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PASCAL Classification

PASCAL Criteria

High-Risk PFO Features*
Absent

PFO-Related Stroke

Possible

RoPE Score

Present
Absent
Present

6.6%
(26/394)

High-Risk PFO Features* Absent l

29.7%
(196/394)

High-Risk PFO Feature(s)* Present

All content provided by Dr Oki unless otherwisc noted.
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PASCAL Classification:

PFO Japan PMS

56.3%

Possible

* Presence of atrial septal aneurysm

(222/394)

and/or large shunl (> 20 bubbles on echo)
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Antithrombotic Medication Usage

= At discharge; n = 499

&5

Number of Patients

LEN Warfarin ek

AF alone AP alane AP +AC AF + AC AC alone AC alone
Discharge 1 Month Discharge 1 month Dischage 1 Month

AP antiplatelet, AC: anticoagulant. DOAC: direct oral anficoagulant
fidential — do not distributs SAFT: single antiplatelet therapy. DAFT: dual antiplatelet therapy

Technical/Procedural Success

Endpoint Definition Rate (%)
Technical Sucecess  Successiul delivery and release of occluder 99.8% (499 J.! 500)

Procedural Sue Successful implantation of occluder with no reported SAEs 8.8% (4 00
rocedu et | 9 % (494/500)

SAEs within 1 day of Proeedure (Successful Implants)
Adverse Event Days from | Procedure Related | Device Related
Procedure

‘Air Embolism [ Possibly I Not related
Hypo-pharyngeal Perforation Possibly Not related
Urination Disorder Not related Not related
Atrial Fibrillation Not related Unknown
Vasc AV Fistula Possibly Not related
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Non-Endpoint AEs Through 30 Days

Non-Endpoint Subjects with — Procedure
Adverse Event events n/N* (%) i Related

Air Embolism /5 %) 1
Atrial Fibrillation
Atrial Flutter

Device Related

5/500 (1.0%)
16/500 (3.2%) = 5
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