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LINEE GUIDA E APPROPRIATEZZA DELLE
Jr INDICAZIONI

CHIUSURA DEL PFO: UN RARO
CASO DI MIGAZIONE
DELL'AMPLATZER.
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"...Uuna procedura che deve
essere intrapresa solo dopo
una attenta analisi
dellindicazione clinica...”
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s |EINDICAZIONI

TIA criptogenico o Ictus criptogenico (sintomatico/asintomatico)
associato a PFO con shunt destro-sinistro

Primo evento Primo evento o Primo evento o
. . ev. ricorrente senza farmaci '
senza fattori di rischio > L __ev.ricorrente
con 21 fattore di rischio in Tx con TAO 0 AG

1 1 1 : !

Fattori di rischio Anatomici Fattori di rischio Clinici
ASIA Lesioni ischemiche multiple alla TC/RM
Ampiezza PFO >4 mm Eventi clinici ricorrenti
Shunt basale Storia di TVP/EP e/o trombofilia
Valvola di Eustachio >10 mm Eventi embolici associati a Valsalva
Rete di Chiari Evento ischemico al risveglio (OSAS)
Tunnel del PFO lungo =10 mm Evento associato a lungo viaggio/immaobilita
Embolia polmaonare/sistemica simultanea

Figura 3. Schema delle raccomandazioni terapeutiche.
AG, antiaggreganti; ASIA, aneurisma del setto interatriale; EP, embolia polmonare; OSAS, sindrome delle apnee

ostruttive del sonno; PFO, forame ovale pervio; RM, risonanza magnetica; TAO, terapia anticoagulante orale; TC,
tomografia computerizzata; TIA, attacco ischemico transitorio; TVP, trombosi venosa profonda; Tx, terapia.

Modificata da Pristipino et al.*2.




Ultima meta-analisi degli studi

randomizzati (2013

L5.W. Kwong et al. / International fournal of Cardiol

PFO closure  Medical therapy Ouds Ratio
Study of Subgroup  Bvents  Total  Events Total Weight M-H, Randoin, 95% CI
1.1.1 AMPLATZER PFO Oceluder
PC-Trial 1 204 | 5% 0.20[0.02,1.74)
RESPECT 9 499 ] 1 : 0,520 23
Subtotal (95% Cly 703 9 2.4% 047 [0.22,1.02]
Total events 10 )
Heterogeneity; Tau== 0.00; Chi*= 069, df=1 (P=041}),F=
Test far overall effect Z2=1.91 (F = 0.06)

1.1.2 STARFlex device

RE I 12 i 3 0,950
stotal (95% Clj .

Total events 12

Heterogeneity; Mot applicabla

Testfor overallefecl Z=012 (F=0.91)

Total (95% CIi 1150 1153 100.0% 0.65[0.36, 1.20]
Total eve 7 34

Heterogeneity: Tau®= 0.0: (=2 (P=03%PF=11%

Test for overall effect: £ =

Fig. 3. Forest plot of stroke.
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—La chiusura percutanea
del PFO:;

Fluoroscopia
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-La chiusura percutanea
del PFO:

Eco TEE
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Paziente di 54 a con recente ictus '%5]'1
iIschemico nel territorio dell’arteria
cerebrale media destra

o +¢ertesa ben controllata - non altri fattori di rischio —
pregresso "TIA” in terapia con ASA

m TSA - Normali
m Holter 24 ore — normale
m Screening coagulativo — normale

m Ecocardio — normale ad eccezione di ridondanza del
setto interatriale senza segni doppler di shunt.

m Eco transcranico — positivo a riposo, “effetto
tendina” dopo Valsalva

m Eco TEE — PFO ampio (10 mm), shunt confermato,
ampia valvola di Eustachio, non placche aorta asc.

= RMN encefalo — lesione recente parietale destra,
piccola lesione pregressa frontale sinistra
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ANCORA UN CASO!
(gentilmente fornito da un
Collega)
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Table4 Adverse events for included trials

Trial

PC trial

CLOSURE
1

RESPECT

Events

New-onset atrial fibrillation

Myocardial infarction

Hospital admission related to
patent foramen ovale

Bleeding

Vascular procedural
complication

New-onset atrial fibrillation

Major bleeding episode
Death other than endpoint
Nervous system disorder
Vascular procedural
complication
Cardiac perforation
New-onset atrial fibrillation
Pulmonary embolism
Major bleeding episode
Vascular procedural
complication
Cardiac perforation

Intervention group (%)

Medical Hazard

therapy (%) ratio

6 (2.9)
Two transient, 2 required
pharmacological cardioversion,
1 required electrical
cardioversion, and 1 sustained
AF

2(1)

13 (6.4)

8(3.9)
2(1)

23 (5.7)
Only 14 during the initial 30
days of follow-up, it was
transient in 17 patients and
persistent in 6 patients
10/378 (2.6)
2(0.5) 4(09)
6 (1.5) 16 (3.5)
8(1.7) N/A

4374 (1.1)

1(0.2) 0

3) (1.5)
6(1.2) 1(02)
8 (1.6) 9(19)
3 (0.6) 0

1(02) 0

Confidence interval
(95% CI)

0.64-15.6

0.19-22.5
0.48-2.21

0.27-1.62
N/A

N/A

P-value
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TABLE I. Peri-Procedural Major and Minor Complications

All patients

No. of
complications/ Complication

MNo. of patients rate (95% CI)

Major complications (95% CI)

requiring surgery
Pericardial tamponad

Retroperitoneal hematoma

Device thrombosis

Malposition requiring surgery

Device erosion

Permanent pace maker
implantation

Minor complications

Transient ST elevation

Percutacnously retrieved
device embolization

Pericardial effusion

Malposition not requiring
surgery

Pulmonary edema

WVascular complications

Arrhythmias

Heart Block

216/28,142
121/28,142

42/28,142
22/28,142
12/28,142
T/28,142
H/28.142
5/28,142
1/28,142

271/26,267
110/26.267
83/26,267

34/26,267
32/26.267

12/26.267
2009/17.492
395/20,136
35/20,136

0.8 (0.6-0.9)

(0.0
(0.0
(0.0
(0.0
(0.0
(0.0

(0.7
(0.2
(0.2

(0.1
(0.0

(0.0
(0.9
(1.5
(0.1

“ASD vs. PFO, P =0.027.

PASD vs. PFO P < 0.001, ASD vs. ASD/PFO, P = 0.006.

“ASD vs. PFO P = 0.003.







Grazie per |'attenzione!




