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This presentation is based on the speaker’s own opinion
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 Personal call to action.

» Appreciation for less than ideal
health outcomes.

« Mistrust in HCPs during the

Understanding pa”EeTiC- L
 Lack of ownership for the long term

 Lack of appreciation for evidence
based medicine.

 Does it have to be GPs?




Areas with higher deprivation* show higher rates of mortality from
CvD!

In the UK, the age standardised heart and circulatory
disease death rates per 100,000: 76.11

East Midlands (latest 3 years available, under 75s)?
Estimated death rate for heart and circulatory diseases per 100,000: 75.4
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(April 2020)?

Most recent official and health survey data are used to produce an estimate for numbers living with heart and circulatory diseases across the UK. *Per IMD, an overall measure of deprivation constructed by combining seven
domains of deprivation according to their respective weights (income deprivation: 22.5%; employment deprivation: 22.5%; education, skills and training deprivation: 13.5%; health deprivation and disability; 13.5%; crime: 9.3%;
barriers to housing and services: 9.3%; living environment deprivation: 9.3%).23

CVD: cardiovascular disease; IMD: Index of Multiple Deprivation.
1. British Heart Foundation. Heart and Circulatory Disease Statistics 2020. Available at: https://www.bhf.org.uk/what-we-do/our-research/heart-statistics/heart-statistics-publications/cardiovascular-disease-statistics-2020 (accessed

November 2021); 2. ONS. Health Areas (April 2020) Map in England and Wales. Available at: https://geoportal.statistics.gov.uk/datasets/c39a892d9c1846ddbfbe7e0bd5832dea (accessed November 2021); 3. National Statistics.
English indices of deprivation 2019. Available at: https://www.gov.uk/government/statistics/english-indices-of-deprivation-2019 (accessed November 2021).



1,166,091 population
25 PCNs
146 GP practices
1 NHS acute Trust

* Leicester = second high deprivation score of county
cities in the East Midlands

* 10 PCNs have a mean deprivation score higher than
England

+ Over 30% of Leicester City’s registered patients are
living in 20% of the most deprived areas in England

+ County’s mean deprivation score is lowest in the East
Midlands

Highest rate of CVD in

BAME groups

Speaker’s own data
Public Health England. (2021). Health Inequalities DashboarD, March 2021. GOV.UK




Cardio-renal-metabolic conditions often coexist

In England, ~30% of people with

T2D have CKD!?
Worldwide, ~1 in 3 people with

cardio-renal-metabolic conditions:
T2D have CVD?2
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In the UK, 16% of people with HF

have both T2D and CKD3
Up to 60% of people with CKD

have CVD in the US4
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interrelated conditions>™®

GBD Chronic Kidney Disease Collaboration. Lancet. 2020;395(10225):709-733; 6. McDonagh TA et al. Eur Heart J. 2021;42(36):3599-3726; 7. Davies MJ et al. Diabetologia. 2022;65:1925-1966; 8. Heidenreich PA et al. J Am

1. Cook S et al. BMJ Open. 2023;13:065927; 2. Einarson TR et al. Cardiovasc Diabetol 2018;17:83; 3. Lawson CA et al. EClinicalMedicine 2021;32:100739; 4. Lovre D et al. Endocrinol Metab Clin North Am. 2018;47:237; 5.
Coll Cardiol. 2022;79(17):e263—e421; 9. KDIGO CKD Work Group. Kidney Int. 2013;3(1):1-150.

CKD: chronic kidney disease; CVD: cardiovascular disease; HF: heart failure; T2D: type 2 diabetes.



We often see patients in primary care with a combination of CVD
risk factors

Conditions of the CVRM system have shared risk

Hypertension factors and often co-exist in the same patient
and renal

diseasel

Hyperglycaemial#4

Dyslipidaemial-3 Non-alcoholic Ml il
LDL=TC — HDL - (TG/2_2) f I ydp.e - Ie eds. avel Cardiovascular disease is a
Non-HDL = TC — HDL atty Iver FRIFRETERate [ leading cause of mortality in
- disease® ~30-40% of adults with people with type 2 diabetes*
diabetes have CKD?
Organ damage

and dysfunction

20-67% of patients
. .y . . Cardiovascular disease, with heart failure have CKD>
Having one condition affecting either the oo |
cardiovascular, the renal, or the metabolic diabetes are risk factors for CKD?

system increases the risk of developing
another and these conditions often co-exist in

. Shared risk factors include diabetes, hypertension, obesity,
the same patient e !

dyslipidaemia and smoking

CV: cardiovascular; HDL: high-density lipoprotein; LDL: low-density lipoprotein; TC: total cholesterol; TG: triglycerides.

1. Leon BM, Maddox TM. World J Diabetes 2015;6:1246-1258; 2. MDCalc LDL calculator. Available at: https://www.mdcalc.com/calc/70/IdI-calculated

3. NHS University Hospitals Birmingham. Non-HDL Cholesterol (calculated). Available at: http://heftpathology.com/item/non-hdlI-cholesterol-calculated.html 4. Pistrosch F, et al. Diabetes Care
2011;34(Suppl 2):S128-S131,;
5. Hazlehurst JM, et al. Metabolism 2016;65:1096-1108.



http://heftpathology.com/item/non-hdl-cholesterol-calculated.html

Your HbAlc is
high.

Your HbAlc s You need Your HbA1c is high.
high, and your

| n S a n Ity : 1-risk is raised Gliclazide Your g-risk is raised.

| would recommend
You need to a statin and a SGLT2

Doing the Same exerise an et
Thing Over and

Over Again and
Expecting Different
Results

Your HbAlc is high.
If you’re not careful

Your y R / > —you will go on
) i . HbAlc is & P insulin. You better
| witnessed siloed Worklng to manage ok. The Your total stop eating, or else!

chronic diseases expecting to treat a nurse will
patient holistically and improve
outcomes but never delivering a
consistent message

cholesterol
deal with it is under 5.
You’'re fine.
Just lay off
the cheese




Time for a change?

* |s there a better way to manage long
term conditions care?

 How can | drive change?




Proposition: Re-learning our ABCDES

ABCDES of diabetes management: H bA 1C C h O I este rOI

A: HbA1c targets

B: BP targets

C: Cholesterol

D: Drugs for CVD risk reduction
E

S

S

S

CVRM

management
holistic

approach

. Exercise goals and healthy eating
: Screening for complications
: Smoking cessation

. Self-management, stress, other
barriers

BP rugs for CVD risk

reduction

BP: blood pressure; CVD: cardiovascular disease; HbAlc: haemoglobin Alc; T2DM: type 2 diabetes mellitus.
1. Diabetes Canada. ABCDES of diabetes care quick reference guide. Available from: https://www.diabetes.ca/managing-my-diabetes/tools---resources/abcdes-of-diabetes-care-quick-reference-guide
(accessed January 2023).



https://www.diabetes.ca/managing-my-diabetes/tools---resources/abcdes-of-diabetes-care-quick-reference-guide

Optimal prevention seeks to minimise the risk from known risk
factors?!

Modifiable

Hypertension Lipid profile
(BP management) (lipid lowering

drugs)
« Lifestyle changes underpin all Lifestyle
strategies for risk factor changes (smoking Diabetes
management1 cessation, (glucose
afiagle bl control) Non-modifiable
exercise)
_ but treatment
* Aspirinis not licensed for the Prevention of CVD strategies help to
primary prevention of CVD? = dliee [k

Chronic kidney

Ethnic .
disease

group

Non modifiable

Adapted from: Arnett DK, et al. 20193

BP, blood pressure; CVD, cardiovascular disease.

1. National Institute for Health and Care Excellence. 2023. Cardiovascular disease: risk assessment and reduction, including lipid modification [CG181]. Available at: www.nice.org.uk/quidance/cg181 Accessed: May 2023. 2. National Institute
for Health and Care Excellence. 2022. Scenario: Antiplatelet treatment for primary prevention of cardiovascular disease (CVD). Available at: https://cks.nice.org.uk/topics/antiplatelet-treatment/management/primary-prevention-of-cvd/
Accessed: May 2023. 3. Arnett DK, et al. J Am Coll Cardiol. 2019;74(10):e177—e232. 4. NICE TA733. Available at https://www.nice.org.uk/guidance/ta733 (Accessed March 2023)




Create m Build
Establish a feeling of urgency of Formulate a guiding coalition
hurriedness towards change.

Form m Enlist

. Develop a strategy to bring about Communicate or put forth the vision
Ko I | ER S change. or strategy for change
MODEL E Enable E Generate
Empower employees for taking Formulate and generate short-term
action to incorporate changes goals

Sustain m Institute
Capitalize of wins or gains in order to Incorporate new and better changes
produce bigger results in workplace culture

0%

Positive actions influence
the people in the middle

0%

of people will focus on
their worries + doubts

.,

Kotter's 8-Step Change Management Model to Residency
Didactics. West J Emerg Med. 2019 Dec

The 20-60-20 Rule of Change Management.



Developing a cardiorenal pathway guides consistent clinical practice within
a practice or PCN

Outcomes Pathway Action
Identifying individuals most at risk is Developing simple cardiorenal Primary care should act and drive
key to improving quality standards pathways at Practice and PCN level effective implementation plans

and patient outcomes helps optimise patient care

& &

& v

Take Develop a Agree data Optimise
an MDT cardiorenal B therapy in
analysis plan o
Approach Pathway clinics

Speaker’s own opinion




Common Pillars of
CVRM

Positive Polypharmacy

ACEI/ ARB
MRA or ns-MRA

ACEi / ARB: Angiotensin-Converting Enzyme Inhibitors / Angiotensin Il Receptor Blockers
SGLT2i: Sodium-Glucose Cotransporter-2 Inhibitors MRA or ns-MRA: Mineralocorticoid Receptor Antagonists or non-
steroidal Mineralocorticoid Receptor Antagonists GLP-1: Glucagon-Like Peptide-1 Receptor Agonists

Speaker’s own opinion




SGLT2i's 1

100%
* Why are they important? " . 69%
90%
» Help people understand why they should be used
. 80%
* 93% of people with T2DM have a QRISKe®2 above 10%...
. . . . 70%
...but only 14% of eligible patients are prescribed an SGLT2i @« He P
Effect of time of intervention on 2
100 eGFR decline? S 50%
o 40%

= No intervention
= Late intervention 30%
= Early intervention

20%

eGFR ml/min/1.73
m

10%

KIDNEY FAILURE 0%
4 7 9 11

- TMECEARS) D) " setTz-inhibitornot indicated

Consider SGLT2-inhibitor
Adapted from Gansevoort RT, et al

For illustration purposes only m Offer SGLT2-inhibitor

1; Young KG et al. Recent UK type 2 diabetes treatment guidance. Cardiovasc Diabetol. 2023;22(1):302. doi: 10.1186/s12933-023-02032-x.




Helping clinicians appreciate by the fire and forget attitude with lipid
management no longer suffices

Log-linear association per unit change in LDL-C

and the risk of CVD?

80%n

Over 50 years
70%7

60%-

50%-

of CVD (%)

- Over 5 years
30%-

0%t
10%- '

Proportional reduction in risk

00 0.2 0.4 0.6 0.8 1.0 1.2 14 1.6
Reduction in LDL-C (mmol/L)

ASCVD: Atherosclerotic ¢
LDL-C: low-density lipoprotein cholesterol; PCSK9: proprotein convertase subtilisin/kexin type 9.

A 1 mmol/L reduction in LDL-C for >50 years
results in a >50% reduction in CVD risk?

A 1 mmol/L reduction in LDL-C for 5 years
results in a >20% reduction in CVD risk?

Earlier lowering LDL-C
correlates with greater
reduced CV risk?

ke
(m'-.
ay

* |Increased LDL-C levels are a proven, direct cause
of ASCVD3#

e LDL-C levels in patients with HeFH are two- to
three-fold higher than patients without HeFH®

» Overall mortality risk increases with LDL-C level®

iovascular disease; Cl: Confidence interval; CV: Cardiovascular; CVD: Cardiovascular disease; HeFH: Heterozygous familial hypercholesterolaemia; LDL: Low-density lipoprotein;

1. British Heart Foundation. CVD statistics factsheet — UK July 2021. Available at: https://www.bhf.org.uk/-/media/files/for-professionals/research/heart-statistics/bhf-cvd-statistics-uk-factsheet.pdf 2. Ference BA, et al. Eur Heart J 2018;39:2540—
2545; 3. ESC/EAS Guidelines for the management of dyslipidaemias. Mach F, et al. Eur Heart J 2020;41:111-188; 4. Borén J, et al. Eur Heart J 2020;41:2313-2330; 5. Krédhenbuihl S, et al. Drugs 2016;76:1175-1190; 6. Séguro F, et al. Arch

Cardiovasc Dis 2015;108:511-518; 7. Ference BA, et al. Eur H J 2017;38:2459-2472.



TARGET LDL-C should be <1.4mmol/L

Please consider booking in with appropriate clinician to review and i
optmise with:
Statin, Ezetemibe, Bempedoic Acid or Inclisiran

Task for review [ Pause

7 Question X

Patient has been indentified as potentially benefitting
from an SGLT2 on the basis they may have one or more
of the following:

T2DM, CKD, HF
Please consider booking in with appropriate clinician to review

Why am | seeing this?

{[Demer

A O S Y (1)

*Optimise LDL - PRIMARY PREVENTION
Consider LDL Optimisation to <1.8mmolL using
multiple LLTs (consider Statins, Ezetemibe and/or
Bempedoic Acid)

smovaadaxnx(i)e s =

v waA

*Optimise LDL - SECONDARY PREVENTION

Consider LDL Optimisation to <1.4mmolL using
multiple LLTs (consider Statins, Ezetemibe and/or

Bempedoic Acid)

TOTAL AUDIT POPULATION @
N=6213

CardioRenal Metabolic Disease Other Audit Inclusion Criteria
(Patients with a QOF Code) (Potentially Undiagnosed or At Risk Patients)
nase N=3188
CKD G3a-5
N=1001

324 3 I
DIABETES | - _. |
MELLITUS el ne79
N=2302

HEART
FAILURE
N=298

Pre-Set Patient Cohorts for Review @

Diabetes Mellitus Chronic Kidney Disease é

Heart Failure

ket PAN LEICESTER INTEGRATED CKD TRANSFORMATION PROJECT a

REVIEW CRITERIA

KFRE Scores
HaveBeen  ©
l . . -

=
=1 "

SE8E

|[dentification
of patients

SystmOne / AZ Patient identification tool




Remote Management and Software Utilisation

Choose a batch type

« Harness the potential of your clinical system is key in finding Self-Book
eﬂ:ICIe n CleS - Invite patients to book face-to-face appointments in your clinical

system.
See more in Batch Self-Book 3

« Improved informed shared decision making to offer medication
» Clinical questionnaires can be utilised to bulk send information to Message

Send a message and choose to attach a file via email, SMS or ->

patients who fall into risk report categories the NHS App.
» This allows for patients to take charge and have ownership of their health i
orey
° Non_responders can be Ca”ed as they Would have preV|0usly Send a Florey questionnaire to gather patient’s info via email, >

SMS or the NHS App.

(» Batch Florey and Message are available in the NHS App now!
Patients who have the NHS App with notifications turned on will
receive batch Floreys and batch Messages via the NHS App. If
patients don't read the message in the NHS App within 3 hours (or
if the message fails to send), we will send them the same

Lipid Lowering Medication and Cardiovascular Risk Reduction
We continually review our patients and their medical records to see how we could be better treating you and helping you reduce your risks of serious cardiovascular events such as heart attacks and strokes

On review of your records, we have found you are at higher risk due to your current medical conditions and your medical history and would benefit from a cholesterol lowering medication called a statin

Please see the link for more information: https:/www.nhs.ukiconditions/statins/ message via SMS.
We are recommending a statin for you, called Atorvastatin. Statins are one of the most well researched types of medicine, with studies repeatedly showing very strong evidence that they are a safe way to help prevent i .
cardiovascular disease (heart attacks and strokes). We often recommend statins even if your cholesterol is within range because they have shown to lower risks of serious events and improve health outcomes See more about sendlng batch messages via the NHS AEP_ o

If you're unsure about whether you want to start on a statin, you may also find it helpful to look at this information from the British Heart Foundation - hitps:/www.bhf.org.uk/inforr !

If you are interested in lowering your risks of cardiovascular disease, please respond

1 Would you like to be started on a statin and take a significant step to lowering your heart attack and stroke risks and improving your long term health? Back
Yes, | am interested a ould like to start a statin and improve my health and lower my risks
No, I am not d would not like tart a statin (or any oth risks events such as of heart attacks, strokes, kidney damage or vascular dementia
| would like further with a ci ian e a pharma C: within the next 2-3
| have tried a statin in the past and didnt get on with it. But, | would be in d in an alternative. (We will pick the most appropriate alternative based on your medical history and inform you of the outcome

Thank you for taking the time to answer this question

SystmOne

If you have asked to discuss this further, we will arrange this with our in house team within the next 3-4 weeks. You do not need to book an appointment

_ Finish . —




So...
What about the
outcomes?

Some examples...



“‘Without data, you're just
| Y another person with an opinion.”

- W. Edwards Deming



SGLT2 Prescribing in T2DM, CKD and HF

Items for Dapagliflozin + Empagliflozin + Canagliflozin + Ertugliflozin
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CKD prevelance

4.50%

Appreciating CKD as an
independent risk factor I I I
B

1.00%
0.50%

* Not just a practice problem but a ICB problem 0.00%

2021/22 2022/23 2023/24 Local ICB National

Prescribing patterns and Medication
Optimisation for those with CKD
ACEi/ARBs and LLTs

Albuminuria categories description and range

Understand renal risk by screening Normal to midly : : Z . 900 —
. increased oderately increased Severely increased (@) PrOgnOSIS worsens
for eGFR (bloods) and uACR (urine)’ 2l ith decreasin 850 -
<30 mg/g 30-300mg/g >300 mg/g g ec _eas g R 800
<3 mg/mmol 3—-30 mg/mmol >30 mg/mmol (7)) eGFR or Increasing 250
=4 albuminuria
@ Normal or high 290 ® 700
05 . 2 NERYRAFRSEIYNRRRYRRRRA
g,'r..: £ | g3a Mild to moderately 45-59 =
ac © decreased e CKD and 0N RAAS| s CKD 0N LLT
@ £ S Moderately to severely
; .E_ = m decreased 3044 . L.
k38 Prescribing patterns and Medication
(G] _§_ Q ﬂ Severely decreased 15-29 L. . )
g Optimisation for those with CKD
o ﬂ Kidney failure + All-cause mortality Y
- MACE SGLT2i's
INCREASING RISK - CY nortality 180
« AK] 160
Adapted from KDIGO: KDIGO 2012 clinical practice guideline for the evaluation and management of chronic « Progressive CKD 140
kidney disease. Kidney Int.Suppl; 2013, 3:1-150. 120
100
80
60
40
20
https://gof.digital.nhs.uk/ Local ICB and QOF data N RN RN N RN NI SN T O
12 553 bs5335255553253
S L > << s 2T 2w O z0 -~ wS>SJICs ST Qv



https://qof.digital.nhs.uk/

ACR testing can detect early signs of DKD before significant
kidney damage has occurred but it is severely under-utilised

Adapted from Tonnejick et al 2017

=
M 180
™
S
£
£ >
1 '
S i 500 9
o . 3
LL 1
L 100 100 =
o 5 §
5 i o
X 60 ; ~
9 1 20
0 .
c '
S i3
0 : 0
Time (years) from
diabetes diagnosis
ACR 3 mg/mmol
1O0% [evversessnesnrssiossusssissinsssisssssessessnns
C
9 % 80% [rorvorcssssonsnisveivinvasassrnissanesusrasassorsionssasvasaiicsnae !
Z 20(»\6 ................................................................................................ -
0%

DKD: diabetic kidney disease; GFR: glomerular filtration rate; ACR: albumin/creatinine ratio.
Tonneijck L, et al. ] Am Soc Nephrol 2017;28:1023-39.

The charts below show the proportion of patients with different risk factors for CKD who
have had blood and urine tests.

Blood Tests Urine Tests

. JHGSGRGGY GhGRDR

tirirlsnieioisnie i Ininienlniniolie
e fi it
0 Blrinls,

Red <70%, Amber 71-90%, Green >90%..
NHSE. Chronic Kidney Disease. 2019. Available from:
https://www.england.nhs.uk/mids-east/wp-content/uploads/sites/7/2019/03/chronic-
kidney-disease.pdf.



https://www.england.nhs.uk/mids-east/wp-content/uploads/sites/7/2019/03/chronic-kidney-disease.pdf

Integrated CKD (ICKD) system programme

AIM: Better kidney care for all, by:

1.Preventing progression of CKD and associated complications
2.Improving CKD management and health outcomes

3.Promoting integration, maximising productivity and value for money across
the healthcare system

L2 BN
Novel integrated model for CKD care: @ otk facto, '
v’ Building the infrastructure and workforce for kidney services of the future g@& | ' = Ge%o'
v’ Case finding (underdiagnosed) 0:2‘ =/ w\*’: i %
v" Risk based triage using KFRE and timely referral 0@ f’; g I ’\J[O g&' .j‘
v’ Early intervention and medicines optimisation g %;@ra&&s
v’ Shared patient caseloads between primary and secondary care @ i 'e’m -
v" HCP and public education




Scanning this QR code
will take you to a 3rd party
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' Outcomes 2 - PCN-wide MDT Clinics

. * lucid clinics available to all PCNs in LLR
* 1 clinical session/PCN/month

 Jointly led: pharmacist and nephrologqist

* Upskill of primary care pharmacists, nurses and MDT members

 Supported with tools for risk stratification and identify

opportunities for interventions : medicines optimisation



The Twelve Months of 4 lucid

12 New PCN collaborations (current total of 16 PCNs, representing two thirds of LLR's population)

11 Award winning kidney health videos (and 8000+ YouTube views)

103 OPAs expedited (leading to earlier diagnosis and management)

90 OPAs deferred (and optimised in primary care with enhanced follow-up)

8 Week wait for routine OPA (down 60% from peri-pandemic peak)

7 National talks, awards and citations (and we already have plenty more booked in for 2024)

65 LUCID clinics COfﬂplEtEd (and on target for 200 next year)

50,000+ kfre.co.uk website hits in UK (helping to cross promote the kidney health videos and LUCID in general)
443 medicines optimisation consultations (inciuding amongst others statins, ACEi, ARB and SGLT2i)
3 People at the UHL Awards Cere MONY (for Alan's Volunteer of the Year nomination)

2 Week wait for urgent OPA cu rrently (down 75% from peri-pandemic peak)

1 Independent, external evaluation complete (we will share with you in early 20241)

Lucid independent report currently in publication
OPA: Outpatient appointment



Total cumulative budget impact

ES 00K
&)
'T
- -£71,203 e
. E0NK
-
L
£-1M =
-£1,015,939 =
£-1.5M =
£-2M .
L
£ 2E5M . —
£-3M

Year 1 Year 2 Year 3 Year 4 Year 5

@ Total cumulative budget impact

Table 8. Estimated reduction in clinical events®®

Year0 | Year1 Year2 | Yeard | Year4 | Yearb
eGFR decline =z 50% 0.0 115 511 782 1054 1326
Progression to dialysis 0.0 6.8 17.0 233 296 36.0
hHF events 0.0 116 232 349 465 581
hHF bed days 00 1057 2115 3172 4230 5287
Kidney transplants 0.0 0.0 06 19 32 4.4
Acute kidney injury 0.0 78 155 233 311 388

AstraZenica SGLT2i budget impact model



Lipid Optimisation
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What next?




Continuing the hard work
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In Great Britain, finerenone is indicated for the treatment of CKD (Stage 3 & 4 with albuminuria) associated with
T2D in adults

GB SmPC finerenone 10mg & 20mg tablets
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v]ﬂzmzlldiafEJ (finerenone) 10 mg, 20mg film-coated tablets
Prescribing Information: Great Britain

(Refer to full Summary of Product Characteristics (SmPC) before prescribing)

Presentation: 10 mg’ 20 mg finerenone tablet. Indication: Kerendia is indicated for the treatment of chronic kidney
dizease (stage 3 and 4 with albuminuria) associated with type 2 diabetes in adults. Posology & method of
administration: Adults: Estimated glomermlar filtration rate (eGFR) and serum potassium have to be measured to
determine if treatment can be initiated. The starting dose for patients with eGFR = 23 to < 60 mL/min/1.73 m? iz 10
mg once daily if serum potassiom < 4.8 mmolL; if serum potassivm > 4.8 to 3.0 mmeol/L, starting 10 mg once daily
may be considered with additional serum potassium moenitoring within the first 4 weeks based on patient
characteristics and serum potassium levels; if serum potassiom > 3.0 mmol/L, treatment should not be initiated. Four
weeks after inttiation, serum potassium and eGFR have to be remeasured. If senum potassium <48 mmol'L and eGFE.
has not decreased by >30% compared to previous measurement, increase to 20mg once daily; if serum potassium =48
to 3.5 mmoll maintain 10 mg once daily; if serum potassiom >3.5 mmel/L withhold finerenone & consider re-
gtarting at 10 mg onee daily when semum potassiom < 5.0 mmolL. eGFR and semum potassium have to be remeasured
4 weelks after a dose increase or re-start of treatment. Thereafter, serum potassium has to be remeasured periodically
and as needed based on patient characteristics and serum potassium levels. Maintain current dose of 10 mg or 20 mg
once daily if serum potassium > 4.8 to 3.5 mmol/L. Withhold 10 mg once daily treatment if serum potassium >33
mimolL and consider re-starting at 10 mg once daily when serum potassinm < 3.0 mmol L. Withhold 20 mg once
daily treatment if serom potassiom >3.5 mmolL and re-start at 10 mg once daily when serum potassinm < 5.0
mmolL. Ongoeing monitering of renal function should be performed as needed according to standard practice. Tablets
may be taken with a glass of water and with or without food. For patients who are unable to swallow whole tablets,
KEerendia tablets may be crushed and mixed with water or soft foods, such as apple sauce, directly before oral use.
Tablets should not be tzken with grapefiuit or grapefiuit juice. Missed doses should be taken as scon as the patient
realizes but only on the same day. The patient should not take 2 doses to make up for a missed dose. Children &
adolescents: The safety and efficacy of finerenone in children and adolescents aged under 18 years have not vet been
establizhed. WNo data are available. Elderly: No dose adjustment iz necessary in elderly patients. Renal impaiiment:
Initiation of treatment: In patients with eGFE. < 23 ml /min/1.73 m?, finerenone treatment should not be initiated due
to limited clinical data. Continuation of treatment: In patients with eGFR. = 13 mL/min/1.73 m?, finerenone treatment
can be continued with dose adjustment based on serum potazzium. eGER should be measured 4 wesks after mmitiation
to determine whether the starting dose can be increased to the recommended daily dose of 20 mg. Due to limited

clinical data, finerenone treatment should be dizcontinued in patients who have progressed to end-stage renal disease
(eGFR. < 15 mL/min/1.73 m?). Hepatic impairment: No initial dose adjustment is required for mild’ moderate hepatic
impairment (moderate: consider additional serum potassium monitoring and adapt momtoring according to patient
characteristics); finerenone should not be indtiated in patients with severe hepatic impairment: Contra-indications:
Hypersensitivity to the active substance or to any of the excipients; concomitant treatment with strong inhibitors of
CYP3A4; Addizon's disease. Warnings & precautions: Hyperkalaemia has been observed in patients treated with
finerenone. Risk factors to develop hyperkalaemia include low eGFE, higher serum potassium and previous episodes

of hyperkalaemia. In these patients more frequent monttoring has to be considered. Finerenone treatment should not be
initisted in patients with serum potassivm >3.0 mmoll, with eGFR < 25 mL/min/1.73 m?, or severe hepatic
impairment. If serum potassium >335 mmol/L, finerenone treatment has to be withheld. Serum potassivm and eGFE
have to be remeasured in all patients 4 weeks after mitiation, re-start or increase i dose of finerenone. Due to limited
clinical data finerenone treatment should be discontinued in patients who have progressed to end stage renal disease
(eGFR < 15 mL/min'l.73 m?). This medicinal product contains lactose and sodivm. Interactions: Concomitant vse of
Eerendia with strong CYP3A4 inhibifors 15 contramndicated.  Serum potassiom should be monitored during
concomitant use of finerenone with moderate or weak CYP3A4 inhibitors. Finerenone should not be used
concomitantly with strong or moderate CYP3A4 inducers. Grapefruit or grapefruit juice should not be consumed
during finerenone treatment. Kerendia should not be used concomitantly with potassium-sparing diuretics and other
mineralocorticoid receptor antagonists. Kerendia should be used with caution and serum potassium should be
monitored when taken concomitantly with potassium supplements, trimethoprim, or trimethoprim/sulfamethoxazole.
Temporary discontinuation of finerenome may be necessary when patients have to take trimethoprim, or
trimethoprim/sulfamethoxazole. The risk for hypotension increases with concomitant use of multiple other
antilvypertensive medicinal products. In these patients, blood pressure moenitoring is recommended. Pregnancy &
lactation: There are no data from the nse of finerenone in pregnant women. Studies in animals have shown
reproductive tomicity. Women of childbearing potential should vse effective contraception during finerenone
treatment. Kerendia should not be used during pregnancy unless the clinical condition of the woman requires treatment
with finerenone. If the woman becomes pregnant while taling finerencne, she should be informed of potential risks to
the foetus. It is unknown whether finerenone/metabolites are excreted in human milk. A risk to the newborns/infants
cannot be excluded. A decizion must be made whether to discontinue breast-feeding or to discontinue/abstain from
Eerendia therapy taking into account the benefit of breast-feeding for the child and the benefit of therapy for the
woman Undesirable effects: Fery common: hypetkalaemia Commmon: hyponatraemia hyperuricaemia hypotension,
pruritus, glomerular filtration rate decreased. Prescribers should consult the SmPC in relation to other side effects.
Overdose: The most likely manifestation of overdose is anticipated to be hyperkalasmia. Ifhyperkalaemia develops,
standard treatment should be initiated. Finerenone is unlikely to be efficiently removed by haemodialysis given its
fraction bound to plasma proteins of about 90%. Legal Category: POM. Package Quantities & Basic NHS Costs:
10mg I x 14 blister pack: £36.68. 20mgz 1 x 14 blister pack: £36.68 OF. 10mg 28 tablets: £36.68. 20mg 28 tablets:
£36.68. MA Number(s): Great Britain - PLGE 00010/0751 (10 mg), PLGE 00010/0732 (20 mg)Further
information available from: Bayer plc, 400 South Oak Way, Beading EG2 6AD, United Kingdom. Telephone: 0118
206 3000.

Date of preparation: July 2023

Kerendia® iz 2 trademarl: of the Bayer Group

Eeporting adverse events and quality complaints

¥ This medicine is subject to additional monitoring. This will allow quick identification of new

zafety information. Adverse events should be reported. Reporting forms and information can be found at
velloweard. mbra sovalk or search MHEA Yellow Card in Google Play or Apple App Store.

Adverse events should also be reported to Bayer ple.

If you want to report an adverse event or quality complaint, reports can be directed to: Tel: 0118 2083300

or Email: pruk@baver.com

Fusther information iz available on the "contact” tab at www bayer.co.nk




