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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at 
the end of this document. 
 
Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be 
read in its entirety to determine coverage eligibility, if any. 
 
This Evidence-Based Criteria provides information related to coverage determinations only and 
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider 
and the member are responsible for all decisions regarding the appropriateness of care. Providers 
should provide BCBSAZ complete medical rationale when requesting any exceptions to these 
guidelines. 
 
The section identified as “Description” defines or describes a service, procedure, medical device 
or drug and is in no way intended as a statement of medical necessity and/or coverage. 
 
The section identified as “Criteria” defines criteria to determine whether a service, procedure, 
medical device or drug is considered medically necessary or experimental or investigational. 
 
State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological 
product approved by the U.S. Food and Drug Administration (FDA) may not be considered 
experimental or investigational and thus the drug, device or biological product may be assessed 
only on the basis of medical necessity. 
 
Evidence-Based Criteria are subject to change as new information becomes available. 
 
For purposes of this Evidence-Based Criteria, the terms "experimental" and "investigational" are 
considered to be interchangeable. 
 
BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks 
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and 
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the 
property of their respective owners, which are not affiliated with BCBSAZ. 
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Description:  
 
Transcatheter mitral valve repair (TMVR) is an alternative to surgical therapy for mitral regurgitation (MR). 
MR is a common valvular heart disease that can result from a primary structural abnormality of the mitral 
valve (MV) complex or a secondary dilatation of an anatomically normal MV due to a dilated left ventricle 
caused by ischemic or dilated cardiomyopathy. Surgical therapy may be underutilized, particularly in 
individuals with multiple comorbidities, suggesting that there is an unmet need for less invasive 
procedures for MV repair.  
 
Mitral valve-in-valve replacement is a minimally invasive procedure designed to treat individuals with 
failing surgical bioprosthetic mitral valves who are at high risk for complications with repeat open-heart 
surgery. The Edwards SAPIEN 3 Transcatheter Heart Valve received FDA approval in June 2017 for 
individuals with a failing surgical bioprosthetic mitral valve who are at high or prohibitive risk for repeat 
surgery. The procedure involves deploying the replacement valve within the failing bioprosthetic valve 
using a catheter-based transapical or transseptal approach. Once in position, the replacement valve is 
expanded, pushing the leaflets of the failing bioprosthetic valve aside and taking over the valve function. 
 
Two devices, MitraClip™ and PASCAL™, have approval from the U.S. Food and Drug Administration for 
the treatment of severe symptomatic MR due to a primary abnormality of the MV (primary MR) in 
individuals considered at prohibitive risk for surgery. MitraClip is also approved for individuals with heart 
failure and moderate-to-severe or severe symptomatic secondary MR despite the use of maximally 
tolerated guideline-directed medical therapy. The Edwards SAPIEN 3 transcatheter heart valve has been 
approved by the U.S. Food and Drug Administration for transcatheter mitral valve-in-valve replacement 
(TMViVR) in individuals with a failing surgical bioprosthetic mitral valve who are at high or greater risk for 
repeat surgery.  
 
In September 2022, the FDA approved the PASCAL Precision Transcatheter Valve Repair System 
through the premarket approval process for treatment of significant, symptomatic mitral regurgitation (MR 
≥3+) due to primary abnormality of the mitral apparatus (degenerative MR) in individuals who have been 
determined to be at prohibitive risk for mitral valve surgery by a heart team. 
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Criteria:  
 
 Transcatheter mitral valve repair (TMVR) for individuals with symptomatic, primary mitral regurgitation 

(MR) who are considered at prohibitive risk for open surgery is considered medically necessary with 
documentation of ALL of the following:  

 
1. Device is FDA-approved for use in mitral valve repair 

 
2. ONE of the following: 

▪ Presence of a Society for Thoracic Surgeons predicted mortality risk of 12% or greater and/or 
▪ Presence of a logistic EuroSCORE of 20% or greater. 

 

 TMVR for individuals with heart failure and moderate-to-severe or severe symptomatic secondary MR 
despite the use of maximally tolerated guideline-directed medical therapy is considered medically 
necessary with documentation of ALL of the following:  

 
1. Device is FDA-approved for use in mitral valve repair 

 
2. ONE of the following: 

 
▪ Grade 3+ (moderate) or 4+ (severe) MR confirmed by echocardiography 
▪ New York Heart Association (NYHA) functional class II, III, IVa (ambulatory) and cardiac 

resynchronization therapy (if appropriate) administered in accordance with guidelines of 
professional societies 

 
 TMVR for all other indications not previously listed or if above criteria not met is considered 

experimental or investigational when any ONE or more of the following criteria are met:  
 

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 
Administration); or 

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting.  
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 Transcatheter mitral valve-in-valve replacement (TMViVR) is considered medically necessary with 

documentation of ALL of the following: 

1. Device is FDA-approved for use in mitral valve-in-valve repair 
 

2. Failure (stenosed, insufficient, or combined) of a surgical bioprosthetic mitral valve 
 

3. New York Heart Association heart failure class II, III, or IV symptoms 
 

4. ONE of the following: 
 

▪ Individual is not an operable candidate for open surgery as documented by at least 2 
cardiovascular specialists (including a cardiac surgeon) 

▪ Individual is an operable candidate but is considered at increased surgical risk for open 
surgery, as documented by at least 2 cardiac specialists (including a cardiac surgeon) 

▪ Individual is considered at increased surgical risk for open surgery (e.g., repeat sternotomy) 
due to a history of congenital vascular anomalies AND/OR has a complex intrathoracic 
surgical history, as documented by at least 2 cardiovascular specialists (including a cardiac 
surgeon) 

 
 TMViVR for all other indications not previously listed or if above criteria not met is considered 

experimental or investigational when any ONE or more of the following criteria are met:  
 

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 
Administration); or 

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting.  

 
 
Resources:   
 
Literature reviewed 09/17/24. We do not include marketing materials, poster boards and non-
published literature in our review. 
 
Resources prior to 09/17/24 may be requested from the BCBSAZ Medical Policy and Technology 
Research 
 
1. Akodad M, Trpkov C, Cheung A, et al. Valve-in-Valve Transcatheter Mitral Valve Replacement: A 

Large First-in-Human 13-Year Experience. Can J Cardiol. Dec 2023;39(12):1959-1970. 
doi:10.1016/j.cjca.2023.08.018 
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Policy Revisions: 
 
09/17/24: Added:  “Transcatheter mitral valve-in-valve replacement (TMViVR) is considered  

medically necessary with documentation of ALL of the following: 1. Device 
is FDA-approved for use in mitral valve-in-valve repair; 2. Failure (stenosed, 
insufficient, or combined) of a surgical bioprosthetic mitral valve; 3. New 
York Heart Association heart failure class II, III, or IV symptoms; 4. ONE of 
the following: Individual is not an operable candidate for open surgery as 
documented by at least 2 cardiovascular specialists (including a cardiac 
surgeon), Individual is an operable candidate but is considered at increased 
surgical risk for open surgery, as documented by at least 2 cardiac 
specialists (including a cardiac surgeon), Individual is considered at 
increased surgical risk for open surgery (e.g., repeat sternotomy) due to a 
history of congenital vascular anomalies AND/OR has a complex 
intrathoracic surgical history, as documented by at least 2 cardiovascular 
specialists (including a cardiac surgeon)” to Criteria section; “TMViVR for all 
other indications not previously listed or if above criteria not met is 
considered experimental or investigational when any ONE or more of the 
following criteria are met: 1. Lack of final approval from the appropriate 
governmental regulatory bodies (e.g., Food and Drug Administration); or 2. 
Insufficient scientific evidence to permit conclusions concerning the effect 
on health outcomes; or 3. Insufficient evidence to support improvement of 
the net health outcome; or 4. Insufficient evidence to support improvement 
of the net health outcome as much as, or more than, established 
alternatives; or 5. Insufficient evidence to support improvement outside the 
investigational setting.” to Criteria section. 

09/17/24 Updated: Description section; Resources section 
07/05/23 Added:  “Insufficient evidence to support improvement of the net health outcome; 

or”, and “Insufficient evidence to support improvement of the net health  
outcome as much as, or more than, established alternatives, or” to 
experimental or investigational criteria bullets 

07/05/23 Revised: “Insufficient evidence to support improvement outside the investigational  
setting” from #3 to #5 in experimental or investigational criteria bullets  

07/05/23 Updated: Description section; Resource section   
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Non-Discrimination Statement: 
 
Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws 
and does not discriminate on the basis of race, color, national origin, age, disability or sex. 
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written 
information in other formats, to people with disabilities to communicate effectively with us. 
BCBSAZ also provides free language services to people whose primary language is not English, 
such as qualified interpreters and information written in other languages. If you need these 
services, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids 
and services. 
 
If you believe that BCBSAZ has failed to provide these services or discriminated in another way 
on the basis of race, color, national origin, age, disability or sex, you can file a grievance with: 
BCBSAZ’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of 
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823, 
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a 
grievance BCBSAZ’s Civil Rights Coordinator is available to help you. You can also file a civil 
rights complaint with the U.S. Department of Health and Human Services, Office for Civil Rights 
electronically through the Office for Civil Rights Complaint Portal, available at 
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at: U.S. Department of Health 
and Human Services, 200 Independence Avenue SW., Room 509F, HHH Building, Washington, DC 
20201, 1–800–368–1019, 800–537–7697 (TDD). Complaint forms are available at 
http://www.hhs.gov/ocr/office/file/index.html 
 
Multi-Language Interpreter Services: 
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