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CAMERA-MRI

/lepsuje katetrizacni ablace perzistujici FiS EF LK?

Vancura V.
FN Plzen
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Vybér pacientu

Zarazovaci kritéria

Vék 18-85 roku
Perzistujici FiS
NYHA trida > Il

EF LK £45 % pri MRI

Vyloucena vyznamna
ICHS

Vyrazovaci kritéria
 Kontraindikace k RFA

e Kontraindikace k MRI
* Paroxysmalni FiS
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Metody

e Echo e Randomizace
— opakovano za 3 a 6 mésicl — Zohlednujici mj. pfitomnost LGE
M R I Late gadolinium enhancement demonstrating

regional midwall fibrosis in dilated cardiomyopathy

— Opakovano za 6 mésicu
e 24-hodinovy Holter

* 6-min. test chlize (6MWT)
— opakovano za 3 a 6 mésicl

* SF-36

— opakovano za 3 a 6 mésicll

LGE Positive LGE Negative

V skupiné kontroly frekvence
* BNP , o — Vklidu < 80/min.
— opakovano za 6 mesict — Denni pramér < 100/min.
— Po ndamaze (6MWT) < 110/min.



Ablace

e Do 1 mésice od randomizace
* V celkové anestezii

e Transseptdlni punkce pod
kontrolou TEE

 Mapovani a ablace CARTO
systémem s katétrem
SmartTouch

* Provadéna za SR (po
kardioverzi)

Roof line




Po ablaci

* Monitorace implantabilnimi  Primarni cil

zaznamniky — Zména EF LK pfi MRI za 6
— Medtronic Ling mésicu
— SJM Confirm Sekundarnich cild celkem 10
e Rekurence: epizody > 30 Vliv LGE na zménu EF; zmeéena velikosti
srdecnich oddild pri MRI; NYHA trida;
sec. hladina BNP; 6 MWT; fyzické a
e ,AF burden” méren po mentalni skore pri SF-36; rekurence
FiS; zatézZ (burden) FiS; komplikace

skonceni 4-tydenni
,blanking period”

procedury



Vysledky

RFA (n =33) Kontrola frekvence (n = 33)
Vék 59 + 11 rokd 62 + 9,4 roku
Neprerusené trvani FiS 23 + 18 mésicl 21 + 15 mésicl
Klidova srdecni frekvence 79 £ 17/min. 77 £ 19/min.
EF LK (%) 32+9,4 34+7,8
LGE pfitomno 12 (36 %) 12 (36 %)

Ve 3 pripadech doslo k ,,cross over” ze skupiny kontroly frekvence
do skupiny RFA



Vysledky ablace u 36 pacientu

Dosazeni izolace plicnich Zil
Pokus o ,,box lesion”
Dokonceni ,,box lesion”

Pokracovani v [écbé AA po ablaci

Bez rekurence 6 mésict po skonceni , blanking period” bez AA

Nutnost kardioverze po skonceni , blanking period”

s AA

100 %
34 (94 %)
29 (85 %)
12 (33 %)
20 (56 %)
9 (74 %)
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Vysledky studie

Primary Endpoint: Change in LVEF at FIGURE 3 LGE and Change in Absolute LVEF
Baseline and 6 Months by Treatment Arm
A ALVEF Stratified by LGE Status in B Correlation Between % of Ventricular
Patients Following Catheter Ablation LGE and ALVEF Following Catheter Ablation
(7= 00089
25 - Mean difference = +14.0%, 30 4 P =0.0069 50 -
95% Cl: 8.5% t0 19.5% Mean difference = +10.7%
95% Cl: 3.2% to 18.3% ° R=-0.67

p=0.0094

40 -
+22.3%

+11.6%

Change in Absolute LVEF from Baseline (%)
Change in Absolute LVEF from Baseline (%)
Change in Absolute LVEF from Baseline (%)

y=2596-1.24x

T T T

1 1
Catheter Medical Rate LGE Positive LGE Negative 0 5 10 15 20 25
Ablation Control Percentage of Ventricular LGE (%)




TABLE 2 Primary and Secondary Endpoints

Catheter Ablation Medical Rate Control Comparison Between
(n = 33) (n = 33) Treatment Arms
Baseline 6 Months Baseline 6 Months Mean Difference p Value*

Primary endpoint

LVEF (MRI), % 3.8+ 94 50.1 + 11t 341+ 78 385+ 8.7¢ 14.0 (8.5 t0 19.5) <0.0001
Secondary endpoints

LVEF (echocardiography), % 350+ 9.8 52.7 + 11.9% 348 + 437 43.7 + 12.74% 7.5 (1.6 to 13.5) 0.0137

LV end-systolic volume, ml/m? 79.5 + 333 55.3 + 30.5t 76.3 + 27.2 68.2 + 26.38 -16.1(-27.7 to —4.5) 0.0075

LV end-diastolic volume, ml/m? 14 + 40 106 + 33§ N3 + 32 109 + 39 —-2.1(-14.51t010.4) 0.74

LA volume, ml/m? 54.4 + 16.1 43.4 + 13.31 53.9 + 18.9 55.6 + 14.6 —13.4 (-20.4 to —6.5) 0.0003

LV stroke volume, ml/m? 349 +12.7 505 + 101 38.6 £ 125 405 + 14.8 -16.1 (—27.7 to —4.45) <0.0001

Average NYHA functional class 2.55 + 0.62 1.33 + 0.48%1 2.45 + 0.56 2.06 + 0.504 —0.82 (-1.13 to —0.51) <0.0001

BNP, log[ng/l] 234 + 038 1.84 + 0.37t 2.27 £ 043 214 £ 0.56 —0.38 (-0.65 to -0.11) 0.00863

BNP, ng/l| 266 + 210 98 + 77 256 + 208 247 + 197 - 0.0131

6MWT distance, m 491 + 147 546 + 82§ 489 + 132 518 + N9t 27 (-28 to 79) 0.34

SF-36 physical component scores  41.6 +£ 11.6 485 + 8.2t 38.8 £ 104 44.6 + 11.2% 1.3(-3.9 to 6.5) 0.62

SF-36 mental component scores 491+ 10.6 533+ 7.74 503+ 1.2 529 + 89 1.6 (—3.1t0 6.3) 0.49

Values are mean + SD and 95% CI. *p value for comparison of mean difference from baseline to 6 months between the catheter ablation and medical rate control treatment
arms. tp < 0.0001 for comparison between baseline and & months. $p < 0.01 for comparison between baseline and & months. §p < 0.05 for comparison between baseline and
6 months. ||Non-normally distributed; therefore, confidence intervals are not displayed. The p value determined by using the Mann-Whitney U test.

BMP = brain natriuretic peptide; NYHA = New York Heart Association; SF-36 = 36-item Short-Form Health Survey; other abbreviations as in Table 1.




Comparison within each group (LGE positive vs. LGE negative)

LGE Positive LGE Negative
(n =14) (n=22) Mean Difference p Value
Patients undergoing catheter ablation (n = 36)
Baseline LVEF, % 321+ 8.7 NT7+94 0.4 (-59 to 6.8) 0.89
6 month LVEF, % 43.7 +11.2 54.0 + 8.5 10.3 (3.3 t0 17.0 0.0036
Change in LVEF from baseline, % 1.6 +£103 223+ 1.3 10.7 (3.2 t0 18.3) 0.0069
LVEF =50% at 6 months 29 (4) 73 (16) 44.2 (10.7 to 66.1) 0.0093
Improvement in LVEF by =15% 29 (4) 82(18) 53.2 (20.2 to 73.3) 0.0014
Patients undergoing medical rate control (n = 30) LGE Positive (n = 10)  LGE Negative (n = 20) Mean Difference p Value
Baseline LVEF, % 290+ 7.8 368+7.0 7.7(2.1t0 13.3) 0.0089
6-month LVEF, % 338+73 393+98 55(-1.0t012.0) 0.09
Change in LVEF from baseline, % 48 + BS 29+98 23 (-51t09.7) 0.54
LVEF =50% at 6 months 0(0) 10 (2) 10 (=25 to 33) 0.30
Improvement in LVEF by =15% 0 (0) 10 (2) 10 (-25 to 33) 0.30
Comparison between treatment arms (catheter ablation and medical rate control) Mean Difference 95% QI p Value
LGE positive
Change in LVEF from baseline 6.8 =15to015.0 0.10
LVEF =50% at 6 months 29 -391to 54.7 0.06
LGE negative
Change in LVEF from baseline 19.8 13.1 to 26.4 <0.000
LVEF =50% at & months 63 30.0to 804 <0.0001




Zaver:
* FiS je castou pricinou systolické dysfunkce LK

* Nastoleni SR pomoci RFA vede k vyznamnému
zlepseni funkce LK, zejména pri absenci fibrozy
ve sténe LK

* Tento vysledek zpochybnuje strategii kontroly
frekvence u nemocnych s FiS a dysfci LK
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