LECBA SRDECNIHO SELHANI SE ZAMERENIM
NA EMPAGLIFLOZIN

praktické zkusenosti
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Definice HFrEF/HFmrEF/HFpEF

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

Developed by the Task Force for the diagnosis and treatment of acute
and chronic heart failure of the European Society of Cardiology (ESC)

With the special contribution of the Heart Failure Association
(HFA) of the ESC

Table 3 Definition of heart failure with reduced ejection fraction, mildly reduced ejection fraction and preserved ejection

fraction
Type of HF HFrEF
g Symptoms + Signs®
& LVEF <40%
E
= _
0]

Eur Heart J. 2021;42(36):3599-3726. Dostupné z: doi:10.1093/eurheartj/ehab368

HFmrEF
Symptoms + Signs®
LVEF 41—49%"

HFpEF
Symptoms + Signs®
LVEF >50%

Objective evidence of cardiac structural and/or functional

abnormalities consistent with the presence of LV diastolic

ESC 2021

dysfunction/raised LV filling pressures, including raised natriuretic peptides®
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2022 AHA/ACC/HFSA Guideline for the
Management of Heart Failure

https://doi.org/10.1016/j.jacc.2021.12.012 @ F&me‘f\},’&'\f\,‘l@
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Lécba HFrEF

MCDONAGH, Theresa A, Marco METRA, Marianna ADAMO, et al. 2021 ESC Guidelines for the
diagnosis and treatment of acute and chronic heart failure. European Heart Journal [online]. 2021
fcit. 2021-9-81. ISSN 0195-668X. Dostupné z: doi:10.1093/eurhearti/ehab368
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Lécba HFmrEF/HFpEF dle ESC Guidelines 2021

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

Recommendations for the treatment of patients with
heart failure with preserved ejection fraction

Recommendations Class® Level®

Screening for, and treatment of, aetiologies, and
cardiovascular and non-cardiovascular comor-

(o)
bidities is recommended in patients with HFpEF
(see relevant sections of this document).
Diuretics are recommended in congested

(=}

patients with HFpEF in order to alleviate symp-
137

toms and signs.

Pharmacological treatments to be considered in
patients with (NYHA class 11-1V) heart failure with
mildly reduced ejection fraction

Recommendations Class® Level®

Diuretics are recommended in patients with

(9]

congestion and HFmrEF in order to alleviate
symptoms and signs.">’

An ACE-| may be considered for patients with
HFmrEF to reduce the risk of HF hospitalization
and death."

An ARB may be considered for patients with
HFmrEF to reduce the risk of HF hospitalization
and death.”*

A beta-blocker may be considered for patients
with HFmrEF to reduce the risk of HF hospital-
ization and death.'>""”

An MRA may be considered for patients with
HFmrEF to reduce the risk of HF hospitalization

and death.2*®

Sacubitril/valsartan may be considered for

0

Eur Heart J. 2021,42(36):3599-3726, doi:10.1093/eurheartj/ehab368

patients with HFmrEF to reduce the risk of HF C
hospitalization and death.'>%¥7
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2022 AHA/ACC/HFSA Guideline for the
Management of Heart Failure
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2022 AHA/ACC/HFSA Guideline for the
Management of Heart Failure: moznosti lécby HFmrEF
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2022 AHA/ACC/HFSA Guideline for the
Management of Heart Failure: moznosti lécby HFpEF
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Soucasny koncept chapani srdecniho selhani
(systolické/diastolické dysfunkce)

* Jisté je treba pacienty rozdélit dle EF LK...
* ALE:
* Problém méreni EF LK...

* HF jako Systémovy syndrom zpusobeny kumulaci
rizikovych faktort/komorbidit

e DUkaz?...terapie fungujici napfric celym spektrem...
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EMPEROR - Reduced
Primarni endpoint: kardiovaskularni umrti
a hospitalizace pro srdecni selhani — 25% redukce
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EMPEROR - Preserved trial

Empagliflozin in Heart Failure
with a Preserved Ejection Fraction

CONCLUSIONS
Empagliflozin reduced the combined risk of cardiovascular death or hospitaliza-
tion for heart failure in patients with heart failure and a preserved ejection
fraction, regardless of the presence or absence of diabetes. (Funded by Boeh-

DOI:10.1056/NE|M0a2107038
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Empagliflozin a HF: efekt dle EF LK

Key Finding

The magnitude of the effect of empagliflozin on heart failure outcomes and health status was similar in patients with ejection fractions
<25% to <65%, but it was attenuated in patients with an ejection fraction >65%.

Take Home Message

The consistency of the response in patients with ejection fractions of <25% to <65% distinguishes the effects of empagliflozin from other
drugs that have been evaluated across the full spectrum of ejection fractions in patients with heart failure.

Hazard ratio
(empagliflozin : placebo)

European Heart Journal (2022) 43, 416426
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Empagliflozin a HF:
efekt na endopointy
dle EF LK

European Heart Journal (2022) 43, 416426
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Anker et al., Nature Medicine 2022 https.//doi.org/10.1038/s41591-022-02041-5
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* Nova koncepce farmakoterapie srdecniho selhani

* Empagliflozin funguje napfric cely spektrem fenotypu
HF

* |Indikace nehledé na EF LK
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SPC: Jardiance, INN-Empagliflozin (europa.eu)



https://www.ema.europa.eu/en/documents/product-information/jardiance-epar-product-information_cs.pdf
https://www.ema.europa.eu/en/documents/product-information/jardiance-epar-product-information_cs.pdf
https://www.ema.europa.eu/en/documents/product-information/jardiance-epar-product-information_cs.pdf

Empagliflozin v bézné klinické praxi - HFrEF

e Jasna data, indikace, uhrada

e Jednoduché schéma nasazeni, bez titrace, bez ovlivhéni TK,
indikace do GF 20 ml/min

« Casny klinicky efekt (zlepéeni symptomu, pokles NT-pBNP.,...)

* CAVE: u nékterych pacientt vyssi diureticky efekt, nutno
redukovat davku diuretik

* U diabetik( na SA a insulinu tésna spoluprace s diabetologem
* Pouceni stran uroinfektu
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Lécba HFrEF

MCDONAGH, Theresa A, Marco METRA, Marianna ADAMO, et al. 2021 ESC Guidelines for the
diagnosis and treatment of acute and chronic heart failure. European Heart Journal [online]. 2021
[cit. 2021-9-8]. ISSN 0195-668X. Dostupné z: doi:10.1093/eurheartj/ehab368
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Celkova mortalita, KV umrti/hospitalizace pfi rdznych
zpusobech nastavovani farmakoterapie HFrEF

Data odvozena z klinickych studii s danymi |éCivy
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Li Shen et al., European Heart Journal (2022) 43, 2573-2587
https://doi.org/10.1093/eurheartj/ehac210
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Analyza modelu

* Rychlé schéma nasazeni farmakoterapie zabrani 14
umrtim na 1000 pacientu jiz v prvnim roce

* Rychlé schéma nasazeni farmakoterapie zabrani 42
hospitalizacim a KV umrtim na 1000 pacientu jiz v
prvnim roce

K@) (E FAKULTNI
Li Shen et al., European Heart Journal (2022) 43, 2573-2587 OSTRAVSKA Fl\p (N) EM{%R“CE
https://doi.orag/10.1093/eurheartj/ehac210 UNLYERZLTA



LIFE-HF model

Personalised lifetime prediction of survival and treatment benefit in patients with HFrEF: The LIFE--HF
model

Personalised lifetime prediction of survival and treatment benefit in patients with HFrEF: The LIFE--HF model. £SC [online]. Barcelona: ®\_/ Fm: KAEI&%-I-CN“KE

European Society of Cardiology, 2022 [cit. 2023-01-18]. Dostupné z: https://www.escardio.org/Congresses-Events/ESC-Congress/Congress-  osTRAVSKA
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Empagliflozin v bézné klinické praxi - HFmrEF, HFpEF

e Jasna data, indikace, zatim bez uhrady

e konecné mame co nabidnout” v ramci redukce
morbidity a mortality u HFmrEF a HFpEF

e ,Prace” s empagliflozinem u HFpEF — obdobné jako
HFrEF (...mozna jesté vyraznéjsi diureticky efekt)
* Nutno vice a lépe diagnostikovat HFmrEF a HFpEF

=>tito pacienti ¢asto vubec nenavstévuji kardiologické
ambulance
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Zaver

e empagliflozin — fungujici |écba srdecniho selhani
napric celym spektrem EF LK

* Nebojme se |éCit ,,lege artis”
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Zkracena informace o lécivém pripravku:

Jardiance 10 mg potahované tablety

Slozeni: Jardiance 10 mg: jedna tableta obsahuje empaglifiozinum 10 mg. Indikace: K Ié¢bé diabetes mellitus II. typu ke zlepSeni kontroly glykémie u dospélych pacientl s
nedostateénou kompenzaci diabetu samotnou dietou a télesnym cvienim: jako monoterapie pokud je metformin nevhodny z divodu nesnasenlivosti; v kombinaci s jinymi léCivymi
pripravky ke sniZeni hladiny glukézy, véetné kombinace s inzulinem. K Iécbé dospélych se symptomatickym chronickym srdeénim selhanim. Davkovani a zplisob podavani: Diabetes
mellitus II. typu: pocatecni davka empagliflozinu je 10 mg jednou denné v monoterapii nebo v kombinované terapii. U pacientd, ktefi toleruji empagliflozin v davce 10 mg jednou denné,
ktefi maji eGFR = 60 ml/min/1,73 m2 a potrebuiji pfisnéjSi kontrolu glykémie, Ize davku zvysit na 25 mg jednou denné. Maximalni denni davka je 25 mg. Pokud je empagliflozin
podavan v kombinaci s derivatem sulfonylurey (SU) nebo inzulinem, Ize pro snizeni rizika hypoglykemie zvazit nizsi davku derivatu SU nebo inzulinu. Lé¢ba empaglifiozinem se
nezahajuje u pacientd s e€GFR < 60 ml/min/1,73 m2. U pacient( s diabetem mellitem II. typu a s kardiovaskularnim onemocnénim je mozno zahajit Iébu davkou 10 mg empagliflozinu
az do eGFR 30 ml/min/1,73 m2 nebo CrCl 30 ml/min. Srdecni selhani: doporu¢ena davka je 10 mg empagliflozinu jednou denné. V lécbé srdeéniho selhani u pacientli s diabetes
mellitus 1I. typu nebo bez néj Ize podavani empaglifiozinu 10 mg zahajit nebo v ném pokradovat az do minimaini hodnoty eGFR 20 ml/min/1,73 m2 nebo CrCl 20 mi/min.
Kontraindikace: Hypersenzitivita na léCivou latku nebo na kteroukoli pomocnou latku. Zvlastni upozornéni: U pacientt, u kterych existuje podezieni na ketoaciddzu nebo u kterych
byla ketoacidéza diagnostikovana, je nutné lécbu empaglifiozinem okamzité ukoncit. Lécbu je tfeba prerusit u pacientl, ktefi jsou hospitalizovani z divodu velkych chirurgickych
vykond nebo akutniho zavazného zdravotniho stavu. Pfed zahajenim Iéby empaglifiozinem je tfeba v pacientové anamnéze zvazit faktory s predispozici k diabetické ketoacidoze.
Pacienti ve véku 75 let a star§i mohou mit vy$Si riziko hypovolemie. Terapeuticka zkuSenost u pacientl ve véku 85 let a starSich je omezena. Tablety obsahuii laktdzu, proto pacienti s
intoleranci galaktézy, vrozenym deficitem laktazy nebo malabsorpci glukdzy a galaktozy, by tento pfipravek neméli uzivat. U pacientd Zenského i muzského pohlavi s diabetes mellitus
uzivajicich inhibitory SGLT2 byly po uvedeni pfipravku na trh hlaSeny pfipady nekrotizujici fasciitidy perinea (zvané téZ Fournierova gangréna). V pfipadé podezfeni na Fournierovu
gangrénu je tfeba pfipravek Jardiance vysadit a rychle zahajit 1écbu. Srdeéni selhani: Pfipravek Jardiance se nedoporucuje u pacientll s eGFR < 20 ml/min/1,73 m2. Interakce:;
Empagliflozin mize zvysit diureticky efekt thiazidovych a klickovych diuretik a mize zvySovat riziko dehydratace a hypotenze. Nezadouci tG€inky: Nejcastéji hlasenymi nezadoucimi
pfihodami v klinickych hodnocenich na diabetes mellitus II. typu byly hypoglykemie (pfi kombinované 1écbé s derivatem sulfonylurey nebo inzulinem); dale vaginalni moniliaza,
vulvovaginitida, balanitida a jiné infekce genitalu, infekce mocovych cest, zizen, pruritus, ¢asté moceni; hypovolemie, dysurie; zvySena hladina kreatininu v krvi/snizena glomerularni
filtrace, zvySeny hematokrit, zvySené sérové lipidy; a vzacné diabeticka ketoacidoza. Nejéastéji hiaenymi nezadoucimi pfihodami v klinickych hodnocenich u srde¢niho selhani byla
hypovolemie; dale zacpa, angioedém. Pfitomnost Diabetes mellitus II. typu zvySovala frekvenci nezadoucich G€inkd u pacienttl se srde¢nim selhanim. Téhotenstvi a kojeni: Podavani
pfipravku Jardiance v t€hotenstvi se z preventivnich diivodd nedoporucuje. Pripravek Jardiance se béhem kojeni nema podavat. Baleni, vydej a uchovavani: Jednodavkové PVC/AI
blistry v krabi¢ce obsahujici 30x1 nebo 90x1 potahovanych tablet. Vydej pfipravku je vazan na Iékafsky pfedpis a je ¢aste¢né hrazen z prostfedk( vefejného zdravotniho pojisténi.
Tento léCivy pfipravek nevyZaduje Zadné zviastni podminky uchovévani. Registraéni €islo: EU/1/14/930/014 — 30 tbl (10 mg), EU/1/14/930/017 - 90 tbl. (10 mg), Datum posledni
revize textu: 21. 7. 2022. Drzitel rozhodnuti o registraci: Boehringer Ingelheim International GmbH, Binger Str. 173, D 55216 Ingelheim am Rhein, Némecko.

Ped pfedepsanim se prosim seznamte s Gplnym znénim souhrnu tdajti o pfipravku. UpIné znéni souhrnu idajli o pFipravku je uvefejnéno na webovych strankach Evropské agentury
pro |éCivé pfipravky: http://lwww.ema. europa. eu/ popf. na strankach Statniho Ustavu pro kontrolu [éCiv

Boehringer Ingelheim, spol. s r.0. - 1CO: 48025976; Purkyfiova 2121/3 - 110 00 Praha 1; www.boehringer- |ngelhe|m cz; MEDInfo.CZ@boehringer-ingelheim.com
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