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PA.088.MH – Transcatheter Aortic Valve Implantation 
 
This policy applies to the following lines of business:  

✓ MedStar Employee (Select) 
✓ MedStar CareFirst PPO  

 
MedStar Health considers Transcatheter Aortic Valve Implantation (TAVI), 
Transcatheter Aortic Valve Replacement (TAVR) and Transcatheter Pulmonary 
Valve (TPV) Therapy for treatment of severe symptomatic native aortic valve stensosis 
medically necessary for the following indications: 
 

1. Ejection fraction greater than 20% 
2. Without severe aortic insufficiency 
3. Symptomatic from aortic valve stenosis as demonstrated by New York Heart 

Association (NYHA) functional class II or greater 
4. Aortic stenosis with echocardiographically derived criteria of Aortic valve area of 

less than 0.8cm², or mean aortic valve gradient greater than 40mmHg at rest or 
during dobutamine stress echo, or aortic valve area (AVA) index is less than 0.5 
cm2/m2, or a jet velocity of greater than 4.0m/sec  
 

TAVI/TAVR Transfemoral, Transapical, or Other Route Requirements: 
TAVI/TAVR is covered when the following criteria 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. Two cardiac surgeons have independently examined the patient face-to-
face and determined: 

a. Patient is not a candidate for open aortic valve replacement (AVR) 
surgery and existing comorbidities would not preclude the expected 
benefit from correction of aortic stenosis or 

b. Patient is an operative candidate but deemed a high surgical risk as 
documented by STS score of ≥8 or Heart Team assessment of 
≥15% risk of mortality with open surgical approach. 
 

NOTE:  The transfemoral route is the primary preferred route and other routes are only 
considered when the transfemoral route is precluded due to anatomic or other medical 
reasons. 
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Pulmonary Valve 
Transcatheter Pulmonary heart valve replacement is intended for use as an adjunct to 
surgery in the management of pediatric and adult patient with the following clinical 
conditions: 
• Existence of a full (circumferential) RVOT conduit that was equal to or greater 

than 16 mm in diameter when originally implanted,  
• Dysfunctional RVOT conduit with a clinical indication for intervention: 
•  Regurgitation: ≥ moderate regurgitation, AND/OR  
•  Stenosis: mean RVOT gradient ≥ 35 mmHg. 
 
 
Limitations/Exclusions 
 
Aortic Valve 

1. TAVR is not covered for patients in whom existing co-morbidities would preclude 
the expected benefit from correction of the aortic stenosis 
2. Patients who cannot tolerate an anticoagulation/antiplatelet regimen. 
3. History of active bacterial endocarditis or other active infection. 
4. Evidence of an acute myocardial infarction ≤ 1 month prior to the implantation. 
5. Aortic valve is a congenital unicuspid or bicuspid valve.  
6. Non-calcified aortic annulus. 
7. Evidence of intracardiac mass, thrombus or vegetation. 
8. Re-do of TAVI/TAVR procedure would be considered off-label use but will require 
a case by case review. 
9. Known allergy/sensitivity to nickel or titanium  
10. Sensitivity to contrast media used during the procedure  

 
TAVR must be furnished in a hospital with the appropriate infrastructure that includes 
but is not limited to: 

• On-site heart valve surgery program, 

• Cardiac catheterization lab or hybrid operating room/catheterization lab equipped 
with a fixed radiographic imaging system with flat-panel fluoroscopy, offering 
quality imaging, 

• Non-invasive imaging such as echocardiography, vascular ultrasound, computed 
tomography (CT) and magnetic resonance (MR), 

• Sufficient space, in a sterile environment, to accommodate necessary equipment 
for cases with and without complications, 

• Post-procedure intensive care facility with personnel experienced in managing 
patients who have undergone open-heart valve procedures, 
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• Appropriate volume requirements per the applicable qualifications listed in CMS 
NCD 20.32, including heart team requirements, hospital team requirements, and 
registry requirements. 

 
Pulmonary Valve: 

1. The intended lifetime for the Melody® device is 2 years. 
2. Venous anatomy unable to accommodate a 22 Fr size introducer sheath;  
3. Implantation in left heart; 
4. Unfavorable right ventricular outflow tract for good stent anchorage; 
5. Severe right ventricular outflow obstruction, which cannot be dilated by balloon; 
6. Obstruction of the central veins; 
7. Clinical or biological signs of infection; 
8. Active endocarditis; 
9. Known allergy to aspirin or heparin; 
10. Pregnancy. 

 
Background 
TAVR, or TAVI, is a new technology for use in treating aortic stenosis. A bioprosthetic 
valve is inserted intravascularly using a catheter and implanted in the orifice of the 
native aortic valve. The procedure is performed in a cardiac catheterization lab or a 
hybrid operating room/cardiac catheterization lab with advanced quality imaging and 
with the ability to safely accommodate complicated cases that may require conversion 
to an open surgical procedure. The interventional cardiologist and cardiothoracic 
surgeon jointly participate in the intra-operative technical aspects of TAVR.  
 
On May 1, 2012, the Centers for Medicare & Medicaid Services (CMS) issued a NCD 
covering TAVR under Coverage with Evidence Development (CED). When the 
procedure is furnished for the treatment of symptomatic aortic stenosis and according to 
a Food and Drug Administration (FDA) approved indication for use with an approved 
device, CED requires that each patient be entered into a qualified national registry. In 
addition, prior to receiving TAVR, face-to-face examinations of the patient are required 
by two cardiac surgeons to evaluate the patient’s suitability for open aortic valve 
replacement (AVR). The NCD lists criteria for the physician operators and hospitals that 
must be met prior to beginning a TAVR program and after a TAVR program is 
established. 
 
 
Codes: 

CPT Codes  

Code Description 
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33361 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve: percutaneous femoral artery approach 

33362 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve:  open femoral artery approach 

33363 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve:  open axillary approach 

33364 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve:  open iliac approach 

33365 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve:  transaortic approach 

33366 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve:  transapical exposure 

33367 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve; cardiopulmonary bypass support with percutaneous peripheral 
arterial and venous cannulation (eg, femoral vessels) 

33368 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve; cardiopulmonary bypass support with open peripheral arterial 
and venous cannulation (eg, femoral, iliac, axillary vessels) 

33369 Transcatheter aortic valve replacement (TAVR/TAVI) with prosthetic 
valve; cardiopulmonary bypass support with central arterial and venous 
cannulation (eg, aorta, right atrium, pulmonary artery) 

0262T Implantation of catheter-delivered prosthetic pulmonary valve, 
endovascular approach 

 
References 
  
 
References 
1. Bonow RO, Carabello BA, Chatterjee K, et al.  2008 Focused update incorporated 

into the ACC/AHA 2006 guidelines for the management of patients with valvular 
heart disease: a report of the American College of Cardiology/American Heart 
Association Task Force on Practice Guidelines (Writing Committee to Revise the 
1998 Guidelines for the Management of Patients With Valvular Heart Disease): 
endorsed by the Society of Cardiovascular Anesthesiologists, Society for 
Cardiovascular Angiography and Interventions, and Society of Thoracic Surgeons . 
Circulation, 2008 Oct 7;118(15):e523-661. doi: 



PA.088.MH – Transcatheter Aortic Valve Implantation 
 Policy Number: PA.088.MH 

Last Review Date: 02/09/2018 
Effective Date: 04/01/2018 

 

Page 5 of 7 

10.1161/CIRCULATIONAHA.108.190748. Epub 2008 Sep 26 . 
http://circ.ahajournals.org/content/118/15/e523.full.pdf+html 

2. Centers for Medicare and Medicaid Services:  Medicare Learning Network Matters 
(MM8168) National Coverage Determination (NCD)- Transcatheter Aortic Valve 
Replacement (TAVR) Coding Update/Policy Clarification.  Effective January 1, 2013.  
http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-
MLN/MLNMattersArticles/Downloads/MM8168.pdf 

3. Centers for Medicare and Medicaid Services (CMS). National Coverage 
Determination (NCD) No. 20.32. Transcatheter Aortic Valve Replacement (TAVR). 
Effective date: 05/01/2012  Implementation date: 01/07/2013. 
http://www.cms.gov/medicare-coverage-database/details/ncd-
details.aspx?NCDId=355&ncdver=1&DocID=20.32&SearchType=Advanced&bc=IAA
AAAgAAAAAAA%3d%3d& 

4. Centers for Medicare and Medicaid Services (CMS).  Medicare Learning Network 
(MLN). MLN Matters MM8537 -  Transcatheter Aortic Valve Replacement (TAVR) - 
Implementation of Permanent CPT Code. Effective date: 01/01/2014. 
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-
MLN/MLNMattersArticles/Downloads/MM8537.pdf 

5. Edwards Lifesciences Corp.. SAPIEN Transcatheter Heart Valve. ©2013, Edwards 
Lifesciences Corp. 
http://www.edwards.com/products/transcathetervalve/pages/sapienthv.aspx?sapien
media=1 

6. Edwards Lifesciences Corp. SAPIEN XT Transcatheter Heart Valve. ©2015, 
Edwards Lifesciences Corp.  [video presentations] Available at: 
http://www.edwards.com/Products/transcathetervalve/Pages/THVcategory.aspx 

7. Hayes. Transcatheter Aortic Valve Implanatation for Aortic Stenosis. Reviewed 
04/07/2015.  

8. Hu, P.P., TAVR and SAVR: Current Treatment of Aortic Stenosis, Clinical Medicine 
Insights: Cardiology, 2012 Aug 23, 6: 125-139.  
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3431975/ 

9. Holmes, D.R., Mack, M.J., Kaul, S., Agnihotri, A., Alexander, K.P., Bailey, S.R., 
Calhoon, J.H., Carabello, B.A., Desai, M.Y., Edwards, F.H., Francis, G.S., Gardner, 
T.J., Kappetein, A.P., Linderbaum, J.A., Mukherjee, C., Mukherjee, D. Otto, C.M., 
Ruiz, C.E., Sacco, R.L., Smith, D., & Thomas, J.D.  2012 ACCF/AATS/SCAI/STS 
Expert Consensus Document on Transchatheter Aortic Valve Replacement. J Am 
Coll Cardiol.  2012 Mar 27; 59(3): 1200-1254.  
http://www.sciencedirect.com/science/article/pii/S0735109712000022# 

10. McElhinney DB, Hennesen JT. The Melody® valve and Ensemble® delivery system 
for transcatheter pulmonary valve replacement. Ann N Y Acad Sci. 2013 
Jul;1291:77-85. doi: 10.1111/nyas.12194. Epub 2013 Jul 8. 
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3910161/pdf/nyas1291-0077.pdf 

http://circ.ahajournals.org/content/118/15/e523.full.pdf+html
http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/MM8168.pdf
http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/MM8168.pdf
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=355&ncdver=1&DocID=20.32&SearchType=Advanced&bc=IAAAAAgAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=355&ncdver=1&DocID=20.32&SearchType=Advanced&bc=IAAAAAgAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=355&ncdver=1&DocID=20.32&SearchType=Advanced&bc=IAAAAAgAAAAAAA%3d%3d&
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/MM8537.pdf
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/Downloads/MM8537.pdf
http://www.edwards.com/products/transcathetervalve/pages/sapienthv.aspx?sapienmedia=1
http://www.edwards.com/products/transcathetervalve/pages/sapienthv.aspx?sapienmedia=1
http://www.edwards.com/Products/transcathetervalve/Pages/THVcategory.aspx
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3431975/
http://www.sciencedirect.com/science/article/pii/S0735109712000022
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC4189353/pdf/i0730-2347-41-5-511.pdf


PA.088.MH – Transcatheter Aortic Valve Implantation 
 Policy Number: PA.088.MH 

Last Review Date: 02/09/2018 
Effective Date: 04/01/2018 

 

Page 6 of 7 

11. Medtronic.  Melody® Transcatheter Pulmonary Valve (TPV) Therapy. 
UC201503903EN 02/2015.  © 2015, Medtronic. Available at:  
http://www.medtronic.com/melody/patient/therapy.html 

12. Medtronic. Melody Transcatheter Pulomary Valve Ensemble Transcatheter Valve 
Delivery System. Important Labeling Information for United States. 2015. Available 
at: http://www.medtronic.com/melody/safety-info.html  

13. Society of Thoracic Surgeons. Press Release: Society of Thoracic Surgeons and 
American College of Cardiology support national coverage determination for 
transcatheter aortic valve replacement. Feb. 3, 2012.  http://www.sts.org/news/sts-
and-acc-support-national-coverage-analysis-transcatheter-aortic-valve-replacement 

14. The Society of Thoracic Surgeons and the American College of Cardiology.  Formal 
Request for a Medicare National Coverage Determination (NCD) for Transcatheter 
Aortic Valve Replacement (TAVR) Procedures. September 22, 2011. 
http://www.cms.gov/Medicare/Coverage/DeterminationProcess/downloads/id257.pdf 

15. The Society of Thoracic Surgeons.  Reporting Transcatheter Aortic Valve 
Replacement (TAVR) Procedures in 2013, Issued 2013.  
http://www.sts.org/sites/default/files/documents/pdf/advocacy/ReportingTAVRin2013
.pdf 

16. The Society of Thoracic Surgeons. Online STS Adult Surgery Risk Calculator. 
http://riskcalc.sts.org  

17. The Society of Thoracic Surgeons. STS Adult Cardiac Surgery Database Risk Model 
Variables - Data Version 2.73. Fall 2007, 
http://riskcalc.sts.org/STSWebRiskCalc273/About%20the%20STS%20Risk%20Calc
ulator%20v2.73.pdf 

18. United States Food and Drug Administration: FDA News Release- FDA Approval 
Expands Access to Artificial Heart Valve for Inoperable Patients.  September 23, 
2013.  
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm369510.htm 

19. U.S. Food and Drug Administration (FDA). September 2013 PreMarket Approvals. 
Updated June 17, 2014.  
http://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovals
andclearances/pmaapprovals/ucm380991.htm 

20. U.S. Food and Drug Administration (FDA). Expanded Approval Letter: Edwards 
SAPIEN Transcatheter Heart Valve (THV) – P110021. Oct. 19, 2012. 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApproval
sandClearances/Recently-ApprovedDevices/ucm327342.htm 

21. U.S. Food and Drug Administration (FDA). Approval Letter: Edwards SAPIEN 
Transcatheter Heart Valve (THV). – P100041. Nov. 2, 2011. 
http://www.accessdata.fda.gov/cdrh_docs/pdf10/p100041a.pdf 

 
 

http://www.medtronic.com/melody/patient/therapy.html
http://www.medtronic.com/melody/safety-info.html
http://www.sts.org/news/sts-and-acc-support-national-coverage-analysis-transcatheter-aortic-valve-replacement
http://www.sts.org/news/sts-and-acc-support-national-coverage-analysis-transcatheter-aortic-valve-replacement
http://www.cms.gov/Medicare/Coverage/DeterminationProcess/downloads/id257.pdf
http://www.sts.org/sites/default/files/documents/pdf/advocacy/ReportingTAVRin2013.pdf
http://www.sts.org/sites/default/files/documents/pdf/advocacy/ReportingTAVRin2013.pdf
http://riskcalc.sts.org/
http://riskcalc.sts.org/STSWebRiskCalc273/About%20the%20STS%20Risk%20Calculator%20v2.73.pdf
http://riskcalc.sts.org/STSWebRiskCalc273/About%20the%20STS%20Risk%20Calculator%20v2.73.pdf
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm369510.htm
http://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovalsandclearances/pmaapprovals/ucm380991.htm
http://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovalsandclearances/pmaapprovals/ucm380991.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm327342.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm327342.htm
http://www.accessdata.fda.gov/cdrh_docs/pdf10/p100041a.pdf


PA.088.MH – Transcatheter Aortic Valve Implantation 
 Policy Number: PA.088.MH 

Last Review Date: 02/09/2018 
Effective Date: 04/01/2018 

 

Page 7 of 7 

Disclaimer: 
MedStar Health medical payment and prior authorization policies do not constitute 
medical advice and are not intended to govern or otherwise influence the practice of 
medicine.  The policies constitute only the reimbursement and coverage guidelines of 
MedStar Health and its affiliated managed care entities.  Coverage for services varies 
for individual members in accordance with the terms and conditions of applicable 
Certificates of Coverage, Summary Plan Descriptions, or contracts with governing 
regulatory agencies.    
 
MedStar Health reserves the right to review and update the medical payment and prior 
authorization guidelines in its sole discretion.  Notice of such changes, if necessary, 
shall be provided in accordance with the terms and conditions of provider agreements 
and any applicable laws or regulations.    
 
These policies are the proprietary information of Evolent Health.  Any sale, copying, or 
dissemination of said policies is prohibited. 


