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Surrey Heartlands Integrated Care System
Area Prescribing Committee (APC)

Integrated Care Partnership - Surrey Downs, Guildford & Waverley, North-West Surrey, and East Surrey Places & associated partner organisations.


NICE Technology Appraisals (TA) for local implementation
	NICE TA Guidance name and number
	Finerenone for treating chronic kidney disease in type 2 diabetes TA877

	Available at
	Overview | Finerenone for treating chronic kidney disease in type 2 diabetes | Guidance | NICE

	Date of issue
	23 March 2023
	Implementation deadline
	23rd June 2023


	Medicine details1

	Name and brand name
	Finerenone (Kerendia®) [image: image1.png]


   

	Manufacturer
	Bayer plc

	Mode of action
	Finerenone is a nonsteroidal, selective antagonist of the mineralocorticoid receptor (MR) which is activated by aldosterone and cortisol and regulates gene transcription. Its binding to the MR leads to a specific receptor-ligand complex that blocks recruitment of transcriptional coactivators implicated in the expression of pro-inflammatory and pro-fibrotic mediators.

	Licensed indication
	Kerendia® is indicated for the treatment of chronic kidney disease (stage 3 and 4 with albuminuria) associated with type 2 diabetes in adults.

	Formulation
	Film-coated tablet 10 mg and 20mg film coated tablets

	Dosage
	www.medicines.org.uk
Posology and method of administration
The recommended target dose is 20 mg finerenone once daily

The maximum recommended dose is 20 mg finerenone once daily
The recommended starting dose is based on the estimated glomerular filtration rate (eGFR): 

eGFR (mL/min/1.73 m2)
Starting dose (once daily)
≥ 60

20 mg

≥ 25 to < 60

10 mg

< 25

Not recommended

The continuation of finerenone and dose adjustment is based on current serum potassium levels. 
Serum potassium and eGFR have to be remeasured in all patients 4 weeks after initiation, re-start or increase in dose of finerenone. Thereafter, serum potassium has to be assessed periodically and as needed based on patient characteristics and serum potassium levels

Tablets may be taken with a glass of water and with or without food; tablets should not be taken with grapefruit juice.
MRU Comment:

Should not be taken in conjunction with spironolactone or eplenorone as they are in the same class

	Comparison of NICE TA with Summary of Product Characteristics (SmPC)2
	Dosage and time intervals are the same in the summary of product characteristics for finerenone and NICE evaluation.


	NICE TA recommendations2

	Recommendations

	Finerenone is recommended as an option for treating stage 3 and 4 chronic kidney disease (with albuminuria) associated with type 2 diabetes in adults. It is recommended only if:

· It is an add-on to optimised standard care; this should include, unless they are unsuitable, the highest tolerated licensed doses of:

· angiotensin-converting enzyme (ACE) inhibitors or angiotensin-receptor blockers (ARBs) and

· sodium–glucose cotransporter‑2 (SGLT2) inhibitors and

· The person has an estimated glomerular filtration rate (eGFR) of 25 ml/min/1.73 m2 or more.

This recommendation is not intended to affect treatment with finerenone that was started in the NHS before this guidance was published. People having treatment outside this recommendation may continue without change to the funding arrangements in place for them before this guidance was published, until they and their NHS clinician consider it appropriate to stop.
MRU Comment:

The authors noted that in Pg.4 of the guidance, the following statement were made which do not match the NICE TA recommendations: These do not mention disease severity, and they recommend treatment after SGLT2s unless these are unsuitable, and not before. The authors have contacted NICE to clarify the recommendations and will present at the APC  meeting if the information has been received by then.
Why the committee made these recommendations 

Standard care for chronic kidney disease in people with type 2 diabetes includes ACE inhibitors and ARBs, with SGLT2 inhibitors being added if needed. Finerenone would be added to ACE inhibitors and ARBs if they are not working well enough. It could be offered before, after, or with SGLT2 inhibitors. 




	Decision making framework (DMF)

	National guidance and priorities

	The ICS has a legal obligation to commission this medicine in line with the NICE TA.

· This NICE TA has been assigned an implementation deadline of 3 months.

· The implementation deadline is 23rd June 2023.

	Clinical effectiveness

	· The clinical evidence suggests that finerenone improves kidney function and helps to slow the worsening of the disease compared with placebo (both plus standard care, with and without SGLT2 inhibitors). 
· The clinical effectiveness evidence for finerenone was from the phase 3, randomised, double-blind, multicentre, placebo-controlled trial, FIDELIO-DKD[4] , designed to test the hypothesis that finerenone slows CKD progression and reduces cardiovascular mortality among patients with advanced CKD and type 2 diabetes. The trial enrolled over 5000 adults with CKD and type 2 diabetes who took 10mg or the target 20mg dose once daily or placebo, in addition to standard care. 
MRU Comment: NICE makes a comment and cost comparison relating to the comparison between finerenone and SGLT2 inhibitors, The authors consider this comparison not to be valid as the recommendations are for both treatments to be used together when tolerated rather than either/or

· There are no direct comparisons of finerenone against SGLT2 inhibitors when used as an add-on to standard care (without SGLT2 inhibitors).

	Patient safety

	The product should be used within its product licence 
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  This medicinal product is subject to additional monitoring.
· Hyperkalaemia is the main adverse event associated with finerenone, but overall the adverse events are not concerning
· The safety and efficacy of finerenone in children and adolescents aged under 18 years have not yet been established. No data are available.
· Women of childbearing potential should be advised to use effective contraception during treatment with finerenone. Finerenone should not be used during pregnancy unless there has been careful consideration of the benefit for the mother and the risk to the foetus. If a woman becomes pregnant while taking finerenone, she should be informed of potential risks to the foetus.
· Women should be advised not to breast-feed during treatment with finerenone.

	Patient factors

	· Chronic kidney disease is a serious progressive condition with an age-standardised  prevalence of stage 3–5 CKD in the UK adult population at 8.5% (10.6% for females and 5.8% for males). It is estimated that 20% to 40% of patients with type 2 diabetes develop chronic kidney disease, characterised by progressive damage and irreversible loss of renal function resulting in renal failure5.
· Do not eat grapefruit or drink grapefruit juice while taking this medication. 
· An additional treatment option would be valued by patients. This medicine provides another option to slow down the progression of the disease, delaying the need for dialysis or a kidney transplant. Treatments for people with renal failure are extremely onerous and therefore any treatments that can delay progress to this stage of the disease have the potential to bring huge benefits to patients.
· No dose adjustment is necessary based on body weight, no dose adjustment is necessary in elderly patients

	Environmental impact

	· None identified by NICE

	Equality & diversity

	· No equality or social value judgement issues were identified that were not captured in the modelling.

	Place in therapy relative to available treatments

	· Standard care for chronic kidney disease in people with type 2 diabetes includes ACE inhibitors and ARBs, with SGLT2 inhibitors being added if needed. Finerenone would be added to ACE inhibitors and ARBs if they are not working well enough to prevent albuminuria. 

	Stakeholder views 

	· The paper was sent out for consultation and comments are listed on the front sheet. 

Comments to be included in the front sheet. 

	Cost-effectiveness

	The NICE TA is accompanied by a cost impact statement indicating that:

‘We do not expect this guidance to have a significant impact on resources; that is, the resource impact of implementing the recommendations in England will be less than £5 million per year (or approximately £9,000 per 100,000 population, based on a population for England of 56.3 million people)’

Part of the cost of treatment with finerenone is expected to be offset by savings and benefits. The clinical evidence suggests that finerenone plus standard care can improve kidney function and helps to slow the worsening of disease.
The authors further investigated the cost impact, taking into account that this is an add-on treatment and not replacement for SGLT2 inhibitors as appears to be in the NICE calculations.

Local calculations are as follows:
Finerenone (Kerendia®) 10 mg Drug Tariff price in April 2023 = £36.68 for 28 tablets
Finerenone (Kerendia®) 20 mg Drug Tariff price in April 2023 = £36.68 for 28 tablets4
Annual cost per patient: £ 477
Costs may vary in hospital setting because of negotiated procurement discounts
Costs in secondary care:

No difference in costs from information received to date
Availability of CAP/PAS price:

None known
Price relative to comparable medicines.
Not relevant, may have an overlap with patients with cardiovascular disease on spironolactone or eplenorone 
Potential patient numbers: 
Population

East Surrey

Guildford and Waverley

Surrey Downs

North-West Surrey

Surrey Heartlands ICB

SH Population*

193,532

232,784

316,690

388,466

1,131,472

Adult population
139552
167856
228359
280116
815,884
Adult Population Prevalence of CKD Stage 3 and 4

11862

14268

19411

23810

69350
Adult population  CKD Stage 3 an4 Associated with type 2 diabetes
2135

2568

3494

4286

12483

Annual Cost 

Numbers to be confirmed following response from Consultant

 £        

* August 2022 population figures from NHS Prescription Services through ePACT.
NICE calculations estimate £99,000 per year for Surrey Heartlands net costs 

 Pharmacy and Medicines Optimisation has delegated authority to enable the Committee to be a decision-making committee providing the impact of any single decision does not exceed £100,000 within an individual Place per annum. Decisions with a cost impact of over £100,000 within an individual Place per annum require authorisation from Surrey Heartlands Health & Care Professionals Committee at their next meeting. Exception to this will be for any decision made in relation to a NICE Technology Appraisal (which are subject to requiring mandatory funding by commissioners) and other urgent items. The exceptions will be taken to the next Executive Meeting (which meets weekly) for authorisation.

	Traffic light recommendation to APC

	Recommended traffic light status and rationale: 

BLUE
Prescribing initiated and stabilised by specialist but has potential to transfer to primary care WITHOUT a formal shared care agreement. Please note that in some circumstances a specialist may recommend that prescribing can be started in primary care.
Initiation requires specialist treatment for 3 months or longer if patient not stable.
PAD definitions, available at: Traffic Light Status (res-systems.net)

	Implementation

	· NICE TA implementation must be within 90 days of publication.

a. Primary care 
· To prescribe in line with specialist recommendations.
· To follow dosage adjustments described in the summary of product characteristics (SPC) if serum potassium levels return above 5.5 mmol/L.
b. Secondary care

· To initiate and stabilise the patients for at least the first 3 months of therapy or until they are stable if longer
· To communicate clearly with primary care prescribers of the frequency serum potassium monitoring required for the individual patient characteristics.
c. ICS

d. PAD and Joint Formulary

· A BLUE (without information sheet) traffic light status is recommended for this treatment.

	Proposed tick box forms

	None required.
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