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Cil studie

Zjistit, zda mechanicky uzaver PFO je ucinneéjsi nez antitromboticka
lécba v prevenci rekurence ischemické CMP u nemocnych po prodélané
kryptogenni mozkové prihodé
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Respect Trial

* Prospektivni randomizovana multicentricka studie
* 69 center v USA a Kanadé
e Zarazeno 980 nemocnych v létech 2003 — 2011

* Randomizace 1:1 do skupiny

e Okluderové ( Amplatzer occluder, St.Jude)
 Medikamentdzni (antitromboticka [écba — SATP, DAPT, AT)

* Primérnd doba sledovani 5,9 let (0 -12 let)
* Primarni cil (endpoint) kompozitni

* Opakovand fatalni/ nefatalni ischemicka mozkova prihoda
e Casné umrti ( do 45 dnG po randomizaci)



Respect Trial

e Zarazovaci kritéria * VlyluCovaci kritéria
* Prodélana kryptogenni mozkova * Mozkova prihoda z jinych pricin
prihoda v poslednich 9 mésicich (nez paradoxni embolizace)
* Pfitomnost PFO (TEE) * Ateroskleroza privodnych mozkovych
- V&k 18 — 60 let tepen

* Fibrilace sini
e Lakunarni mozkové infarkty
e 11 dalSich specifickych pricin
* Nemoznost vysadit antikoagulacni
|éCbu



Respect Trial

AMPLATZER™ Medical
Characteristic PFO Occluder Management
(N=499) (N=481)
Age (yr), mean * SD 48 + 10 46 £ 10
Male 54% 56%
Hypercholesterolemia 39% 41%
Family h/o CAD 33% 33%
Hypertension 32% 32%
COPD 0.8% 1.5%
Congestive heart failure 0.6% 0%
History of DVT 4.0% 3.1%
Atrial septal aneurysm 36% 35%
Substantial shunt 50% 48%
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Antitrombotickd lécba béhem sledovaciho obdobi
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Freedom from Recurrent Ischemic Stroke
(Intention to Treat)
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0.85 7 Risk Reduction: 45%
~ HR: 0.55 (95% CI: 0.305, 0.999)
Log-rank 2-sided p-value=0.046
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(KM Estimates) Time from Randomization (Years)
AMPLATZER 409 (0%) 4T6(1.4%) 464 (1.6%) 447 (1.5%) 421 (1.9%) 352 (2 5%) 262(3.3%) 197 (4.5%) 128(5.0%) T7(5.0%) 41(5.0%)
MM 481 (0%) 433 (1.8%)394 (3.2%) 380 (3.7%) 354 (4.7%) 282 (5.0%) 218 (5.0%) 150 (6.6%) 104(7.3%) 59(B.5%) 31(12.5%)




Respect Trial

Freedom from Recurrent Ischemic Stroke of Unknown Mechanism
(Intention to Treat)

1.00 1.,

0.95 -

Event-free
Probability

0.90 _ . AMPLATZER PFO Occluder
B (# strokes = 10)

[] Medical Management
(# strokes =23)

0.857 Risk Reduction 62%
~ HR: 0.38 (95% CI: 0.18, 0.79)
Log-rank 2-sided p-value=0.007
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(KM Estimates) Time from Randomization (Years)
AMPLATZER  499(0%) 476(1.2%) 464 (1.2%) 447 (1.2%) 421 (1.5%) 352(2.0%) 262(2.3%) 197 (2.3%) 128(2.3%) T7(2.3%) 41(2.3%)
MM 481(0%) 433 (1.3%) 394 (2.7%) 380 (3.5%) 354 (4.0%) 282 (4.0%) 218 (4.0%) 150 (5.1%) 104(5.8%) 59(7.0%) 31(11.1%)
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* Nezadouci prihody spojené s procedurou/ okluderem
* ProceduralniCMP -0
* Embolizace okluderu -0
* Trombus na okluderu -0
* Erose okluderu/ okolnich struktur—20
* Velké cévni komplikace — 0,9%
* Explantace okluderu —0,4%



Respect Trial

Jiné sledované nezadouci prihody spojené s procedurou/ okluderem

AMPLATZER™ PFO Medical
Occluder Management
(N=499) (N=481)
[3141 Pt-Yrs] [2669 Pt-Yrs]

Event Type Events Rate* Events Rate* P_valug™*
Atrial fibrillation a 0.25 4 0.15 0.37
Major bleeding 18 0.57 15 0.56 0.96
Death from an

. 7 0.22 11 0.41 0.21
cause
DVT/PE 18 0.57 4 0.15 0.006




Zaver

e Uzavér PFO Amplatzovym okluderem byl vice prospésny nez
samostatna medikamentdzni lécba

* Uzka spoluprace mezi kardiology a neurology je dlleZita pro vybér
vhodnych pacientu

* Pro nemocné s prodélanou kryptogenni mozkovou prihodou a PFO je
uzaver pomoci Amplatzova okluderu vhodnou IécCebnou strategii,
ktera redukuje riziko opakovani mozkové prihody



Dékuji za pozornost



