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STATEMENT 

General Information 

● It is an expectation that all patients receive care/services from a licensed clinician. 
All appropriate supporting documentation, including recent pertinent office visit 
notes, laboratory data, and results of any special testing must be provided. If 
applicable: All prior relevant imaging results and the reason that alternative 
imaging cannot be performed must be included in the documentation submitted. 

● Where a specific clinical indication is not directly addressed in this guideline, 
medical necessity determination will be made based on widely accepted standard 
of care criteria. These criteria are supported by evidence-based or peer-reviewed 
sources such as medical literature, societal guidelines and state/national 
recommendations. 

● The guideline criteria in the following sections were developed utilizing evidence-
based and peer-reviewed resources from medical publications and societal 
organization guidelines as well as from widely accepted standard of care, best 
practice recommendations. 

Purpose 

Indications for determining medical necessity for percutaneous closure of patent 
foramen ovale (PFO) for the secondary prevention of neurologic events. 

Special Note 

To review a request for medical necessity, the following items must be submitted for 
review: 

● Medical notes from a Cardiologist and a Neurologist that indicate the need for the 
procedure and document that no other obvious etiology for the neurologic event 
has been discovered 

● A transesophageal echocardiogram (TEE) report that documents the presence of 
the defect and addresses the suitability of the anatomy for the device placement 

● Results of diagnostic testing performed to rule out other causes of neurologic 
event, i.e. vascular disease, hypercoagulable state, occult atrial fibrillation, and 
consisting of at least a carotid duplex or computed tomography angiography 
(CTA)/magnetic resonance angiography (MRA) report, evidence of hematological 
workup, and evidence of heart rhythm monitoring 

Clinical Reasoning 

All criteria are substantiated by the latest evidence-based medical literature. To enhance 
transparency and reference, Appropriate Use (AUC) scores, when available, are diligently 
listed alongside the criteria. 

This guideline first defaults to AUC scores established by published, evidence-based 
guidance endorsed by professional medical organizations. In the absence of those 
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scores, we adhere to a standardized practice of assigning an AUC score of 6. This score 
is determined by considering variables that ensure the delivery of patient-centered care 
in line with current guidelines, with a focus on achieving benefits that outweigh 
associated risks. This approach aims to maintain a robust foundation for decision-
making and underscores our commitment to upholding the highest standards of care. (1–

5) 

INDICATIONS FOR PERCUTANEOUS CLOSURE OF A 
PATENT FORAMEN OVALE 
Percutaneous PFO closure is appropriate for patients with all of the following (6–8): 

● A prior history of cryptogenic stroke or transient ischemic attack (TIA) 

● ≤ 60 years of age 

● TEE evidence of interatrial communication that is amenable to percutaneous 
closure 

Limitations 

● The existence of other stroke risk factors that would not be affected by device 
closure, such as but not limited to a cardiac source of embolism apart from PFO, 
rheumatic mitral stenosis, significant atherosclerosis of the carotid and 
intracranial circulation, protruding or mobile aortic plaque, coagulopathy, atrial 
fibrillation or flutter, or vasculitis involving the carotid circulation 

● Presence of an inferior vena cava filter 

● Elevated bleeding risk or coagulopathy that would prevent the use of dual anti-
platelet therapy for six months, and aspirin indefinitely thereafter 

CODING AND STANDARDS 

Codes 

93580 

Applicable Lines of Business 

☒ CHIP (Children’s Health Insurance Program) 

☒ Commercial 

☒ Exchange/Marketplace 
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☒ Medicaid 

☒ Medicare Advantage 

BACKGROUND 

Definitions 

PFO is a congenital heart defect that allows for unnatural communication between the 
left and right sides of the heart at the level of the atria. One possible complication of this 
is that blood clots forming in the venous system have the opportunity to travel from the 
right side of the heart into the systemic circulation resulting in a paradoxical embolism 
that can cause neurologic events such as transient ischemic attack (TIA) and ischemic 
cerebrovascular accident (CVA or stroke) should it enter the cerebral circulation. 

AUC Score 

A reasonable diagnostic or therapeutic procedure can be defined as that for which the 
expected clinical benefits outweigh the associated risks, enhancing patient care and 
health outcomes in a cost-effective manner. (3) 

● Appropriate Care- Median Score 7-9 

● May be Appropriate Care- Median Score 4-6  

● Rarely Appropriate Care- Median Score 1-3 

Acronyms/Abbreviations 

CTA: Computed tomographic angiography 

MRA: Magnetic resonance angiography 

PFO: Patent foramen ovale 

TEE: Transesophageal echocardiography/cardiograph 

TIA: Transient ischemic attack 

SUMMARY OF EVIDENCE 
Patent Foramen Ovale Closure for Stroke Prevention and Other Disorders (6) 

Study Design: This is a comprehensive review of the evidence on PFO closure for stroke 
prevention and other disorders. It includes a historical overview, diagnostic methods, 
and the evolution of closure techniques. 

Target Population: Patients with cryptogenic stroke, which is a stroke without an 
identifiable cause, and those with PFO. 
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Key Factors: The review discusses the association between PFO and cryptogenic stroke, 
diagnostic methods like echocardiography, and the history of PFO closure techniques. It 
also covers the FDA approval process for PFO closure devices and summarizes the 
results of major clinical trials like RESPECT, REDUCE, and CLOSE. 

 

The Case for Selective Patent Foramen Ovale Closure After Cryptogenic Stroke (7)   

Study Design: This review summarizes the results of three major randomized clinical 
trials (RESPECT, REDUCE, and CLOSE) and provides insights into translating trial 
results into clinical practice. 

Target Population: Young to middle-aged patients with cryptogenic ischemic strokes and 
PFO. 

Key Factors: The review highlights the consistent reduction in recurrent ischemic 
strokes with PFO closure across the trials. It discusses the importance of patient 
selection, the role of echocardiography in diagnosing PFO, and the need for a 
multidisciplinary approach in managing patients with PFO. 

 

SCAI Guidelines for the Management of Patent Foramen (8) 

Study Design: These are guidelines developed by the Society for Cardiovascular 
Angiography and Interventions (SCAI) based on systematic reviews and the GRADE 
methodology. 

Target Population: Adults with PFO, including those with a history of stroke, migraine, 
decompression illness, and other conditions. 

Key Factors: The guidelines provide recommendations for PFO closure in various 
clinical scenarios, including stroke prevention, migraine treatment, and decompression 
illness. They emphasize patient selection, the balance of benefits and harms, and the 
need for shared decision-making. 

ANALYSIS OF EVIDENCE 
Analysis (6–8): 

The evidence across these articles supports the efficacy and safety of PFO closure in 
reducing recurrent ischemic strokes in patients with cryptogenic stroke. The shared 
conclusions reinforce the association between PFO and cryptogenic stroke and the 
benefits of closure. However, the differing conclusions highlight the nuances in patient 
selection, post-procedure management, and the importance of long-term follow-up. 

In summary, while all three articles agree on the fundamental benefits of PFO closure, 
they provide different perspectives on patient selection criteria, the role of antiplatelet 
versus anticoagulation therapy, and the necessity of long-term monitoring. These 
differences underscore the importance of individualized patient assessment and 
management to optimize outcomes for those undergoing PFO closure. 
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Shared Conclusions 

● Association with Cryptogenic Stroke: All three articles agree that PFO is 
significantly associated with cryptogenic stroke. They highlight that PFO is found 
more frequently in patients with cryptogenic stroke compared to the general 
population, suggesting a potential causal relationship through paradoxical 
embolism. 

● Efficacy of PFO Closure: The articles consistently report that PFO closure reduces 
the risk of recurrent ischemic stroke in patients with cryptogenic stroke. The 
RESPECT, REDUCE, and CLOSE trials are frequently cited, showing significant 
reductions in stroke recurrence rates with PFO closure compared to medical 
therapy alone. 

● Safety Profile: All three articles mention that PFO closure is generally safe with a 
low frequency of device- and procedure-related complications. However, they note 
a slight increase in the incidence of atrial fibrillation post-procedure, which is 
usually transient and manageable 

POLICY HISTORY 

Date Summary 

July 2025 ● No substantial clinical content changes 

● Added in general information statement regarding 
guideline criteria development by reputable sources, 
standard of care, and best practices 

● Added a Summary of Evidence and Analysis of Evidence 

November 2024 ● This guideline replaces UM CARDIO_1417 for 
Percutaneous Closure of Patent Foramen Ovale (PFO) 

LEGAL AND COMPLIANCE 

Guideline Approval 

Committee 

Reviewed / Approved by Evolent Specialty Services Clinical Guideline Review Committee 

Disclaimer 

Evolent Clinical Guidelines do not constitute medical advice. Treating health care 
professionals are solely responsible for diagnosis, treatment, and medical 
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advice. Evolent uses Clinical Guidelines in accordance with its contractual obligations to 
provide utilization management. Coverage for services varies for individual members 
according to the terms of their health care coverage or government program. Individual 
members’ health care coverage may not utilize some Evolent Clinical Guidelines. Evolent 
clinical guidelines contain guidance that requires prior authorization and service 
limitations. A list of procedure codes, services or drugs may not be all inclusive and 
does not imply that a service or drug is a covered or non-covered service or 
drug. Evolent reserves the right to review and update this Clinical Guideline in its sole 
discretion. Notice of any changes shall be provided as required by applicable provider 
agreements and laws or regulations. Members should contact their Plan customer 
service representative for specific coverage information.  

 

Evolent Clinical Guidelines are comprehensive and inclusive of various procedural 
applications for each service type. Our guidelines may be used to supplement Medicare 
criteria when such criteria is not fully established. When Medicare criteria is determined 
to not be fully established, we only reference the relevant portion of the corresponding 
Evolent Clinical Guideline that is applicable to the specific service or item requested in 
order to determine medical necessity. 
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