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AMPLATZER™ TALISMAN™ PFO OCCLUDER VS. 
GORE‡ CARDIOFORM SEPTAL OCCLUDER

COMPETITIVE INSIGHTS
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OFTEN IMITATED
NEVER MATCHED 1,2
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AS THE PIONEER IN PFO CLOSURE, 
WE CONTINUE TO INNOVATE.

THE AMPLATZER™ TALISMAN™ PFO OCCLUSION SYSTEM
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•  An unmatched track record with  
over 25 years of experience2 

•  The #1 device selected for PFO closure1 

•  Over 180,000 patients  
treated globally2
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UNMATCHED CLINICAL EVIDENCE

THE RESPECT TRIAL3

Devices Used  
100% 

Amplatzer™  
PFO Occluder

Patients 980

Follow-Up-Patient Years 5,810 

(median 5.9yrs per patient)

Anticoagulant Allowed in 
Control Group? Yes

Relative risk reduction for 
recurrent stroke compared to 
medical management

45%

Effective Closure 
94.2%

Freedom from >9 bubbles  
(Evaluated at 6 months)

WE RAISED THE BAR 
WITH THE LANDMARK 
RESPECT TRIAL
• RESPECT3 is the largest long-term trial for  

PFO closure with 5,810 patient-years of data 
— almost 2x more than other PFO trials 

• RESPECT is the only trial to include patients on  
either antiplatelet or anticoagulation therapy 
— a real-world cross-section of patients3
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OVER 25 YEARS AGO, WE PIONEERED  
PFO CLOSURE WITH THE AMPLATZER™  
PFO OCCLUDER TO REDUCE THE RISK OF 
RECURRENT PFO-ASSOCIATED STROKE.1,2
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OFTEN IMITATED
NEVER MATCHED 1,2

Unique design features set the Amplatzer™ 
Talisman™ PFO Occluder apart from the rest.
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Intaglio™ wire treatment 
Reduces nickel leaching by more than 97%4

Asymmetric double 
disc design* 
Minimizes material in 
the left atrium

Durable nitinol wire mesh  
with polyester fabric thread
Excellent visibility under fluoro

* Note: Only the 18mm size is not asymmetric.
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*  Patients in device group of each trial implanted with the Amplatzer™ PFO Occluder: 
RESPECT = 465, PREMIUM = 119, PC = 191, CLOSE = 121, DEFENSE = 53, PRIMA = 41.

UNMATCHED CLINICAL EVIDENCE
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DEMONSTRATED
EXCELLENCE IN SAFETY 
AND EFFICACY
Trusted and relied upon by thousands 
of physicians around the world. 

In 6 published trials3, 5-9 with 990* patients, 
the Amplatzer™ PFO Occluder showed:

DEVICE EROSIONS
DEVICE THROMBUS
DEVICE EMBOLIZATION EVENTS
WIRE FRAME FRACTURES

ZERO

> 94%
CLOSURE RATE†

AT 6 MONTHS IN  
RESPECT TRIAL3

† Effective closure
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TALISMAN MAINTAINS  
STRUCTURAL INTEGRITY
Bench testing was performed to understand how the offered size ranges of Amplatzer Talisman PFO occluder and GORE 
CARDIOFORM Septal Occluder perform in varying simulated PFO septum thicknesses, looking at structural integrity.

With wider septum separation, GORE experiences deformation with wires being pulled away from the disc structure. 
In contrast, Talisman maintains structural integrity across a wide range of septum thicknesses to support reliable closure. 

COMPETITIVE CLAIMS | AMPLATZER™ TALISMAN™ PFO OCCLUDER VS. GORE‡ CARDIOFORM SEPTAL OCCLUDER

TALISMAN OCCLUDER

GORE CARDIOFORM

4mm 5mm 6mm 8mm 10mm
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WHAT ARE THE CHALLENGES 
OF A LOCK-LOOP DESIGN?
GORE’s implant procedure requires a visual confirmation of successful deployment by 
verifying that the lock loop is engaged. GORE’s lock loop can fail, costing valuable time  
for a second attempt with a new device.

Image source: Noble et al. Fluoroscopic and echocardiographic illustrations of an unsuccessful locking of 
the GORE CARDIOFORM septal occluder device.  Canadian Cardiovascular Society 2020, 2(6): 743–744
GORE Instructions for Use
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Lock loop
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WIRE FRAME FRACTURE
Kumar et al. published on a case of pericardial tamponade secondary to atrial perforation caused by a nitinol wire fracture of 
a GORE CARDIOFORM Septal occluder used for PFO closure.13 

Wire fractures are reported to occur with the GORE CARDIOFORM Septal Occluder.14 While mostly asymptomatic, some 
cases have been documented to have caused serious clinical conditions, including atrial perforation, pericardial effusion and 
cardiac tamponade.13 

The risk of atrial perforation from a wire frame fracture should be shared with patients considering percutaneous PFO 
closure with a GORE CARDIOFORM Septal Occluder.13

Wire frame fracture has never been reported with the Amplatzer Talisman PFO occluder or Amplatzer™ PFO occluder.*

10MAT-2309661 v1.0 | Item approved for OUS use only.

COMPETITIVE CLAIMS | AMPLATZER™ TALISMAN™ PFO OCCLUDER VS. GORE‡ CARDIOFORM SEPTAL OCCLUDER

* MAUDE Database search as of September 7, 2023
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LESS AF = LESS RISK
What’s the risk?
•  In RESPECT, Amplatzer™ PFO device patients were ~2.4 X more likely than medical management patients to experience 

AF.  (AF was detected in 4.4% of patients in the Amplatzer PFO closure arm vs. 1.9% in Medical Management arm)15

•  Meanwhile in REDUCE, GORE device patients were ~14.7 X more likely than medical management patients to  
experience AF. (AF was detected in 6.6% of patients in the Gore PFO closure arm vs. 0.4% in Medical Management arm)15

New-onset AF could result in need for OACs, thereby increasing bleeding risk15
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Talisman is the #1 PFO device worldwide with a trusted, proven design and 
legacy of over 25 years of excellence.1,2

Talisman demonstrates excellent structural integrity and ease of use, zero 
wire frame fractures, and showed a lower increased risk of AF in RESPECT 
compared to GORE devices in the REDUCE trial. 

The Talisman system offers robust clinical evidence, with demonstrated 
excellence in safety and effectiveness and a low risk of device-related events.

WHY TALISMAN?
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CAUTION: This product is intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use, inside the product  
carton (when available) or at eifu.abbottvascular.com or at medical.abbott/manuals for more detailed information on 

Indications, Contraindications, Warnings, Precautions, and Adverse Events.  Information contained herein for PRESENTATION outside of the U.S. ONLY. 
Always check the regulatory status of the device in your region.  

Illustrations are artist’s representations only and should not be considered as engineering drawings or photographs. Photo(s) on file at Abbott. 

Abbott
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www.structuralheart.abbott
©2023 Abbott. All Rights Reserved. MAT-2309661 v1.0 |  Item approved for OUS use only.

REFERENCES:
1. Barbara E. Stähli, Fabian Nietlispach, Bernhard Meier, Chapter 14 - Percutaneous PFO Closure: History, Devices, Techniques, Safety, and Informed Consent, Editor(s): M. Khalid Mojadidi, Bernhard Meier, 

Jonathan M. Tobis, Patent Foramen Ovale Closure for Stroke, Myocardial Infarction, Peripheral Embolism, Migraine, and Hypoxemia, Academic Press, 2020, Pages 171-184,ISBN 9780128169667,  
https://doi.org/10.1016/B978-0-12-816966-7.00014-2. (https://www.sciencedirect.com/science/article/pii/B9780128169667000142)

2. Sales data on file.
3. Saver JL, Carroll JD, Thaler DE, et al. Long-term outcomes of patent foramen ovale closure or medical therapy after stroke. N EnglJ Med 2017; 377: 1022-32.
4. Intaglio Wire Treatment
5.  TobisJ, Charles A, SilbertsonD, et al. Prospective, randomized investigation to evaluate incidence of headache reduction in subjects with frequent migraine and PFO using the AMPLATZER PFO occluderto 

medical management. J Am Coll Cardiol2017; 70:2766-74.
6. Meier B, KalesanB, MattleHP, et al. Percutaneous closure of patent foramen ovale in cryptogenic embolism. N EnglJ Med 2013; 368: 1083 -91.
7. Mas J-L, DerumeauxG, GuillonB, et al. Patent foramen ovale closure or anticoagulation vs. antiplatelets after stroke. N EnglJ Med 2017;377:1011-21 and supplementary appendix.
8. Lee PH, Song J-K, Kim JS, et al. Cryptogenic Stroke and High-Risk Patent Foramen Ovale: The DEFENSE-PFO Trial, Journal of the American College of Cardiology (2018), doi: 10.1016/j.jacc.2018.02.046.
9.  Heinrich P. Mattle, Stefan Evers, David Hildick-Smith, et al. Percutaneous closure of patent foramen ovale in migraine with aura, a randomized controlled trial, European Heart Journal,  

Volume 37, Issue 26, 7 July 2016, Pages 2029–2036.
10. Bench Testing Data on File.
11. Noble et al. Fluoroscopic and echocardiographic illustrations of an unsuccessful locking of the GORE CARDIOFORM septal occluder device.  Canadian Cardiovascular Society 2020, 2(6): 743–744.
12. GORE CARDIOFORM Septal Occluder Instructions for Use.
13. Kumar P, Orford JL, Tobis JM. Two cases of pericardial tamponade due to nitinol wire fracture of a gore septal occluder. Catheterization and cardiovascular interventions : official journal of the Society for  

Cardiac Angiography & Interventions. 2019:10.1002/ccd.28596.
14. Safe, effective closure for Atrial Septal Defects GORE brochure 2021
15. Vukadinovic et al. (2021) Device-related risk of atrial fibrillation after closure of patent foramen ovale: a systematic review and meta-analysis Clinical Research in Cardiology 111(5):583-587



Information contained herein for PRESENTATION outside of the U.S. ONLY.  
Always check the regulatory status of the device in your region. 


	Knop 1039: 
	Pagina 1: 
	Pagina 2: 
	Pagina 3: 
	Pagina 4: 
	Pagina 5: 
	Pagina 6: 
	Pagina 7: 
	Pagina 8: 
	Pagina 9: 
	Pagina 10: 
	Pagina 11: 
	Pagina 12: 
	Pagina 13: 
	Pagina 14: 

	Home: 
	Pagina 1: 
	Pagina 2: 
	Pagina 3: 
	Pagina 4: 
	Pagina 5: 
	Pagina 6: 
	Pagina 7: 
	Pagina 8: 
	Pagina 9: 
	Pagina 10: 
	Pagina 11: 
	Pagina 12: 
	Pagina 13: 
	Pagina 14: 

	Button 481: 
	Pagina 1: 
	Pagina 2: 
	Pagina 3: 
	Pagina 4: 
	Pagina 5: 
	Pagina 6: 
	Pagina 7: 
	Pagina 8: 
	Pagina 9: 
	Pagina 10: 
	Pagina 11: 
	Pagina 12: 
	Pagina 13: 
	Pagina 14: 



