Approach (RMOC). Available from https://www.sps.nhs.uk/articles/rmoc-shared-care-guidance/ 
· NHSE policy – Responsibility for prescribing between primary & secondary/tertiary care. Available from https://www.england.nhs.uk/publication/responsibility-for-prescribing-between-primary-and-secondary-tertiary-care/ 
· General Medical Council. Good practice in prescribing and managing medicines and devices. Shared care. Available from https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/shared-care 
· NICE NG197: Shared decision making. Last updated June 2021. https://www.nice.org.uk/guidance/ng197/.

	[bookmark: Seventeen_referral]17. Local arrangements for referral 								         Back to top
Define the referral procedure from hospital to primary care prescriber & route of return should the patient’s condition change.

	Follow Place based processes
 






[bookmark: _Toc64632334]Appendix 1: Shared Care Request letter (Specialist to Primary Care Prescriber)
Dear [insert Primary Care Prescriber's name] 
Patient name: [insert patient's name] 
Date of birth:	[insert date of birth] 
NHS Number: [insert NHS Number] 
Diagnosis: [insert diagnosis] 

As per the agreed [insert APC name] shared care protocol for [insert medicine name] for the treatment of [insert indication], this patient is now suitable for prescribing to move to primary care.

The patient fulfils criteria for shared care and I am therefore requesting your agreement to participate in shared care. Where baseline investigations are set out in the shared care protocol, I have carried these out.
I can confirm that the following has happened with regard to this treatment:
	
	Specialist to complete

	The patient has been initiated on this therapy and has been on an optimised dose for the following period of time:
	

	Baseline investigation and monitoring as set out in the shared care documents have been completed and were satisfactory
	Yes  /  No

	The condition being treated has a predictable course of progression and the patient can be suitably maintained by primary care
	Yes  /  No

	The risks and benefits of treatment have been explained to the patient
	Yes  /  No

	The roles of the specialist/specialist team/ Primary Care Prescriber / Patient and pharmacist have been explained and agreed
	Yes  /  No

	The patient has agreed to this shared care arrangement, understands the need for ongoing monitoring, and has agreed to attend all necessary appointments
	Yes  /  No

	I have enclosed a copy of the shared care protocol  which covers this treatment/the SCP can be found here (insert electronic/ web link)
	Yes  /  No

	I have included with the letter copies of the information the patient has received
	Yes  /  No

	I have provided the patient with sufficient medication to last until
	

	I have arranged a follow up with this patient in the following timescale
	



Treatment was started on [insert date started] and the current dose is [insert dose and frequency].

If you are in agreement, please undertake monitoring and treatment from [insert date] NB: date must be at least 3 months from initiation of treatment.

The next blood monitoring is due on [insert date] and should be continued in line with the shared care guideline.

Please respond to this request for shared care, in writing, within 14 days of the request being made where possible.


[bookmark: _Toc28084478][bookmark: _Toc64632335]Appendix 2: Shared Care Agreement Letter (Primary Care Prescriber to Specialist)

Primary Care Prescriber Response
Dear [insert Doctor's name] 
Patient:  [insert Patient's name] 
NHS Number	:  [insert NHS Number] 
Identifier:  [insert patient's date of birth and/or address]

Thank you for your request for me to accept prescribing responsibility for this patient under a shared care agreement and to provide the following treatment

	Medicine
	Route
	Dose & frequency

	
	
	



I can confirm that I am willing to take on this responsibility from [insert date] and will complete the monitoring as set out in the shared care protocol for this medicine/condition.

Primary Care Prescriber signature: _______________________________	
Date: ____________ 



Primary Care Prescriber address/practice stamp



[bookmark: _Toc28084479][bookmark: _Toc64632336][bookmark: _Hlk171672787]Appendix 3: Shared Care Refusal Letter (Primary Care Prescriber to Specialist)

Re: 
Patient:  [insert Patient's name] 
NHS Number	:  [insert NHS Number] 
Identifier:  [insert patient's date of birth and/or address] 

Thank you for your request for me to accept prescribing responsibility for this patient.
In the interest of patient safety NHS [insert ICB name], in conjunction with local acute trusts have classified [insert medicine name] as a Shared Care drug, and requires a number of conditions to be met before transfer can be made to primary care.
I regret to inform you that in this instance I am unable to take on responsibility due to the following:
	   
	
	Tick which apply

	1.
	The prescriber does not feel clinically confident in managing this individual patient’s condition, and there is a sound clinical basis for refusing to accept shared care
As the patients primary care prescriber I do not feel clinically confident to manage this patient’s condition because [insert reason]. I have consulted with other primary care prescribers in my practice who support my decision. This is not an issue which would be resolved through adequate and appropriate training of prescribers within my practice.
I have discussed my decision with the patient and request that prescribing for this individual remain with you as the specialist, due to the sound clinical basis given above.

	

	2.
	The medicine or condition does not fall within the criteria defining suitability for inclusion in a shared care arrangement
As the medicine requested to be prescribed is not included on the national list of shared care drugs as identified by RMOC or is not a locally agreed shared care medicine I am unable to accept clinical responsibility for prescribing this medication at this time. 
Until this medicine is identified either nationally or locally as requiring shared care the responsibility for providing this patient with their medication remains with you 

	

	3.
	A minimum duration of supply by the initiating clinician
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. Therefore can you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.
Until the patient has had the appropriate length of supply the responsibility for providing the patient with their medication remains with you.
	

	4.
	Initiation and optimisation by the initiating specialist
As the patient has not been optimised on this medication I am unable to take clinical responsibility for prescribing this medication at this time. Therefore can you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.
Until the patient is optimised on this medication the responsibility for providing the patient with their medication remains with you.
	

	5.
	Shared Care Protocol not received
As legal responsibility for clinical care lies with the clinician 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, therefore would you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.  
Until I receive the appropriate SCP, responsibility for providing the patient with their medication remains with you.
	

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


	



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: _______________________________

Date: ____________ 



Primary Care Prescriber address/practice stamp
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