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Hospitalizace pro srdecni selhani - uvod

Akutni hospitalizace z divodu vybranych KV diagnéz (2010 — 2023) l

Zdroj: NRHZS 2010-2023
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Hospitalizace pro srdecni selhani - uvod

Primérna osetrovaci doba vybranych KV diagnoz (2010 - 2023)

Zdroj: NRHZS 2010-2023, hospitalizaéni pfipady akutni péce
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Hospitalizace pro srdecni selhani - uvod

What are the costs of heart failure?

Frieder Braunschweig '*, Martin R. Cowie?, and Angelo Auricchio?

Naklady na hospitalizacni péci tvori
nejvétsi cast celkovych nakladl na péci
0 nemocné se srdecnim selhanim

&

Potreba optimalizovat a zefektivnit
hospitalizacni management

Home health
care (9%)

Medication
(9%)

Hospital care

Physicians
(60%)

(7%)

Nursing
home
(13%)

Europace (2011) 13, ii13—ii17



Pristup k hospitalizacim nemocnych s akutnim srdecnim selhanim

Emergency Heart Failure Mortality Risk

Trial of an Intervention to Improve Acute Grade (EHMRG)
Heart Failure Outcomes e et
D.S. Lee, S.E. Straus, M.E. Farkouh, P.C. Austin, M. Taljaard, A. Chong, C. Fahim, T e
S. Poon, P. Cram, S. Smith, R.S. McKelvie, L. Porepa, M. Hartleib, P. Mitoff, Age -
R.M. Iwanochko, A. MacDougall, S. Shadowitz, H. Abrams, E. Elbarasi, J. Fang,
J.A. Udell, M.J. Schull, S. Mak, and H.J. Ross, for the COACH Trial Investigators* ety B -

Incicidlni stratifikace rizikovosti nemocnych podle
dotazniku EHMRG30-ST a dle toho rozhodnuti a

ambulantni/kratkodobé hospitalizaci nebo bézné

hospitalizaci a srovnani s béznym klinickym pristupem
- . -
.

N Engl ] Med 2023;388:22-32. e



Pristup k hospitalizacim nemocnych s akutnim srdecnim selhanim
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CONCLUSIONS

Among patients with acute heart failure who were seeking emergency care, the use
of a hospital-based strategy to support clinical decision making and rapid follow-
up led to a lower risk of the composite of death from any cause or hospitalization
for cardiovascular causes within 30 days than usual care. (Funded by the Ontario

N Engl ] Med 2023;388:22-32.
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Pristup k hospitalizacim nemocnych s akutnim srdecnim selhanim

Preemptive Versus Urgent Heart Failure

Hospitalization as a Surrogate for Mortality Risk

in Heart Failure

Chris J. Kapelios®, MD, PhD; Lars H. Lund®, MD, PhD

Zachyt nastupuijici
dekompenzace v casnéjsi fazi
vede k lepsi prognodze a také
ke zkraceni hospitalizace

Circulation. 2024;149:1062-1064.

Proposed
follow-up scenarios

Cardiac function
and heart failure
events over time
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Jak postupovat v pribéhu hospitalizace a pred propusténim

Pre-discharge and early post-discharge
management of patients hospitalized for acute
heart failure: A scientific statement by the
Heart Failure Association of the ESC

o Patients hospitalized for AHF: assessment & targets of (de)congestion
i [
Admission ,/ Discharge
' i Chmcal Lt |
| IV therapies ] assessment oratory maging
' Oral therapies ) T
: LV filling
Pre-discharge Post-discharge visits  pressure
4 Monitoring |’ |
Multi-modality + Congestion
assessment of ! + SBP and HR Congestion score oNPs
on* ! + NPs Optimal =0 ptimal
decongestion® | S Acceptable =1-2 > 30% NPs decrease

or |
+ S-Potassium [

::‘5865’ BNFI'_ Resolution of Optimal Optimal
' Weight loss ofg/m signs of congestion Optimal Size< 21 mm <5 B-lines
. Optimal CSI=0) Ele'<10 nd
1 Historical weight < ZSBglpZ]mL £ . (or AE/e'> 5) a .
3 Collapsibility index Acceptable
| | Acceptable > 50% <15 Belines
Sk Acceptable
NLH:',\'::SS Renal function | Size < 21 mm
NYP-’I’ X and electrolytes ) or (28'3'_“5
= MR severity Collapsibility index scanning)
| | E/A ratio <2 > 50%
: HC (THb,THt) EDT> 130 ms
Vital signs, Optimal T 28 mf
. . o 2, <
Haemodynamic congestion Euvolaemia including BP and HR AHb = 1g/dL RYSZBmS

Pos decirg
Timeline European Journal of Heart Failure (2023) 25, 1115-1131




Jak postupovat v priubéhu hospitalizace

In-hospital Initiation and Up-titration of Guideline-directed Medical
Therapies for Heart Failure with Reduced Ejection Fraction

: increase
IncCrease
4 Dose
Goal GDMT Dose
initiation ACEI/ARB/ARNI* increase ~ increase
MRA
SGLT21It
I s e o o o o o o P | 1 1
1 ] 1 1 1
Hospital u Hospital Outpatient Outpatient
admission X discharge clinic visit  clinic visit
v

Cardiac Failure Review 2022;8:e21.



Casné nasazeni dapagliflozinu je

efektivni s dobrym bezpecnostnim profilem

Dapagliflozin zlepsSil natriurézu a snizil ¢as do propusténi
Z nemocnice

24-hour Natriuresis? Incidence of Hospital Discharge? Zaver

s | - i Navzdory standardni Ié€bé vysokymi davkami i.v. diuretik:
L 4 P =0025 04 TSR . . - . ., . PR . . . .
2,2‘” - LA i 1. Dapagliflozin mél velky potencial pro zlepSeni ucinnosti diuretik diky:

| L?:"s;a a2 goa — - Zvy3eni natriurézy a diurézy pfepocitané na davku 40 mg i.v. furosemidu
“ 3 _1 - SniZeni celkové davky a délku 1é¢by diuretiky
X - Zkraceni doby do propusténi z nemocnice

oo —
= 201 B ;'fi:?; 2. Casna iniciace dapagliflozinu méla bezpeénostni profil srovnatelny se standardni terapif napfic
3 - Lo ekt véemi diabetickymi a kardiorendlnimi parametry
- O
b 1 + . 00 T

SUC with Guretic Wration D 1 dady + 1 3 S
SUC v e o

Data ze studie DICTATE-AHF podporuji véasné nasazeni léEby pro
zlepSeni dekongesce a rychlejsi optimalizaci GDMT

Dapagliflozin neni indikovan k lécbé akutniho srdecniho selhdni

J Am Coll Cardiol 2024,83:1295-1306



Rychly efekt casného nasazeni lécby

DAPA-HF Onset and Timing from Prior hHF

Benefit 1é¢by dapagliflozinem na KV umrti nebo zhorseni HF
byl signifikantni jiZ od 28. dne

First 100 days

°
2
]
Q —
5
o
2 HR 0.51 Dapagliflozinu prokazal ¢asny a setrvaly benefit v redukci primarniho sloZeného cile
g (95% Cl, 0.28-0.94)
g p=0.03
L2 v
£ o P s s
I KV amrti nebo zhorseni HF
o 305 Prvnich 30 dni
H )
N
cv
T 1.0
Benefit se s 1
. o 2 1 P— i
prOJEV" : 4 /—_‘
' ‘ ' : ' ' jiz b&hem P
*Worsening HF includes hHF or urgent HF WQ 20 40 5 60 80 100 j A ° E 71
40 (v = cardiovasculs ar; DAPA = dapaglifiozin; HF = heart failure; hHF = hospitalization for heart failure; HR = hazard v.ﬂmay 2 tydnu HR 0’45 Dalsi sledované cile:
Berg DD et al. JAMA Cardiol. 2021;6:499-507. a1 1 13 95% Cl, 0,20-0,99
1 p=0,046 Zhorseni HF - 16. den
] Benefit trval 30 dni, hHF - 16. den
o 90 dni, 6 mésicd, 1 rok a 2 roky

0.02 T T T T T 1
S 10 5 20 25 30
Dny od randomizace

z diivodi HF

zhor3eni HF zahruje hHF nebo urgentni n:

mn HF = srdeéni selhani; hHF = hospitalizace pro srdeéni selhani; HR = pomér rizik;

Vaduganathan M et al JAMA Cardiol. 2022;7(12):1259-1263. doi:10.1001/jamacardio.2022.3750



Rychly efekt casného nasazeni lécby

Angiotensin—Neprilysin Inhibition
in Acute Decompensated Heart Failure

Pacienti hospitalizovani pro akutni dekompenzaci chronického HFrEF

Stabilizace Dvoijité zaslepena faze Open-Label fize
sakubitril/valsartan »
97/103 mg 2x denné&* sakubitril/valsartan
©

enalapril

Den -10 az den -1 10 mg 2x denné&™

Tyden 8 Tyden 12

Kaplan-Meierovy odhady
éetnosti udalosti (%)

20 1

Smirt, rehospitalizace pro HF, LVAD, zarazeni na cekaci listinu k transplantaci

HR = 0.54; 95% Cl 0.37-0.79

P = 0,001 enalapril
NNT=13 N=441

sakubitril/valsartan
N=440

7 14 24 28 35 42 49 56
Dny od randomizace

Iniciace lécby sak/val béhem hospitalizace byla bezpecna a vedla k vétsi redukci NT-proBNP

ve srovnani s enalaprilem

PFi lécbé sak/val doslo k vyznamnému a rychlému poklesu rizika komb. klin. endpointu

N Engl J Med 2019;380:539-548




Jak naplanovat prechod do ambulantni péce

Acute heart failure: current pharmacological
treatment and perspectives
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m Eﬂa ] [ ]
i @
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7’ & admission _——
a
Acute heart failure "AHF" _.\.y
Furosemide iv \. Day 3

Acetazolamide iv _\\“
lon-invasive ventilation R '....\...\
*
*

" @
to be implemented A ,
at target doses ¥ )
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Guideline-directed J) ‘_“' ./

AHF medical therapies -".__.-'
A Furosemide oral e=sssnassnsnss®®® - Discharge

<Emeommom o™
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i

Six weeks ‘ Assessment of congestion
. . . Post-discharge management
Special attention should be paid following STRONG-HF procedures

Il tofemale patients after discharge

European Heart Journal (2023) 44, 46344649

2023 Focused Update of the 2021 ESC
Guidelines for the diagnosis and treatment
of acute and chronic heart failure

Recommendation Table 3 — Recommendation for
pre-discharge and early post-discharge follow-up of
patients hospitalized for acute heart failure

Recommendation Class® Level®

An intensive strategy of initiation and rapid
up-titration of evidence-based treatment before
discharge and during frequent and careful follow-up
visits in the first 6 weeks following a HF
hospitalization is recommended to reduce the risk of

HF rehospitalization or death % '¢

McDonagh TA et al., Eur Heart J 2023;44(37):3627-3639

© ESC 2023



Jak nejlépe postupovat pri a po propusténi

STRYNG-HF

STRONG-HF: Study design

I Week 1 Week 2 Week 3 Week 6
I safety safety safety safety
High- Half Half Full Full Full
intel%sw’ty 1 optimal I optimal optimal optimal optimal
Screening care GDMT* GDMT* GDMT* GDMT* GDMT*

dose dose dose dose dose Prim ary

endpoint

180-day HF
readmission
or all-cause

Visit 1 -
24-48h Visit 2
after admission === Randomization within ® Randomized 1:1

(written informed 2 days before discharge’ _
e e ] (baseline assessments) N=1800

90-day
follow-up

Follow-up and i
therapy adjustments mortality
per physician’s
usual practice

0n0 040
0 Usual
| | I care
Main inclusion criteria

B Patient with AHF ready to be discharged I * '

B No or sub-optimal dose of GDMT* D
B Pre-discharge NT-proBNP** >1500 pg/mL

«—————'

Hospital discharge *ACEi/ARB, ARNi, BB, or MRA; **NT-proBNP criteria for persistent congestion

1.Kimmoun-A et al. European Journal of Heart Failure 2019: 21: 2. 1459-1467 2. Gotter-G et al. Eur J Heart Fail ACEI, angictensin-converting enzyme inhibitors; AHF, acute heart failure; ARB, angiotensin receptor blockers; BB, beta blockers; GDMT, guideline-directed
02123: -1982 azaa-Aetal. L 1. 20 c (10367):1938-195: -
202123:1981-1982 3. Mebazaa-Aetal. Lancet. 2022 Dec 3,400(10367):1938-1952 medical therapy; HF, heart failure; MRA, mineralocorticoid receptor antagonists; NT-proBNP, N-terminal pro b-type natriuretic peptide



Jak nejlépe postupovat po propusténi

GDMT titration
STRONG-HF suggests NT-proBNP can be used to monitor patients for GDMT uptitration

[
o
Up-titration Pause uptitration
" p s N
"\ NT-proBNP NT-proBNP /' NT-proBNP > 10%*
B blockers And HR 2 55 bpm Or HR <55 bpm
And SBP 2 95 mmHG Or SBP < 95 mmHG
\. J
3\ e
SBP = 95 mmHg SBP <95 mmHg
And K+ < 5.0 mmol/L Or K+> 5.0 mmol/L
And eGFR = 30 mL/min/1.73m? Or eGFR < 30 mL/min/1.73m?
. J
( f NT-proBNP > 10%* ) ( \ NT-proBNP
Loop diuretics Or Congestion assessed by physical And no congestion assessed by
examination i inati
S J L physical examination )
ACEi, angiotensin-converting inhibitors: ARB, angiotensin receptor blockers; ARNi, angiotensin receptor-neprilysin inhibitors; bmp, beats per minute; eGFR, estimated glomerular filtration rate; GDMT, quideline-directed

Mebazaa-A et al. Lancet. 2022 Dec 3;400(10367):1938-1952

medical therapy; HR, heart rate; MRA, mineralocorticoid receptor antagonists; NT-proBNP, N-terminal pro b-type natriuretic peptide; S8P, systolic blocd pressure



Jak nejlépe postupovat po propusténi

Safety, tolerability, and efficacy of up-titration of guideline-
directed medical therapies for acute heart failure
(STRONG-HF): a multinational, open-label, randomised, trial

A
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204

Probability of event-free survival (%)

09 _ High-intensity care group (95% Cl 2-9 to 13-2; p=0-0021)
0 T T T T T T

904
80

—— Usual care group 180-day adjusted risk difference 8-1%

T T T T T
0 15 30 45 60 75 90 105 120 135 150 165
Number at risk

Usualcaregroup 502 494 474 454 439 423 410 394 381 373 366 353
High-intensity caregroup 506 497 484 466 449 440 430 419 415 408 397 384

1
180

329
345

Lancet 2022: 400:1938-52

Results

The high intensity care group: 34% relative and 8.1% absolute risk reduction (ARR) in the
combination of death or heart failure readmission.'

CV (cardiovascular) deat

26% lower

HF readmission All-cause death

44% lower/ 16% lower

STRONG-HF study results demonstrated clear benefits for acute heart failure
patients by adapting the strategy of care.



Na co dat pozor v posthospitalizacni fazi

Heart Failure Drug Treatment— Follow-Up Period: 1 Year
Inertia, Titration, and Discontinuation

After 100 Days After 1 Year
A Multinational Observational Study (EVOLUTION HF) -- o o S
- Initiation of novel GDMTs (dapagliflozin After GDMT initiation, target dose
Patients . and sacubitril/valsartan) was delayed O achievement was often low, while
O 270,000 ™V compared with other GDMTs, despite discontinuation rates were high
! users high CV death/hHF risks

Dapagliflozin Sacubitril/Valsartan

£ 100 -
'3 =
=5
2% 801
2
El-:n- 70 A ACE inhibitor ARB
Drug-naive hHF New use g=
patients discharge of GDMT ':_! h] 60 ~ ‘
P e =
(Initiation within = E 50 o
1 year of 8
hHF discharge) P g 40
2T
- = 9 MRA BB
Al L §= 20
When are GDMTs initiated s
and how are they used? 'g_ g 10
&f ol
L Japan Sweden u.s.
M Discontinued

I Dapagliflozin

e M Switch to sacubitril/valsartan
] Sacu?:ltl:ll.,f‘valsartan .
M ACE inhibitor/ARB Low dose
m B8 Intermediate dose
MRA

W Target dose

Savarese G, et al. J Am Coll Cardiol HF. 2023;11(1):1-14.



Na co dat pozor v posthospitalizacni fazi

Heart Failure Drug Treatment—
Inertia, Titration, and Discontinuation
A Multinational Observational Study (EVOLUTION HF)

Dapagliflozin

-
o
o

23%
1%

A O @
o O O

76%

Proportion of
patients (%)
S

o

Sacubitril/valsartan

- 260/0

| 18%

- 27%

28%

ACE inhibitor

38%

6%
4%
13%

18%

20%

ARB

Beta-blocker

33%

1

4%

1

27%

1

19%

9%
7%

1

25%

13%

31%

24%
7%

MRA

53%

5%

0246 81012 0246 81012 0246 81012 0246 81012 0246 81012

Time since treatment initiation (months)

0246 81012

B Discontinued treatment B Switch to sacubitril/valsartan

Intermediate dose (50-99% of TD)

Start dose
B TD (2100%)

Low dose (<50% of TD)

Savarese G, et al. J Am Coll Cardiol HF. 2023;11(1):1-14.



Posthospitalizacni faze — optimalizace farmakoterapie

Quadruple Medical Therapy for

Heart Failure
Medications Working Together to Provide the Best Care*

JACC VOL. 77, NO. 11, 2021
MARCH 23, 2021:1408-1

FIGURE 1 Teamwork Between Heart Failure Medications
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function
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Posthospitalizacni faze — snizeni CV mortality a HFH

A Systematic Review and Network Treatment CV Mortality or HF Hospitalization HR  (95% Cl)
Meta-Analysis of Pharm_acologl.cal ARNI + BB + MRA + SGLT2 —_— 0.36 (0.29-0.46)
Treatment of Heart Failure With ARNI + BB + MRA + Vericiguat —_— 0.43 (0.34-0.55)
Reduced Ejectlon Fractlon ARNI + BB + MRA + Omecamtiv —— 0.44 (0.35-0.56)
ACEl + BB + MRA + IVA — 0.49 (0.39-0.61)
ACEI + BB + MRA + Vericiguat —_— 0.54 (0.43-0.67)
ACEI + ARB + BB + Dig —— 0.73 (0.62-0.85)
ARNI + BB + MRA —— 0.47 (0.38-0.58)
ACEI + BB + MRA _ 0.58 (0.47-0.71)
Treatment italization HR (95% CI)
ARNI + BB + MRA + SGLT2 —— 0.36 (0.29-0.46)
ACET+ Dig T.00
BB — 0.75 (0.65-0.87)
0.25 05 1 2

Tromp J. et al., JACC Heart Fail. 2022 Feb;10(2):73-84



Posthospitalizacni faze — snizeni HFH

Ut¢inek dapagliflozinu na hospitalizaci pro HF

Total # of Events.

18

U pacient lécenych dapagliflozinem
snizena celkova mira hospitalizaci

* DELIVER redukce 29 % RR
* DAPA-HF redukce 29 % RR

.

Nebyl pozorovan rozdil v Géinku
|é¢by na komplikované a

nekomplikované hospitalizace

Ve studii DAPA-HF statisticky
signifikantni vliv i na komplikované
hospitalizace

Chatur S. et al., Eur ] Heart Fail. 2023;25(8):1364-1371.

A DELIVER

All HF Hospitalizations

“Uncomplicated” Hospitalizations:
Uswal Healthcare Burden

“Complicated” Hospitalizations:

High Healthcare Burden
Defined as Hospitalizations Requiring
Any of Following:
ICU Stay

IV Vasopressor, Inotrope, or Vasodilator

Invasive or Non-invasive Ventilation,
Mechanical Fiuid Removal, or MCS

B  DAPA-HF

Dapaglifiozin  Placebo

All HF Hospitalizations

“Uncomplicated” Hospitalizations:
Usual Healthcare Burden

“Complicated” Hosphtalizations:
High Healthcare Burden
Defined as Hospitalizations Requiring
Any of Following:
ICU Stay

IV Vasopressor, Inotrope, or Vasodilalor

Invasive or Non-Invasive Ventilation,
Mechanical Fluid Removal, or MCS

504

Dapaglifiozin  Placebo

705

510

Total # of Events.

336

149

7

2

464

267

197

103

141

—_—

[ —
Favors Dapagifiozin

05 +— 1
Favors Dapagifiozin

Rate Ratio

[k}

0.67

0.82

—_— 2
Favors Placebo

Rate Ratio

omn

0.69

0.76

95% €1
0.60-0.85
0.55-0.82 No significant evidence of
differential treatment effects
on HF hospitalizations,
irrespective of complexity
0.63-1.06 p=0.20
95% Cl
0.59-0.86
0.54-0.87 No significant evidence of
differential treatment effects
on HF hospitalizations,
irrespective of complexity
0.58-0.97 p=0.61

— 2
Favors Placebo



Posthospitalizacni faze — LVRR a pokles NTproBNP

Impact of dapagliflozin on cardiac remodelling
in patients with chronic heart failure:
The DAPA-MODA study

n=162
v Stablished HF diagnosis LVEF $40% B
V' Prior LVEF (<1year) n=78 Dapagliflozin 10 mg/day 5%
v NT-proBNP >600pg/ml
¥ Optimized therapy (>1 month) LVEF>40% 0%
¥ stability (>1 month) n=84 LVEDV NT-proBNP LVI mass o
v' No SGLT2i =z
Q -5%
s
v _10% p=0.199
-8.6% -18.1% -13.1% % -8.5(-19.2,3.6)
%—1 5%
g
2 Lo p=0.001
e -18.1 (-27.7, -7.3)
-25%
Baseline 30 days 180 days

European |ournal of Heart Failure (2023) 25, 1352-1360



Posthospitalizacni faze — redukce SCD

@ ESC European Heart journal (2021) 42, 3727-3738 FASTTRACK CLINICAL RESEARCH Serious Ventricular Arrhythmia / Resuscitated Cardiac Arrest / Sudden Death
European Society doi:10.1093/eurheartj/ehab560 Heart failure and cardiomyopathies 24
of Cardiology S
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2
Effect of dapagliflozin on ventricular 2 /
g s . ] s
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E
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o HR 0.79 (95%CI 0.63-0.99), p=0.037
Investigator Reports (Serious Adverse Events)
Plagebo: uresemeseemacen > i ‘ A ’.‘ \ AR f § E T T T T T T T T T
4744 PV »"\\ 0 90 180 270 360 450 540 630 720
Patients Median follow-up 18.2 months LATAE / Days since Randomization
with HFrEF 7 Number at risk
Dapaglifiozin =~ s - AN AN NASIANY Placebo 2371 2317 2257 2202 2047 1599 1196 646 223
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I — Placebo Dapaglifiozin

- post hoc analyza SAE reportu KT a srdecni zastavy ve studii DAPA-HF

- u pacientl s dapagliflozinem se incidence endpointu (KT a resuscitace pro zastavu a NS) sniZila 0 21%

Curtain JP et al. Eur Heart J, Volume 42, Issue 36, 21 September 2021, Pages 3727—-3738



Posthospitalizacni faze — efekt dapaglifozinu v celém rozsahu EF LK

Dapagliflozin vyznamné sniZil mortalitu a hHF napii¢ sledovanymi skupinami v
celém rozsahu LVEF

@ DAPAHF Ptedem specifikovand souhrnnd analyza Q’) DELIVER

umrti »\/\_ hHF h

KV amrti Celkova mortalita prvni hHF celkem? hHF

14 B 10%. 26 W 29...

 15%ARR  15%ARR  32%ARR
p=0,01 p=0,03 p<0,001

 6,0%ARR
p<0,001

HR: 0,86 HR: 0,90 HR: 0,74 RR: 0,71
95% Cl: 0,76-0,97 95% ClI: 0,82-0,99 95% Cl: 0,66-0,82 95% Cl: 0,65-0,78

@ prvni i opakujici se
3%HF = hospitalizace pro srdeéni selhani; LVEF = ejekéni frakce levé komory; KV = kardiovaskularni; RRR = relativni sniZent rizika; ARR = absolutni sniZenf rizika; HR = hazard ratio; Cl= konfidenéni interal

Jhund PS et al. Online ahead of print. Nat Med. 2022, © AstraZeneca 2022



Optimalizace lécby a progndza nemocnych se srdecnim selhanim

Survival Decompensations
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Optimalizace lécby a progndza nemocnych se srdecnim selhanim

Clinical inertia and medical therapy for heart
failure: the unintended harms of “first, i o ] o

, Risks of Commission Risks of Omission
do no harm

The Risks of Guideline-Directed Medication Changes in HFrEF
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Side effects

= Trvalé usili o optimalizaci lécby

L ]
Adverse Events

= Spoluprace hospitalizacniho

.'S?mptoms
i ambulantniho segmentu péce T

Every visit/every setting is an opportunity to initiate and escalate GDMTs, as tolerated

= New-onset heart failure # “low risk”
= “Stable” outpatient heart failure # “low risk”
* Hospitalized heart failure # “low risk”

European Journal of Heart Failure (2021) 23, 13431345



Paprskovy model péce
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Crespo-Leiro M et al. Advanced Heart Failure- position statement of HFA
ESC. Eur Heart Journal 2018
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Ambulance pro srdecni selhdni v regionalnich
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Casna kontrola po dekompenzaci

Uptitrace medikace

Ambulantni iv terapie (Fe, furosemid, K+.)
Aktivace homecare, hospicové péce

Odeslani k 1é¢bé do vyssiho centra




ZKkracena informace o lecivem pripravku
FORXIGA® 10 mg potahované tablety

forxiga.
{dapagliflozin)

Kvalitativni a kvantitativni sloZeni:

Dapagliflozinum propandiolum monohydricum odpovidajici dapagliflozinum 10 mg v 1 potahované tableté. Jedna 10 mg tableta obsahuje 50 mg laktosy.

Terapeutické indikace: Diabetes mellitus 2. typu (DM2) — u dospélych pacientd a déti ve véku 10 let a starsich - jako pridavna lécba k dieté a fyzické aktivité ke zlepseni kontroly glykemie - jako monoterapie, pokud je podavani metforminu nevhodné v disledku
intolerance; - jako pfidavna lé¢ba k jinym léCivym pfipravkidm k lécbé DM2. Vysledky studii ve vztahu ke kombinované 1écbé s jinymi lécivymi pripravky, vlivy na kontrolu glykemie a kardiovaskularni pfihody a studované populace viz SPC. Srde¢ni selhani (SS) — k
1é¢bé dospélych pacientl se symptomatickym chronickym srdeénim selhdanim. Chronické onemocnéni ledvin (CKD) — k Ié¢bé dospélych pacientt s chronickym onemocnénim ledvin.

Dévkovaéni a zplsob podéni: Doporucena davka je 10 mg dapagliflozinu jednou denné. Pokud je dapagliflozin podavan v kombinaci s inzulinem nebo inzulinovymi sekretagogy, lze uvaZovat o jejich snizené davce, aby se sniZilo riziko hypoglykemie. Pfipravek se
podava peroralné, jednou denné, kdykoli v pribéhu dne, s jidlem nebo mimo jidlo. Tablety se polykaji celé.

Kontraindikace: Hypersenzitivita na lécivou latku nebo na kteroukoli pomocnou latku.

2Zvlastni upozornéni a opatieni pro poutiti: Neni nutnd Uprava dévky s ohledem na funkci ledvin. Nedoporuéuje se zahdjit Ié¢bu dapagliflozinem u pacient(i s eGFR < 25 ml/min. U¢innost dapagliflozinu na snizenf glukdzy zavisi na funkci ledvin, a je snizena u
pacient(i s eGFR < 45 ml/min a pravdépodobné chybi u pacientl s tézkou poruchou funkce ledvin a je tfeba zvazit dalsi 1é€bu sniZujici hladinu glukdzy, pokud je nutna dal3i kontrola glykémie. Dapagliflozin se nemd pouzivat k 1é¢bé pacientd s diabetem 1. typu. U
pacientl s tézkou poruchou funkce jater je zvysend expozice dapagliflozinu. Nedoporucuje se upravovat davku dle véku. V disledku mechanismu téinku zvySuje dapagliflozin diurézu, ktera maze vést k mirnému snizeni krevniho tlaku. Opatrnosti je zapotiebi u
pacientt, u kterych mize pokles krevniho tlaku vyvolany dapagliflozinem predstavovat riziko. U pacientti [é¢enych inhibitory spole¢ného transportéru pro sodik a glukézu (SGLT2i), byly vzacné hlaseny pFipady diabetické ketoaciddzy (DKA), u rizikovych pacientd je
nutno uzivat SGLT2i opatrné. Pfed zahdjenim lécby maji byt pacienti vySetieni s ohledem na riziko DKA. Vice informaci viz SPC. Pokud se vyskytnou znamky nebo symptomy ketoacidézy, maji byt pacienti pouéeni, aby si zméfili hladiny ketond. Po uvedeni pfipravkd
SGLT2i na trh byly u pacient? hlaseny pfipady nekrotizujici fasciitidy perinea (Fournierova gangréna) — jde o vzacnou, ale zavaznou a potencialné Zivot ohroZujici pfihodu, ktera vyzaduje neodkladnou lécbu a je tfeba poucit pacienta. VyluCovani glukdzy moci muaze
byt spojeno se zvysenym rizikem infekci mocovych cest. ZkuSenosti s dapagliflozinem u pacientd se SS ve tfidé IV podle NYHA jsou omezené. Nejsou zadné zkusenosti s dapagliflozinem v 1é¢bé CKD u pacientl bez diabetu, ktefi nemaji albuminurii. Pacienti s
albuminurii mohou mit z 1é¢by dapagliflozinem vétsi prospéch. Ve studiich pacientld s DM2 s SGLT2i byl pozorovén zvy$eny vyskyt amputaci na dolnich koncetinach a neni znamo, zda jde o skupinovy Ucinek. Je dlleZité poucit pacienty o pravidelné preventivni péci o
nohy. Starsi pacienti (> 65 let) mohou byt rizikovéjsi z pohledu objemové deplece. Pacienti |é¢eni dapagliflozinem budou mit pozitivni vysledek testu na glukézu v modi, coz je dano mechanismem Gcinku Ié¢ivé latky. V pribéhu |é¢by dapagliflozinem byly pozorovany
zvy$ené hodnoty hematokritu. Pacienti s vyraznym zvy$enim hodnoty hematokritu maji byt sledovéni a vysetieni pro vylouc¢eni hematologického onemocnéni.*

Interakce s jinymi lé€ivymi pFipravky a jiné formy interakce: Dapagliflozin miZe zvy3ovat diureticky dcinek thiazidd a klickovych diuretik a maZe zvy3ovat riziko dehydratace a hypotenze. Nedoporucuje se monitorovat glykemii metodou stanoveni 1,5-AG, nebot
méfeni neni u pacientl uZivajicich SGLT2i spolehlivé. Dapagliflozin mize zvySovat renalni exkreci lithia a hladina lithia v krvi se mdze snizit, koncentrace lithia v séru se ma kontrolovat ¢astéji.

Té&hotenstvi a kojeni: Nejsou dostupné udaje o pouziti dapagliflozinu u téhotnych Zen. Jakmile je zjisténo téhotenstvi, musi se lé¢ba dapagliflozinem prerusit. Neni zndmo, zda se dapagliflozin a/nebo jeho metabolity vylu¢uji do lidského matefského mléka.

Utinky na schopnost fidit a obsluhovat stroje: Pfipravek Forxiga nema zadny vliv nebo ma zanedbatelny vliv na schopnost Fidit nebo obsluhovat stroje. Pacienti maji byt upozornéni na riziko hypoglykemie, pokud je dapaglifiozin podévan soubézné s derivaty
sulfonylmocoviny nebo s inzulinem.

Nezadouci ucinky: Nejcastéji hlasenymi nezadoucimi ucinky v klinickych studiich byly infekce pohlavnich organd, byly popsany pfipady fimézy, vyskyt hypoglykemii byl srovnatelny s placebem, jejich frekvence se zvysila pfi kombinaci se SU &i inzulinem. Dal$imi
&astymi nezddoucimi ucinky byly infekce mocovych cest, zavrat, dysurie, polyurie, bolest zad, zvy$eny hematokrit, snizena rendlni clearance kreatininu b&éhem zahdjeni lé¢by, dyslipidemie a vyrazka. Méné asté jsou plisfiové infekce, objemova deplece, Zizen, zécpa,
sucho v Ustech, nykturie, vulvovaginaIni pruritus, pruritus genitalu, zvySeny kreatinin ¢i zvy$ena mocovina v krvi, snizenda télesna hmotnost, vzacné DKA (pfi pouZziti u DM2), velmi vzacné angioedém, tubulointersticidlni nefritida. U pacient( uzivajicich inhibitory
SGLT2, véetné dapagliflozinu, byly velmi vzacné hlaseny pripady Fournierovy gangrény. Celkovy bezpecnostni profil dapagliflozinu u pacient(i s SS a CKD odpovidal znamému bezpe¢nostnimu profilu dapagliflozinu.

Zvlastni opatfeni pro uchovavani: Nevyzaduje se.

Druh obalu a velikost baleni: Al/Al blistr, 28 a 98 potahovanych tablet v neperforovanych kalendarnich blistrech; 30x1 a 90x1 potahovana tableta v perforovanych jednodavkovych blistrech.

Drzitel rozhodnuti o registraci: AstraZeneca AB, SE 151 85 Sodertilje, Svédsko

Registraéni ¢isla: EU/1/12/795/007-008, EU/1/12/795/009-010

Datum revize textu: 9.8.2024

*V§imnéte si, prosim, zmény v informacich o lé¢ivém pfipravku.
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