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Soubor
(2003-2016)

646 pacientu; 653 vykonu
PFO 71,8%; DSS 28,2%

PFO (n=464) DSS (n=182)
47,9 46,9

243 (52,3%) 53(29,1%)

146 (31,5%) 60 (33%)

20 (4,3%) 16 (8,7%)
137 (29,5%) 34 (18,7%)
411 (88,6%) 24 (13,1%)
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Patentni foramen ovale (PFO)

- 25% prevalence v celé populaci (prevalence klesa s vékem)

- ~25% vsech ischemickych CMP je “kryptogennl’ch”1

- 34-46% ischemicky CMP se objevi ve veku 18-60 let*®
- prevalence PFO dle TEE u kryptogenni CMP 40-50% @)

! Hart et al. Lancet Neurology 2014;13:429-436.
2 Putaala et al. Stroke 2009;40:1195-1203.
FAKULTNI 3 Wolf et al. Cerebrovascular Dis 2015;40:129-135.
* Lechat et al. NEJM 1988;318:1148-1152.
5 Webster et al. Lancet 1988;332:11-12 |Riied&
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RESPECT - dlouhodobé sledovani

Freedom from Recurrent Ischemic Stroke of Unknown Mechanism
(Intention to Treat)
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Event-free
Probability

0.90 - I AMPLATZER-PFO Occluder
T (# strokes = 10)

] Medical Management
(# strokes =23)

0.85 7 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%) 77(2.3%) 41(2.3%)
MM 434(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%) 34 (11.1%)

raxutti B Thaler DT et al. RESPECT: Final long-term outcomes from a prospective, randomized trial of PFO closure in patients
.- with cryptogenic stroke; TCT 2016; November 1, 2016; Washington, DC
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FDA Approval 10/28/16

The AMPLATZER™ PFQO Occluder je indikovan pro perkutanni
katetrizacni uzaver patentniho foramen ovale (PFO) ke snizeni rizika
recidivy ischemické CMP u pacientu, prevazné ve véku 18-60 let,
kteri prodelali kryptogenni CMP s predpokladem paradoxni
embolizace, po vylouceni znamych pricin CMP pri neurologickych a
kardiologickych vysetrenich.

DEPARTMENT OF HEALTH & H Public Health Ses

Octcber 28, 2016

St. Jude Medical, Inc
Rashmi Bhushan, PhD

pril 28, 2014, Tuly 1.

Dear Rashmi Bhwshan:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Adm

(FD ompleted it: v ur premarket approval application (PMA) for the
AMPLATZER PFO Occluder. Thi dicated for pe aneous transcatheter closure of
a patent foramen ovale (PFO) to reduce the risk of recurrent ischemic stroke in patients
predominantly between the ages of 18 and 60 years, who have had a cryptogenic

presumed paradoxical embol etermined by a neurologist and cardiolc

evaluation to exclude known caus f ischemic e. We are pleased to inform

PMA is approved. You may begin commercial distribution of the device in accordance with the
conditions of approval described below.
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Indikace uzavéru PFO

n=464

CMP/SE 441 (95%)

Hemodynamicky vyzn. 13 (2,8%)

Scuba diver 6 (1,3%)
Migréna 3 (0,6%)

Rezidualni zkrat 1 (0,2%)
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PFO (n=464)
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Kontrola implantace PFO okludeéeru
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Proceduralni vysledky — PFO
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2x neuspéch — 1x anatomie defektu, 1x

nespoluprace pacienta

Celkova uspésnost 99,5% resp.99,7% ,)
A
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Indikace uzavéru DSS

n=182

Hemodynamicky
vyznamny zkrat

CMP/SE 24 (13,2%)

142 (78%)

Dyspnoe 16 (8,8%)
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DSS (n=184)
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Kontrola ulozeni okludéru (DSS)
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Proceduralni Uspesnost uzaveru DSS
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7 pac. technicky neuspéch (u 3 pacientt uspéch ve 2.
dobé) - uspésnost 97,3%

duvody neuspéchu:

3x atypicky ulozeny/velky defekt ,,
1x Casna embolizace s naslednou operaci e
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Velikost implantovych DSS okludéru

Velikost DSS okludért
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Zaver
m Uzavery PFO a DSS provadime na IKK od roku
2003 jako alternativu chirurgickeho vykonu
m Vysoka proceduralni uspesnost

s Komplikace vykonu jsou velmi vzacné

s Narustajici pocet vykonu (PFO)




