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April 15, 2017 

 

John S. Yao, MD, Staff Vice President, 

Medical Policy Development 

Anthem, Inc 

Mail Stop:  CAT201-M012 

120 S. Via Merida 

Thousand Oaks, CA  91362 

 

***Submitted electronically via email to Technology.Compendium@Anthem.com 

to the attention of Barbara Brown, Medical Policy Coordinator, Office of Medical 

Policy & Technology Assessment*** 

 

RE: Transcatheter Heart Valve Procedures Policy #: SURG.00121 - Talking 

Points in Support of Extending Coverage for Transcatheter Mitral Valve 

Repair  

 

Dear Dr. Yao: 

 

The Society for Cardiovascular Angiography and Interventions (SCAI) is a non-

profit professional association with over 4,500 members representing the majority 

of practicing interventional cardiologists and cardiac cath teams in the United 

States including the majority of structural heart disease specialists. SCAI promotes 

excellence in interventional cardiovascular medicine through education, 

representation and the advancement of quality standards to enhance patient care.  

 

We appreciate the time extended to us on February 24, 2017 to discuss revising 

Anthem’s Transcatheter Heart Valve Procedures Policy #: SURG.00121 to expand 

coverage for Transcatheter Mitral Valve Repair (TMVR) [using leaflet repair (for 

example, MitraClip Clip Delivery System)]. As you know, the policy currently 

finds TMVR [using leaflet repair (for example, MitraClip Clip Delivery System)] 

to be considered investigational and not medically necessary for all indications. 

 

TMVR is No Longer Considered Investigational 

Per Anthem’s Investigational Criteria [Document #: ADMIN.00005], Anthem 

defines “investigational” to mean a procedure, treatment, supply, device, 

equipment, facility or drug (all services) does not meet the Company Technology 

Evaluation Criteria because it does not meet one or more of the following criteria: 

 have final approval from the appropriate government regulatory body; or 

 have the credible scientific evidence published in peer-reviewed medical 

literature generally recognized by the relevant medial community which 

permits reasonable conclusions concerning the effect of the procedure, 

treatment, supply, device equipment, facility or drug (all services) on 

health outcomes; or 
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 be proven materially to improve the net health outcomes; or  

 be as beneficial as any established alternative; or  

 show improvement outside the investigational settings.  

 

SCAI does NOT find TMVR [using leaflet repair (for example, MitraClip Clip Delivery System)] to 

be investigational.  

 

The MitraClip® Clip Delivery System received FDA approval on October 24, 2014. The FDA 

labeling for the MitraClip Clip Delivery System supports the following, indications for use:  

 

The MitraClip Clip Delivery System is indicated for the percutaneous reduction of significant 

symptomatic mitral regurgitation (MR ≥ 3+) due to primary abnormality of the mitral 

apparatus [degenerative MR] in patients who have been determined to be at prohibitive risk for 

mitral valve surgery by a heart team, which includes a cardiac surgeon experienced in mitral 

valve surgery and a cardiologist experienced in mitral valve disease, and in whom existing 

comorbidities would not preclude the expected benefit from reduction of the mitral 

regurgitation. 

 (see, https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100009b.pdf) 

 

The FDA found the MitraClip® Clip Delivery System for the treatment of regurgitation to “address 

an unmet clinical need in that it represents a breakthrough technology that provides a clinically 

meaningful advantage over existing technology by being the first available percutaneous mitral 

valve repair device”. 

 

The body of literature in support of TMVR is extensive and continues to grow. At the February 2015 

AMA CPT Editorial Panel meeting, the Panel reviewed what was presented at the time as being the 

five most significant papers in support of TMVR [using leaflet repair (for example, MitraClip Clip 

Delivery System)] and found the literature to support that TMVR had evolved from an emerging 

technology to an established procedure worthy of a Category I code (see Attachment_01 for the 

literature summary considered by the AMA CPT Editorial Panel).  

 

Since the 2014 AMA CPT Editorial Panel meeting, another significant paper has been published Real 

World Expanded Multi-center Study of the MitraClip System [REALISM]; NCT01931956 [(J Am Coll 

Cardiol 2014;64:182–92), finding, “TMVR in prohibitive surgical risk patients is associated with 

safety and good clinical outcomes, including decreases in rehospitalization, functional 

improvements, and favorable ventricular remodeling, at 1 year.” (Attachment 02) 

  

TMVR is Medically Necessary for a Select Subset of Patients 

Per Anthem’s Medical Necessity Criteria [Policy#: ADMIN.00004], Anthem defines “medically 

necessary as “procedures, treatments, supplies, devices, equipment, facilities or drugs (all services) 

that a medical practitioner, exercising prudent clinical judgment, would provide to a covered 

individual for the purpose of preventing, evaluating, diagnosing or treating an illness, injury or disease 

or its symptoms, and that are: 

• in accordance with generally accepted standards of medical practice; and 
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• clinically appropriate in terms of type, frequency, extent, site and duration and considered 

effective for the covered individual's illness, injury or disease; and 

• not primarily for the convenience of the covered individual, physician or other health care 

provider; and 

• not more costly than an alternative service or sequence of services at least as likely to 

produce equivalent therapeutic or diagnostic results as to the diagnosis or treatment of that 

covered individual's illness, injury or disease. 

 

SCAI finds TMVR [using leaflet repair (for example, MitraClip Clip Delivery System)] medically 

necessary for persons with grade 3+ to 4+ symptomatic degenerative mitral regurgitation and at high-

risk for traditional open-heart mitral valve surgery. Providers all over the Unites States are currently 

treating patients with grade 3+ to 4+ symptomatic degenerative mitral regurgitation and at high-risk 

for traditional open-heart mitral valve surgery with TMVR [using leaflet repair (for example, 

MitraClip Clip Delivery System)]. SCAI conducted an environmental scan of existing coverage 

policies for TMVR Repair finding the majority of non-Medicare, commercial insurance carriers are 

currently supporting coverage for TMVR [using leaflet repair (for example, MitraClip Clip Delivery 

System)].  

 

In the 2017 valve guideline update (Nishimura RA, Otto CM, Bonow RO, Carabello BA, Erwin III JP, 

Fleisher LA, Jneid H, Mack MJ, McLeod CJ, O’Gara PT, Rigolin VH, Sundt III TM, Thompson A, 

2017 AHA/ACC Focused Update of the 2014 AHA/ACC Guideline for the Management of Patients 

With Valvular Heart Disease, Journal of the American College of Cardiology (2017), doi: 

10.1016/j.jacc.2017.03.011.), TMVR has a specific recommendation in accordance with the FDA 

approved indication: Transcatheter mitral valve repair may be considered for severely symptomatic 

patients (NYHA class III to IV) with chronic severe primary MR (stage D) who have favorable 

anatomy for the repair procedure and a reasonable life expectancy but who have a prohibitive surgical 

risk because of severe comorbidities and remain severely symptomatic despite optimal GDMT for 

heart failure (see Attachment 03).  

 

As a matter of fact, Anthem is currently processing claims for TMVR patients [using leaflet repair (for 

example, MitraClip Clip Delivery System)] meeting the criteria for the national Blue Cross Blue 

Shield Federal Employee Program, whose claims are processed by the providers’ local carrier. The 

national Blue Cross Blue Shield Federal Employee Program, finds:   

 

Transcatheter mitral valve repair with a device cleared by the Food and Drug Administration 

for use in mitral valve repair may be considered medically necessary for patients with 

symptomatic, degenerative mitral regurgitation who are considered at prohibitive risk for open 

surgery (See, Attachment_04]) 

 

This discordance in coverage by Anthem is resulting in the teacher covered by an Anthem Virginia 

State Employee policy not having the same access to TMVR [using leaflet repair (for example, 

MitraClip Clip Delivery System)] as the Federal Postal Service employee that delivers the teacher’s 

mail.  

 

SCAI implores Anthem to update its’ coverage policy for TMVR [using leaflet repair (for 

example, MitraClip Clip Delivery System)] to bring it in line with those of other carriers.  
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If SCAI can be of any further assistance in connecting Anthem’s Coverage Team with leading experts 

in the field, please do not hesitate to contact Mrs. Dawn R. Gray (Hopkins), Director of 

Reimbursement & Regulatory Affairs at (800) 253-4636, ext. 510 or dgray@scai.org. 

 

 

Sincerely,  

 

 

 

 

Clifford J. Kavinsky, MD, PhD, FSCAI   

SCAI Structural Heart Disease Committee, Chair 
 

 

CC:  Kenneth Rosenfield, MD, MHCDS, MSCAI 

Francesca Dea, CAE  

 Osvaldo S. Gigliotti, MD, FSCAI 

 Dmitriy Feldman, MD, FSCAI 

 Dawn R. Gray (Hopkins), SCAI  

 
 


