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                                                                                 Medical Policy   

   

   

Current Effective Date: 12/29/24  

Status: Approved                    

Reviewed by Medical Policy Subcommittee: 11/1/18, 2/3/22, 12/21/23, 12/29/24   

 Reviewed Dates:  11/1/18, 2/3/22, 12/21/23, 12/17/24       

         

   

INSTRUCTIONS FOR USE DISCLAIMER:   

SummaCare posts policies relating to coverage and medical necessity issues to assist members and 

providers in administering member benefits.  These policies do not constitute a contract or agreement 

between SummaCare and any member or provider.  The policies are guidelines only and are intended 

to assist members and providers with coverage issues.  SummaCare is not a health care provider, 

does not provide or assist with health care services or treatment, and does not make guarantees as to 

the effectiveness of treatment administered by providers.  The treatment of members is the sole 

responsibility of the treating provider, who is not an employee of SummaCare, but is an independent 

contractor in private practice.  The policies posted to this site may be updated and are subject to 

change without prior notice to members or providers.   

   

Medical policies in conjunction with other nationally recognized standards of care are used to make 

medical coverage decisions.   

         

   

Transcatheter Heart Valve Procedures Policy Indication/Usage:   

Transcatheter Aortic Valve Replacement (TAVR-also known as TAVI-transcatheter aortic 

valve implantation):    

Aortic stenosis affects 3% of persons older than 65 years of age and is the most significant 

cardiac valve disease in developed countries. Aortic stenosis has a prolonged latent period, 

during which progressive worsening of left ventricular (LV) outflow obstruction leads to 

compensatory hypertrophic changes in the LV myocardium. The resultant increase in LV systolic 

function helps maintain adequate systemic pressures. However, LV hypertrophy may also lead to 

diastolic dysfunction and increased resistance to LV filling. Thus, a strong left atrial contraction 

may be needed to provide sufficient LV diastolic filling and to support adequate stroke volume. 

As aortic stenosis worsens, these adaptations become inadequate to overcome the outflow 

obstruction and maintain systolic function. Impaired systolic function, alone or combined with 

diastolic  dysfunction, may lead to clinical heart failure.  Aortic valve replacement is the only 

effective treatment for symptomatic, hemodynamically severe aortic stenosis. (Grimard, 2016). 

TAVR uses a bioprosthetic valve inserted percutaneously using a catheter and implanted in the in 
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the opening of the native aortic valve for patients who are poor candidates for conventional 

surgery (Centers for Medicare & Medicaid Services, 2012)    

   

Transcatheter Closure of Paravalvular Leaks of prosthetic aortic valve:   

   

According to Webb (as cited in Hayes, 2016), following aortic valve (AV) replacement, up to 

5% of patients may develop early, clinically significant paravalvular leaks (PVL According to 

Smolka et al. (as cited in Hayes, 2016) hemodynamically significant leaks may lead to heart 

failure and an increased risk for endocarditis, while smaller leaks can lead to intravascular 

hemolysis and subsequent anemia. Reoperation is associated with higher mortality and an excess 

risk of recurrent paravalvular insufficiency. Transcatheter repair has been proposed as a 

minimally invasive procedure intended to access and repair the symptomatic defect (Smolka, 

2016).    

   

Transcatheter Mitral Valve Repair (TMVR):    

   

Severe mitral regurgitation (MR) is a debilitating disease that develops over many years and has 

an annual mortality rate of at least 5% (Feldman &Young, 2014). It has been estimated that 

nearly one in 10 people aged 75 and above will be affected by this condition. But for the elderly 

and those with certain comorbidities, the standard-of-care treatment – open heart surgery – may 

be too risky to perform. Proponents of transcatheter mitral valve repair (TMVR), however, 

believe this technique provides a safer way to treat patients who are unsuitable for surgery. The 

MitraClip® Clip Delivery System (CDS), the only percutaneous TMVR system approved by the 

U.S. Food and Drug Administration (FDA), involves clipping together a portion of the mitral 

valve leaflets. This in turn is hoped to improve recovery of the heart from overwork, enhance 

function, and possibly halt the progression of heart failure (Centers for Medicare and Medicaid 

Services [CMS], 2014). A catheter is used to insert the device through the femoral vein and guide 

it into the heart. It is then positioned by grasping both leaflets of the mitral valve. Once the 

MitraClip device is in place the delivery catheter is removed (FDA, 2015).    

   

Transcatheter Closure of Paravalvular Leaks of Prosthetic Mitral Valve:    

   

According to Hayes (2016) it is estimated that from 5% to 17% of patients who have received an 

implanted prosthetic valve may develop some degree of regurgitation or leak. Surgical repair, the 

gold standard, has been associated with significant morbidity and mortality related to 

reoperation, sternotomy, tissue friability, and possible calcification and inflammation of the 

prosthetic valve. Percutaneous transcatheter procedures offer a minimally invasive procedure 

intended to access the defective valve through a transseptal, antegade, or retrograde approach and 

deploy a plug to repair the defect.    

    

Transcatheter Pulmonary Valve Implantation or replacement:    

Acquired pulmonary valve disease in adults is rare, with regurgitation in the setting of pulmonary 

hypertension being the most frequent cause. In patients with congenital heart disease, pulmonary 

valve dysfunction is common and frequently occurs following tetralogy of Fallot repair.  
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Percutaneous pulmonary valve replacement is indicated for congenital pulmonary stenosis and 

pulmonary stenosis and regurgitation in a patient with congenital heart disease who has 

previously undergone right ventricular outflow track surgery as is could avoid the morbidity and 

discomfort accompanying repeated open-heart surgery. (Satpathy, 2015).    

    

Transcatheter Valve-in-Valve Implantation:    

A bioprosthetic aortic or mitral valve may fail over time due to stenosis, when the valve narrows 

and causes the heart to work harder to pump blood, regurgitation, when the valve does not close 

completely and blood leaks backwards, or a combination of both. Treatment would normally 

require repeat open heart surgery, which causes a high or greater risk of complications for certain 

patient. Valve-in-valve procedures offer an alternative to repeat surgery, since the replacement 

valve is inserted inside the failing surgical bioprosthetic valve through a patient’s blood vessel or 

a small cut in a patient’s chest. The FDA evaluated data from the Transcatheter Valve Therapy 

Registry, a partnership of the American College of Cardiology and the Society of Thoracic 

Surgeons. The registry collects clinical data on the safety and effectiveness of transcatheter valve 

replacement procedures performed in a real world setting. The outcome data used to support the 

marketing application consisted of 314 patients who had undergone aortic valve-in-valve 

procedures and 311 patients who had undergone mitral valve-in-valve procedures. The registry 

data showed that more than 85 percent of patients who underwent aortic or mitral valve-in-valve 

procedures experienced clinically meaningful improvement in their heart failure symptoms 30  

days after the procedure, as shown by their New York Heart Association (NYHA) 

Classifications. (FDA, 2017)    

   

 Medical Indications for Authorization   

   

Transcatheter Aortic Valve Replacement (TAVR or TAVI):    

SummaCare considers transcatheter aortic valve replacement with the use of an FDA 

approved aortic valve medically necessary when existing co-morbidities would not 

preclude the expected benefit from correction of the aortic stenosis and the below criteria 

are met:    

• Severe symptomatic calcified native aortic valve stenosis without severe aortic 

insufficiency   

• Ejection fraction is greater than 20%    

• Inoperable for open aortic valve replacement or who are operative candidates but have a 

Society of Thoracic Surgeons operative risk score greater than or equal to   8% or are 

judged to be at 15% or greater risk of mortality.   

   

Transcatheter Mitral Valve Repair:    

SummaCare considers percutaneous mitral valve repair (PMVR) by means of an FDA 

approved device medically necessary for persons with grade 3+ to 4+ symptomatic 

degenerative mitral regurgitation or moderate to severe heart failure despite maximal dosage 

of medical therapy and at high-risk for conventional open-heart mitral valve surgery.    
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Transcatheter Pulmonary Valve Replacement:    

SummaCare considers transcatheter pulmonary valve replacement proven and medical 

necessary, when using an FDA approved device, in patient with dysfunctional right ventricular 

outflow (RVOT) conduits when the follow criteria is met:    

• Existence of a full (circumferential) dysfunctional RVOT conduit that was equal to or  

greater than 16 mm in diameter when originally implanted, and    

• Dysfunctional RVOT conduit with one of the following clinical indications for  

intervention: Moderate or greater pulmonary regurgitation, or  o Pulmonary stenosis 

with a mean RVOT gradient ≥ 35 mmHg or o Dysfunctional non-conduit patch repair  

RVOT  or  o Members with pulmonary insufficiency with progressive R ventricular 

dilation who have failed pulmonary valvulectomy    

   

Transcatheter Valve-in-Valve Replacement:     

SummaCare considers transcatheter valve replacement with the use of a FDA-approved 

valve medically necessary for valve-in-valve replacement for persons with a 

degenerated bioprosthetic valve who require another valve replacement but who have a 

greater than or equal to 8% or greater risk of mortality for surgical valve replacement   

Limitations   

Transcatheter Aortic Valve Replacement is not indicated for patients and considered 

experimental and investigational for patients:   

   

• Who can safely undergo open-heart surgery (low risk patients).   

• Ongoing sepsis including endocarditis.   

• TAVR and left atrial appendage occlusion.   

• Who cannot tolerate procedural anticoagulation or post procedural anti-platelet regimen.   

• Blood clots present at the intended site of implant or blood clots in vessels through which 

access to the defect is gained.    

• All other indications because its effectiveness of the indications has not been established.   

• Have a life expectancy of less than 1 year.    

   

   

Transcatheter Mitral Valve Repair is not indicated for patients and considered experimental 

and investigational for patients:    

   

• Who can safely undergo open-heart surgery.    

• Who cannot tolerate procedural anticoagulation or post procedural anti-platelet regimen.    

• Active endocarditis of the mitral valve..    

• Rheumatic mitral valve disease    

• Blood clots present at the intended site of implant or blood clots in vessels through which 

access to the defect is gained.    

• Any other indications because the effectiveness has not been established.   
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• Who have a life expectancy of less than 1 year.    

    

Transcatheter Pulmonary Valve Implantation/Replacement:    

• Limited size selection for treatment of young children and patients with dilated right 

ventricular outflow tract.    

• Positioning of the devices is a challenge but may be assisted with preprocedure imaging.    

• It should be performed as part of a clinical trial in order to gather data.    

• Test angioplasty might be indicated to detect preexisting coronary artery compression, 

which could lead to a fatal outcome.    

• Pre-stenting decreases chances of stent fracture.   

    

Transcatheter Closure of Paravalvular Leaks in prosthetic valves is not indicated for 

patients and considered experimental and investigational for patients:   Who can 

safely undergo open-heart surgery (low risk patients)   Ongoing sepsis including 

endocarditis.    

• Who cannot tolerate procedural anticoagulation or post procedural anti-platelet regimen.    

• Blood clots present at the intended site of repair or blood clots in vessels through which 

access to the defect is gained.    

• Have a life expectancy of less than 1 year.    

Transcatheter valve-in-valve Replacement valves is not indicated for patients and 

considered experimental and investigational for patients:    

• Who can safely undergo open-heart surgery (low risk patients).    

• Ongoing sepsis including endocarditis.    

• Who cannot tolerate procedural anticoagulation or post procedural anti-platelet regimen.    

• Blood clots present at the intended site of replacement or blood clots in vessels through 

which access to the defect is gained.    

• Have a life expectancy of less than 1 year.    

    

Transcatheter valve-in-valve Replacement valves is not indicated for patients and 

considered experimental and investigational for patients:    

• Who can safely undergo open-heart surgery (low risk patients).    

• Ongoing sepsis including endocarditis.    

• Who cannot tolerate procedural anticoagulation or post procedural anti-platelet regimen.    

• Blood clots present at the intended site of replacement or blood clots in vessels through 

which access to the defect is gained.   Have a life expectancy of less than 1 year.   

Medicare Members   

CMS NCD ID Transcatheter Aortic Valve Replacement (TAVR)   

Indications and Limitations of Coverage   

   

B. Nationally Covered Indications   
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The Centers for Medicare & Medicaid Services (CMS) covers transcatheter aortic valve 

replacement (TAVR) under Coverage with Evidence Development (CED) with the following 

conditions:   

A. TAVR is covered for the treatment of symptomatic aortic valve stenosis when furnished 

according to a Food and Drug Administration (FDA)-approved indication and when all of 

the following conditions are met:   

1. The procedure is furnished with a complete aortic valve and implantation system that has 

received FDA premarket approval (PMA) for that system's FDA approved indication.   

2. The patient (preoperatively and postoperatively) is under the care of a heart team: a 

cohesive, multi-disciplinary, team of medical professionals. The heart team concept 

embodies collaboration and dedication across medical specialties to offer optimal 

patientcentered care. The heart team includes the following:   

a. Cardiac surgeon and an interventional cardiologist experienced in the care and 

treatment of aortic stenosis who have:   

i. Independently examined the patient face-to-face, evaluated the patient’s 

suitability for surgical aortic valve replacement (SAVR), TAVR or 

medical or palliative therapy;   

ii. Documented and made available to the other heart team members the 

rationale for their clinical judgment.   

b. Providers from other physician groups as well as advanced patient practitioners, 

nurses, research personnel and administrators.   

3. The heart team's interventional cardiologist(s) and cardiac surgeon(s) must jointly 

participate in the intra-operative technical aspects of TAVR.   

   

   

4. TAVR must be furnished in a hospital with the appropriate infrastructure that includes 

but is not limited to:   

a. On-site heart valve surgery and interventional cardiology programs,   

b. Post-procedure intensive care facility with personnel experienced in managing 

patients who have undergone open-heart valve procedures,   

c. Appropriate volume requirements per the applicable qualifications below:   

There are two sets of qualifications; the first set outlined below is for hospital programs and heart 

teams without previous TAVR experience and the second set is for those with TAVR experience.   

Qualifications to begin a TAVR program for hospitals without TAVR experience:   

The hospital program must have the following:   

a. ≥ 50 open heart surgeries in the previous year prior to TAVR program initiation, 

and;   
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b. ≥ 20 aortic valve related procedures in the 2 years prior to TAVR program 

initiation, and;   

c. ≥ 2 physicians with cardiac surgery privileges, and;   

d. ≥ 1 physician with interventional cardiology privileges, and;   

e. ≥ 300 percutaneous coronary interventions (PCIs) per year.   

Qualifications to begin a TAVR program for heart teams without TAVR experience:   

The heart team must include:   

a. Cardiovascular surgeon with:   

i.   ≥ 100 career open heart surgeries of which ≥ 25 are aortic valve related; 

and,   

b. Interventional cardiologist with:   

i.  Professional experience of ≥ 100 career structural heart disease procedures; 

or, ≥ 30 left-sided structural procedures per year; and,  ii.  Device-specific 

training as required by the manufacturer.   

Qualifications for hospital programs with TAVR experience:   

The hospital program must maintain the following:   

a. ≥ 50 AVRs (TAVR or SAVR) per year including ≥ 20 TAVR procedures in the 

prior year ; or   

b. ≥ 100 AVRs (TAVR or SAVR) every 2 years, including ≥ 40 TAVR procedures in 

the prior 2 years; and   

c. ≥ 2 physicians with cardiac surgery privileges; and   

d. ≥ 1 physician with interventional cardiology privileges, and   

e. ≥ 300 percutaneous coronary interventions (PCIs) per year; and   

5. The heart team and hospital are participating in a prospective, national, audited registry 

that: 1) consecutively enrolls TAVR patients; 2) accepts all manufactured devices; 3) 

follows the patient for at least one year; and, 4) complies with relevant regulations 

relating to protecting human research subjects, including 45 CFR Part 46 and 21 CFR 

Parts 50 & 56.   

The following outcomes must be tracked by the registry; and the registry must be 

designed to permit identification and analysis of patient, practitioner and facility 

level variables that predict each of these outcomes:   

• Stroke   

• All-cause mortality   

• Transient Ischemic Attacks (TIAs)   
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• Major vascular events   

• Acute kidney injury   

• Repeat aortic valve procedures   

• New permanent pacemaker implantation   

• Quality of Life (QoL)   

6. The registry shall collect all data necessary and have a written executable analysis plan in 

place to address the following questions (to appropriately address some questions, 

Medicare claims or other outside data may be necessary). Specifically, for the CED 

question iv, this must be addressed through a composite metric. For the below CED 

questions (i-iv), the results must be reported publicly as described in CED criterion k.   

• When performed outside a controlled clinical study, how do outcomes and 

adverse events compare to the pivotal clinical studies?   

• What is the long term durability of the device?   

• What are the long term outcomes and adverse events?   

• What morbidity and procedure-related factors contribute to TAVR patients 

outcome?   

No National Coverage Determination (NCD) for transcatheter pulmonary valve, mitral valve, 

implantation/replacement was identified on the CMS website. In the absence of an NCD, 

coverage decisions are left to the discretion of local Medicare carriers.   

   

Coverage Decisions   

   

  Coverage decisions made per CMS Guidelines, Hayes Research and industry standards research   

   

Plans Covered By This Policy   

   

Commercial and Medicare    

Self-funded Commercial groups refer to plan document for coverage    

   

Sources Reviewed   

   

Calvert, P. M. (2016). Percutaneous Device Closure of Paravalvular Leak: Combined Experience 

in the United Kingdom and Ireland. Circulation, 934-944. (Transcatheter Closure of Paravalvular 

Leaks of the Mitral Valve, 2016)    

    

Carabello, B.A. (2014). Treatment for mitral regurgitation: which one are we talking about?    

Journal of the American College of Cardiology. 64 (2), 193-195.   

http://dx.doi.org/10.1016/j.jacc.2014.05.008    

    

http://dx.doi.org/10.1016/j.jacc.2014.05.
http://dx.doi.org/10.1016/j.jacc.2014.05.
http://dx.doi.org/10.1016/j.jacc.2014.05.
http://dx.doi.org/10.1016/j.jacc.2014.05.
http://dx.doi.org/10.1016/j.jacc.2014.05.008
http://dx.doi.org/10.1016/j.jacc.2014.05.008
http://dx.doi.org/10.1016/j.jacc.2014.05.008
http://dx.doi.org/10.1016/j.jacc.2014.05.008
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Centers for Medicare and Medicaid Services. (08/2014) Decision memo for transcatheter mitral valve 

repair (TMVR) (CAG-00438N).    

NCA - Transcatheter Mitral Valve Repair (TMVR) (CAG-00438N) (cms.gov)    

Chiam, T.L., & Ruiz, C.E. (2011). Percutaneous transcatheter mitral valve repair: A classification 

of the technology. Journal of the American College of Cardiology Interventions, 4(1), 1-13.  

doi:10.1016/j.jcin.2010.09.023    

    

Dhoble, A. M. (2017). Outcome of paravalvular leak repair after transcatheter aortic valve 

replacement with a balloon-expandable prosthesis. Catheter Cardiovasacular Interventions, 

462468.    

    

Dvir D, Webb J, Brecker S, et al. Transcatheter aortic valve replacement for degenerative 

bioprosthetic surgical valves: Results from the global valveinvalveregistry. Circulation. 

2012; 126(19):23352344.    

    

Edwards. (2016, March 2). Retrieved August 2, 2017, from News Releases: Edwards SAPIEN XT  

Valve Receives FDA Approval for Pulmonic Procedures: http://www.edwards.com/ns20160302    

    

FDA U.S. Food & Drug Administration. (2015, January 27). Retrieved August 2, 2017, from 

Melody Transcatheter Pulmonary Valve-P1400017: 

https://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear 

a nce s/Recently-ApprovedDevices/ucm431866.htm    

    

FDA  U.S. Food & Drug Administration (2017, June 5). Retrieved January 26, 2017, 

FDA Press Release: 

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm440535.htm 

Feldman, R., & Young, M. (2014).    

   

https://www.cms.gov/medicare-coverage-database/view/nca.aspx?ncaid=273&amp;amp%3Bbc=0
https://www.cms.gov/medicare-coverage-database/view/nca.aspx?ncaid=273&amp;amp%3Bbc=0
https://www.cms.gov/medicare-coverage-database/view/nca.aspx?ncaid=273&amp;amp%3Bbc=0
https://www.cms.gov/medicare-coverage-database/view/nca.aspx?ncaid=273&amp;amp%3Bbc=0
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.edwards.com/ns20160302
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClear
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm440535.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm440535.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm440535.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm440535.htm
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Percutaneous approaches to valve repair for mitral regurgitation. Journal of the 

American College of Cardiology, 63(20), 2057-68.   

http://dx.doil.org/10.1016/j.jacc.2014.01.039    

    

  Hayes. (2017, January 30). Retrieved August 2, 2017, from Percutaneous Pulmonary Val 

Implantation for Right Ventricular Outflow Tract Defects:    

https://www.hayesinc.com/subscribers/displaySubscriberArticle.do?articleId=16094&searchStore=%   

    

Hunteburth, M., Muller-Ehmsen, J., Brase, C., Baldus, S. & Rudolph, V. (2014). Thrombus 

formation at the MitraClip system during percutaneous mitral valve repair. Journal of the 

American College of Cardiology Interventions. https://www.clinicalkey.com/    

    

Lim, D.S., Reynolds, M.R., Feldman,T....Glower, D.D. (2014). Improved functional status and 

quality of life in prohibitive surgical risk patients with degenerative mitral regurgitation after 

transcatheter mitral valve repair. Journal of the American College of Cardiology, 64(2), 182-192.   

http://dx.doi.org/10.1016/j.jacc.2013.10.021    

   

Medtronic, Inc. Medtronic CoreValve System receives FDA approval for high-risk surgery. Press 

Release. Minneapolis, MN: Medtronic; June 12, 2014.    

   

Nishimura RA, Otto CM, Bonow RO, et al. 2014 AHA/ACC Guideline for the Management of 

Patients With Valvular Heart Disease: executive summary: a report of the American College 

ofCardiology/American Heart Association Task Force on Practice Guidelines. Circulation 

2014;129:2440-92. Transcatheter Management of Paravalvular Leaks - American College of 

Cardiology (acc.org)    

   

Percutaneous Mitral Valve Repair (2014, February 20). Retrieved 07 07, 2017 from Hayes:    

https://www.hayesinc.com/subscribers/displaySubscriberArticle.do?articleId=16309    

   

Pope, N.H., & Ailawadi, G. (2014). Transcatheter mitral valve repair. Operative techniques in 

thoracic and cardiovascular surgery (p. 219). Elsevier Inc.    

http://dx.doi.org/10.1053/j.optechstcvs.2014.07.002     

   

Satpathy, R. M. (2015, January 21). Medscape. Retrieved August 2, 2017, from Percutaneous 

valve replacement:  http://emedicine.medscape.com/article/1533692-overview#a7    

   

Tesler, U.F., & Coselli, J.S. (2012). Mitral valve repair: historical evolution and what lies ahead.    

   

Texas Heart Institute Journal, 39(6), 862-865.    

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3528221/    

http://dx.doil.org/10.1016/j.jacc.2014.01.039
http://dx.doil.org/10.1016/j.jacc.2014.01.039
http://dx.doil.org/10.1016/j.jacc.2014.01.039
http://dx.doil.org/10.1016/j.jacc.2014.01.039
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