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Naéhla kardidlna smrt’ a ICD

( )

NKS - Castd pricina smrti u pacientov s | EFCK

ICD predstavuje first-line terapiu v prevencii NKS u pacientov so SZ s | EFCK

5

( )

RKS — signifikantné znizenie arytmickej aj celkovej mortality u pacientov s | EFCK

( A

adekvatny/neadekvatny Sok — 5X, resp. 2 X zvysuje riziko KV mortality

4 )
ICD sok predstavuje bolestivy a stresujuci zazitok pre pacienta — zhorSenie kvality zivota,

\zvyéené zatazenie zdravotnickeho systému

Poole JE, Johnson GW, Hellkamp AS, et al. Prognostic Importance of Defibrillator Shocks in Patients with Heart Failure. N Engl J Med 2008;359(10):1009-17




RKS v primdrnej prevencii NKS - ICHS

Study Population / Design

-

» Previous MI Lower mortality swith ICD
(1996)5 » LWVEF =33% (hazard ratio 0.46)
» NYHA I-III .
o Documented NSVT
o Inducible VT on EPS
» Randomised to ICD or
conventional therapy
CABG Patch 900 » Elective CABG No difference between groups
(19976 » <80 years old i1 gverall mortality.
« LWVEF =36%
+ Abnormal signal-
averaged ECG
« PRandomised to ICD or
no ICD
MUSTT 704 » Coronary artery disease Lower rate of cardiac arrest or
(199977 » LVEF =40% death (relatn-e risk 0.73)
» Documented NSVT
o  Sustained ventricular ant:la.rrhyrhtm theram w1th
arrhythmia on EPS ICD / drugs compared to no
» Randomused to therapy. Risk with ICD lower
antiarrvthmic therapy  than with dmgs (relative nsk
:aei!;h. simga or ICD 0.24). No difference between
(based on EPS) or no  patients treated with dmgs and
iuumh&ihm.& therapy those who received no
antiarrhythmic therapy.
MADIT II 1232 o Previons MI Lower mortality with ICD
(2002)8 « LWVEF =30% (hazard ratio 0.69)
» Randomized to ICD or .
conventional therapy

HE> 90 bpm on first
ECG, NSWT on Holter
or both,

Randomised to ICD or
no ICD

DINAMIT 674 6-40 days post-MI MNo difference 1in gyerall
(200411 LWVEF =35% mortality between groups.
autonomic function il ICD g;mg was foset b}
(reduced heart rate ingcreased number of nonc
wvariability or increased larchyvthmic deaths.
heart rate on 24h
Helter)
Randomised to ICD or
no ICD
SCD-HeET 2521 NYHA II-11T ICD ;hm Wwas associated
(2005)14 LWVEF =35% with 23% decrease in risk of
52% 1schaemac, 48%  death and an absolute mortality
non-ischaemic cause of UECTEasE OT 7270 4IEL J YEdIs
LV impairment (results did not vary according
Randomuised to (1) to cause of LV impairment). No
conventional therapy + difference between amiodarone
placebo, (11) and placebo for risk of death.
conventional therapy +
amiodarone or (1i1)
conservative therapy +
ICD
IRIS 598 5-31 days post-IMI MNo change 1n overall mortality
(2009115 LWVEF =40% between groups. Fewer sudden

th_l 5 t:rffst by mcred
number of non-sudden cardiac
deaths.

bcs.com/pages/news 2014



https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=5&ved=2ahUKEwj2zZm25rLeAhWQKFAKHR-1AA0QFjAEegQIBRAB&url=https://www.bcs.com/pages/news_full.asp?NewsID=19792300&usg=AOvVaw2-B3bL3TqMeI0u5NPZ03si
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=5&ved=2ahUKEwj2zZm25rLeAhWQKFAKHR-1AA0QFjAEegQIBRAB&url=https://www.bcs.com/pages/news_full.asp?NewsID=19792300&usg=AOvVaw2-B3bL3TqMeI0u5NPZ03si

RKS v primdrnej prevencii NKS - neischemickd KMP

Vplyv ICD na celkovd mortalitu

\\

| 025 050 1.00 2.00 4.00 I

ICD better

Hazard ratio

ICD worse

ICD (N) | No ICD (N) Weight HR [95% CI]
CAT 2002 50 | 54 . 5.50% 0.80[0.39, 1.64 ]
AMIOVIRT 2003 52 | 51 . 2.78% 0.87 [0.32,2.42 ]
DEFINITE 2004 229 | 229 11.95% 0.65[0.40, 1.06 ]
COMPANION 2004 270 | 285 12.28% 0.55[0.34 , 0.89 ]
SCD-HeFT 2005 398 | 394 24.91% 0.73[0.52, 1.02 ]
DANISH 2016 556 | 560 42.49% 0.87[0.68,1.12]
Summary, random effects (p=0.001) - 100.00% 0.76 [ 0.64 , 0.90 ]

European Heart Journal (2017) 0, 1-10



EU-CERT-ICD

o

EU-CERT-ICD
= 44 centier z 15 krajin EU — 2500 pacientov

= nabor ukonceny v 09/2018, FU az do 03-2019

= charakterizovat’ mortalitné riziko u pacientov s de
novo implantovanym ICD v primarnej prevencii
NKS v porovnani s kontrolnou skupinou bez ICD

= urcit’ klinické charakteristiky pts a definovat’
subpopuladciu pts s najniZSou a najvyssou mierou
benefitu z ICD

= primarny endpoint: celkova mortalita a ¢as do
prvého adekvatneho Soku




DalSie prebiehajice RKS

= CMRGUIDE ... EFCK 36 - 50 %.

Ci implantacia ICD na zéklade dokazu pritomnosti jazvy alebo fibrozy
prostrednictvom CMR je superiorna voci terajSej stratégii implantacie ICD v
primarnej prevencii NKS ?

- DETERMINE  ...... 450 pts s KACH s I'ahkou az stredne zavaznou systolickou dysfunkciou LK.

Zlepsi ICD + medikamentozna lieCba dlhodobé preZivanie u pts s |M,
postihujuceho > 15 % masy K (meran¢ CMR) ?

- BIOGUARD — MI ....... 2 900 pts, telemetrické sledovanie pts a vyskyt arytmii u pacientov po IM,
EFLCK > 35 %, CHADS,>3

\\



Ciel’ a metédy price

Ciel’: 1dentifikacia predisponujucich faktorov adekvatnych vybojov po implantacii ICD
V primarnej prevencii nahlej kardidlnej smrti v naSom centre

Organizacia zberu a ziskavania klinickych dat:
- zber klinickych dat v SUSCCH v Banskej Bystrici na APPR a na OA

- 154 pacientov, ktori podstipili primoimplantaciu komoroveého ICD v primarnej prevencii NKS (120 muzov
vS. 34 zien) v asovom obdobi 1.1.2015 — 31.12.2016

AN

-
>/Anal\’fza metodického postupu:

- retrospektivna analyza

- metody deskriptivnej aj inferencnej Statistiky pomocou programu SPSS (Fisherov exaktny test, Mann-
Whitneyovho test, Spearmanov test)

- aky vplyv maju parametre: vek, pohlavie, diabetes mellitus, chronicka oblickova choroba, chronicka
obStrukc¢na choroba pl’uc, fazy lunarneho cyklu, etiologia chronického srdcového zlyhavania, patologické
znaky ekg na vyskyt adekvatnych vybojov ICD
\ - Statisticky vyznamné rozdiely sme povazovali tie, pri ktorych bola p-hodnota < 0,05

J
\
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Zakladnd charakteristika sdboru

/

Celkovy pocet pacientov 154 (100 %)
Pohlavie:
Muzi 120 (77,9 %)
Zeny 34 (22,1 %)
Koronarna choroba srdca - muzi:
1VD 35 (29,2 %)
2VD 27 (22,5 %)
3VD 31 (25,8%)
bez KACH 27 (22,5 %)
Koronarna choroba srdca - Zeny:
1VD 11 (33,3%)
2VD 10 (30,3 %)
3VD e 10:1%)
bez KACH 9 (27,3 %)
Po IM:
do roka 8 (5,2%)
nad 1 rok 88 (57,1 %)
Vek (roky): 642 + 97

BMI (ka/m2) 29757 e bl




Zakladnd charakteristika sdboru

EFLK (%): 33 £ 49
Muzi 331 £ 52
Zeny 328 + 38

Diabetes mellitus:

bez DM 99 (64,3 %)
DM 2. typu noninzulindependentni 32 (20,8 %)
DM 2. typu na inzuline 23 (14,9 %)
CHOCHP:
bez CHOCHP 133 (86,4 %)
GOLD B 13 (8,4 %)
GOLD C 5.7 43,2%0)
GOLD D 3 (1,9%)
CHRI
bez CHRI 89 (57,8 %)
CHRI 1. st. 25 (16,2 %)
CHRI 2. st. 32 (20,8 %)
CHRI 3. st. 4 (2,6 %)

CHRI 4. it. 4 (2.6 %)



Zomreti pacienti

23 pacientov z celkovo 154 zomrelo, t.J. 14,9 % ( 5,5 % z nich malo pred
smrt'ou adekvatny zasah ICD)

s

20 muzov a 3 zeny

Vs

najmladsi 43-ro¢ny muz, najstarsSia 85-rocna zZena

18 pts s ICHS (16 po IM) vs 5 pts s DKMP

[8 malo DM, 4 mali stredne tazka CHRI, 5 mali CHOCHP




Mozné prediktory

S adekvatnych zdsahov -
ICD o




Aké si doteraz znime prediktory prvého Soku ICD?

vek v ¢ase implantacie ICD ..... niz§i kumulativny vyskyt prvého Soku u starSich
| pohlavie ... Zeny dostavaji o 50 % menej adekvatnych Sokov

L | EFCK

. ischemicka KMP

- fibrilacia predsieni

. diabetes mellitus

. chronicka oblickova choroba, | eGF

: CHOCHP

- 1 CRPa 1 NT-pro BNP

. variabilita a turbulencia srdcovej frekvencie, pocCet KES

| spankové apnoe, Cheyne-Stokes dychanie pri CHSZ




Vek a ICD

Spearmanov test
zavislost’ je nevyznamna - malo dat NS d
e
- \ctor
nepriama imera — a4~ VS {‘A
t\l‘\‘ ny 1 (O
“\e \ 1; Sa



2eny vs muzi a ICD

Fisherov exaktny test

Kontrola 6 FU




Diabetes mellitus a ICD

Fisherov exaktny test

Kontrola 1 FU 2 FU

Pocet adekvatnych
zasahov ICD




CHOCHP a ICD

Fisherov exaktny test

Kontrola

p hodnota




CHRI a ICD

Fisherov exaktny test

Kontrola 1 FU

p hodnota




BM| a ICD

Fisherov exaktny test

Kontrola




Lundrny cyklus a ICD

Kontrola

Fisherov exaktny test



+ ICHS a ICD

143 pts (92,9 %)
11 pts (7,1 %)

adekvatny zasah malo: 19 pts bez amiodaronu (85,2 %) a 4 pts s nim (14,8%)




Stav po IM a ICD

Spearmanov test

bez anamnézy IM ..... 58

IM do roka ...

IM nad 1 rok




EKG znaky a adekvitne vyboje ICD

Mann-Whitney test

Znaky EKG nijaké notching£”

P hodnota



Limitacie prdce

relativne maly celkovy pocet pacientov

maly pocet pacientov s adekvatnymi zasahmi ICD

kratke obdobie sledovania pacientov




Zaver

s

.

= [CD predstavuje zmysluplny nastroj v prevencii NKS

Vs

.

= Identifikacia pacientov najviac profitujucich z ICD terapie je stale vyzvou

-

= rizikové faktory vyskytu adekvatnych Sokov neboli doteraz opakovane v literatare
jednoznacne identifikované

-

\_

= EF LK predstavuje stale aktualne jediny, v praxi Siroko uplatneny prediktor vyssieho rizika
NKS, ale jej prediktivna hodnota na vyskyt adekvatnych zdsahov ICD je dubi6zna

-

-

= v nasom subore sme identifikovali len vyskyt patologického kmitu Q na 12-zvodovom ekg
/stav po IM/ ako vyznamny prediktor adekvatnych zadsahov ICD

\

~

= ¢akame na vysledky RKS, najmi EU-CERT-ICD, DETERMINE, BIOGUARD-MI, CMR
GUIDE

J
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