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Medical Policy

Joint Medical Policies are a source for BCBSM and BCN medical policy information only. These
documents are not to be used to determine benefits or reimbursement. Please reference the appropriate
certificate or contract for benefit information.
_______________________________________________________________________________
Category: Surgery
*Current Policy Effective Date: 9/1/10

Title: Transcatheter Closure of Cardiac
Defects and/or Occlusion of Left
Atrial Appendage

**Procedure Code(s):
Multiple

____________________________________________________________________________
Description/Background
Heart defects are the most common birth defects. These defects are usually in the structure of
the heart and/or the great vessels. Most heart defects obstruct blood flow in the heart or vessels
near it or cause blood to flow through the heart in an abnormal pattern, although other defects
affecting heart rhythm can also occur. Most of these defects are present at birth but some occur
as the result of a heart attack. Depending on the defect or the size of the defect, there are times
when these birth defects do not manifest themselves until adulthood.
Atrial and ventricular septal defects (ASD and VSD) are congenital defects in which an opening
between the right and left atria or right and left ventricles is present during fetal development and
does not close after birth. In the developing fetus, the ductus arteriosus (DA) is a shunt
connecting the pulmonary artery to the aortic arch. It allows most of the blood from the right
ventricle to bypass the fetus' fluid-filled lungs, protecting the lungs from being overworked and
allowing the left ventricle to strengthen. Another fetal shunt is the foramen ovale (FO), also
referred to as ostium secundum , that allows blood to enter the left atrium from the right atrium also
bypassing the pulmonary circulation. Occasionally the ductus arteriosis (PDA) or the foramen
ovale (PFO) will remain patent or open following birth. These openings allow oxygenated and
deoxygenated blood to mix. Shunting is typically, left to right. The degree of shunting depends on
the size of the defect and on the relative compliance of the ventricles. Symptoms are typically
secondary to the right ventricular and pulmona ry vascular volume overload, which can result in
pulmonary hypertension. Childhood symptoms may be minimal and include failure to thrive and
*See policy history boxes for any previous effective dates if applicable
**See section “CPT/HCPCS Level II Codes” for additional code(s) if applicable.
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frequent pulmonary infections. Adult symptoms include easy fatigability, dyspnea on exertion and
heart failure. Signs vary with the magnitude of shunting.
Until recently, the only way to close the hole between the atria or ventricles was with open heart
surgery. The open procedure carries many risks, as well as extensive scarring and long recovery
time. When closing the opening in open heart surgery, a patch is sewn over the defect or the
defect’s edges are pulled together and the hole is sewn closed. However, with the use of
occluder devices these defects can be closed using a catheter that is inserted into a large vein
and then directed through the body into the heart. Transcatheter devices are designed to repair
or seal certain defects within the heart or great vessels via a minimally invasive, catheter-based
delivery system. These devices consist of two umbrella shaped discs one for each side of the
defect and close to seal the defect. Tissue then grows into and around the fabric and metal
framework of the device. The procedure is performed in the cardiac catheterization laboratory by
an interventional cardiologist using x-ray and echocardiography to determine size of the defect
and placement of the device. By being less invasive, it presents fewer risks than open heart
surgery to repair the defects.
Closure of VSDs has also been investigated as a transmyocardial/perventricular procedure that
involves deployment of an occlusive device via a right ventricular puncture. Perventricular
procedures are currently being investigated as an alternative to the transcatheter approach,
particularly in infants or other patients with poor vascular access. This method of device
placement has generally been reported when performed in combination with cardiac surgery for
coexisting abnormalities, in a so called “hybrid procedure” which normally involves standard
cardiac surgery performed in tandem with interventional transcatheter techniques for closure of a
coexisting defect. It is reported that the perventricular approach may be performed, in some
cases without the need for cardiopulmonary bypass. Currently, there are no occluders that are
FDA approved for this purpose.
Occlusive devices are also being investigated as a treatment method for managing emboli due to
atrial fibrillation. Atrial fibrillation is an abnormal irregular heart rhythm with a chaotic generation of
electrical signals in the atria of the heart. This condition can cause blood to stagnate and form
thrombi in the left atria in an area called the left atrial appendage (LAA). This appendage looks
like a small pouch that sits on the top of the left atria. Surgical ligation of the LAA has been
performed for many years, generally in conjunction with mitral valve repair or other open heart
procedures, with varying results.
Recently a procedure has been developed that delivers an occlusive device through a
percutaneous transcatheter approach into the LAA. The device seals off the LAA to keep harmful
sized thrombi from entering the blood stream, reducing the risk of stroke. Using techniques that
are similar to the ones used in angioplasty procedures, the physician will guide the device into the
heart through a catheter inserted through one of the large veins. Radiographic assessment is
done to determine position for the device and the size of the device that is needed. The device is
then placed in the LAA through the catheter, is released and left permanently implanted in the
heart.
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Several devices have received FDA approval for closure of VSDs, ASDs, PDAs and PFOs for
specific conditions. The Watchman® device, for treatment of emboli from the left atria appendage,
received U. S. Food and Drug Administration (FDA) Advisory Committee premarket approval, with
conditions, by a seven to five vote in April 2009, for closure of the atrial appendage in patient with
atrial fibrillation. Clinical trials are still ongoing for most of these devices.
____________________________________________________________________________
CPT/HCPCS Level II Codes (Note: The inclusion of a code in this list is not a guarantee of
coverage. Please refer to the medical policy statement to determine the status of a given procedure)

Established codes:
93580
93581

37204

Other codes (investigational, not medically necessary, etc.):
33999
0166T
0167T
93799
____________________________________________________________________________
Diagnoses/Medical Conditions
•

Atrial septal defects
•
Ventricular septal defect
•
Patent foramen ovale
•
Fenestration following a Fontan procedure
____________________________________________________________________________
Medical Policy Statement
The safety and effectiveness of transcatheter closure of patent foramen ovale (PFO), atrial (ASD)
and ventricular (VSD) septal defects and patent ductus arteriosus (PDA) have been established
for patients meeting criteria for select procedures. The device used must be FDA approved for
that indication.
Rationale
The evidence from the peer-reviewed literature supports the efficacy of transcatheter closure
of a wide variety of anatomical defects of the heart. In comparison to open surgery,
transcatheter closure, in general, leads to shorter hospital stays, fewer major complications,
and comparable success rates, in terms of defect closure.
The standard approach to repair of specified congenital heart defects is open heart surgery
with all its attendant risks. There are currently occluder devices that are approved by the
FDA that may be used as an alternative to open heart surgery in patients with atrial and
ventricular septal defects and who have undergone a fenestrated Fontan procedure and now
require closure of the fenestration. The use of these devices is generally considered safe,
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given the fact that some of the patients are very young, very small and may be
hemodynamically unstable.
The available published evidence suggests that placement of these occluders is safe and
effective at reducing the amount of blood shunted through small to moderately sized septal
defects in the majority of patients. Successful implantation was achieved in 94-100 percent
of patients and residual shunting was present in 0-8 percent of patients at one year follow-up.
The FDA has approved several devices for septal defects as well as a device for closure of
PDAs. The Amplatzer® Duct Occluder (AGA Medical Corp., Golden Valley, MN) for the
closure of PDA was approved by the FDA in 2003. Studies suggest a success rate of 90-99
percent, with the higher success rates being associated with newer devices. Serious adverse
events tended to be uncommon (occurring in about one in 80 procedures). The evidence
supporting the net benefit of transcatheter PDA closure rises to include large well-designed
case series. Interventional Procedures Guidance issued by the National Institute for Clinical
Excellence (NICE) in 2004 stated that current evidence regarding the safety and efficacy of
endovascular closure of PDA appears adequate to support the use of this procedure.
Evidence to date for transcatheter closure of the left atrial appendage is limited to one
published case series and one published randomized controlled trial, both sponsored by the
manufacturer. The case series followed 66 patients for an average of 24 months and
concluded that the device was feasible and reasonably safe. Follow-up results from the
randomized controlled trial found that the device was noninferior to warfarin over two years in
terms of a composite endpoint of death, cardiovascular events and stroke. The FDA
Advisory Committee voted seven to five to approve premarket approval (PMA) in April 2009.
The final decision is pending.
Medical Policy Position Summary (Nonclinical summary statement for customer
use)

Heart defects are the most common birth defects. These defects are usually in the structure
of the heart and/or the great vessels. Most heart defects obstruct blood flow in the heart or
vessels near it or cause blood to flow through the heart in an abnormal pattern, although
other defects affecting heart rhythm can also occur. Most of these defects are present at
birth but some occur as the result of a heart attack. There are times when some of these
birth defects do not manifest themselves until adulthood.
Atrial and ventricular septal defects are present at birth and are holes between the top two or
bottom two chambers of the heart. These holes are present during the baby’s development
but are supposed to close right after birth. The ductus arteriosus is a connection between
two major arteries of the heart. This too is essential to fetal development and should close at
birth. There are times when there is no closure and open heart surgery must be performed.
Transcatheter closures have been developed as an alternative. The doctor places the
device into the heart through the veins or arteries. Once the position of the device is verified
to be in the correct position the device is released and permanently left inside the heart. The
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devices for these defects have been approved by the U.S. Food and Drug Administration
(FDA) and there is enough evidence in the medical literature to find them safe and effective
for these defects.
The safety and effectiveness of transcatheter closure of patent foramen ovale (PFO), atrial
(ASD) and ventricular (VSD) septal defects and patent ductus arteriosus (PDA) have been
established for patients meeting criteria for select procedures. The device used must be
FDA approved for that indication.
____________________________________________________________________________
Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may
support individual consideration and pre-authorization decisions)

Inclusions:
• Previous fenestrated Fontan palliation procedure that require closure of the fenestration
• Atrial septal defects where the defect is in the secundum position that are less than 20 mm
with a sufficient amount of rim tissue surrounding the defect and there is evidence of left to
right shunting
• Ventricular septal defects that are complex or of significant size to warrant closure based on
anatomical conditions and/or overall medical condition of the patient (i.e., not a surgical
candidate)
• Patent ductus arteriosus
Exclusions:
• Patent foramen ovale (PFO) with recurrent cryptogenic migraine
• Stroke due to presumed paradoxical embolism through a patent foramen ovale who have
failed conventional drug therapy. There are currently no devices that are approved by the
FDA for this indication
• Closure of a ventricular septal defect when performed using the transmyocardial/
perventricular approach (i.e., puncturing the wall of the right ventricle for device placement)
• Open surgery is needed to repair multiple congenital defects or other cardiac defects
• Multiple cardiac defects that cannot be covered by the device
• Closure of left atrial appendage for stroke reduction with atrial fibrillation (i.e., the
WATCHMAN® System, the PLAATO™ System and the Amplatzer® septal occluder)
___________________________________________________________________________
Related Policies
Medical Device Policy (retired)
Transcatheter Placement of Wireless Physiologic Sensor in Aneurysmal Sac During
Endovascular Repair
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___________________________________________________________________________
Medicare Information
Neither national nor local Medicare has a policy regarding the use of septal occluders but
Medicare has these codes on their fee schedule for CPT codes 93580, 93581 and 37204.
(The above Medicare information is current as of the review date for this policy. However, the
coverage issues and policies maintained by the Centers for Medicare & Medicaid Services [CMS,
formerly HCFA] are updated and/or revised periodically. Therefore, the most current CMS information
may not be contained in this document. For the most current information, the reader should contact
an official Medicare source.)
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BLUE CARE NETWORK BENEFIT COVERAGE
POLICY : TRANSCATHETER CLOSURE OF CARDIAC DEFECTS OR OCCLUSION OF LEFT ATRIAL
APPENDAGE
I. Short Description:
Heart defects are the most common birth defects. These defects are usually in the
structure of the heart and/or the great vessels. Most heart defects obstruct blood flow in
the heart or vessels near it or cause blood to flow through the heart in an abnormal
pattern, although other defects affecting heart rhythm can also occur. These defects are
present at birth but some do not manifest themselves or become symptomatic until
adulthood.
Septal defects are “holes” between either the atria or ventricles of the heart that are
essential to fetal growth. The ductus arteriosus is an opening between two major heart
arteries. At birth, all these openings are supposed to close. When these openings do not
close on their own, transcatheter closure is established with the use of occluders for
closing these openings.
The safety and effectiveness of transcatheter closure of patent foramen ovale (PFO),
atrial (ASD) and ventricular (VSD) septal defects and patent ductus arteriosus (PDA)
have been established for patients meeting criteria for select procedures. The device
used must be FDA approved for that indication.
II. Coverage Determination:
Commercial HMO
(includes Self-Funded
groups unless otherwise
specified)
BCNA (Medicare
Advantage)
BCN65 (Medicare
Complementary)

BlueCaid

Covered for certain indications, policy guidelines apply

Covered for certain indications, policy guidelines apply
Coinsurance covered if primary Medicare covers the
service. Exception: If BCN65 member has an “exact-fill”
option, BCN may cover the service even if Medicare
does not.
Covered for certain indications, policy guidelines apply

III. Administrative Guidelines:
•
•

The member's contract must be active at the time the service is rendered.
The service must be authorized by the member's PCP except for Self-Referral Option
(SRO) members seeking Tier 2 coverage.
• Services must be performed by a BCN-contracted provider, if available, except for
SRO members seeking Tier 2 coverage.
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•

Payment is based on BCN payment rules, individual certificate benefits and certificate
riders.
• Appropriate copayments will apply. Refer to certificate and applicable riders for
detailed information.
• CPT - HCPCS codes are used for descriptive purposes only and are not a guarantee
of coverage.
IV. Effective Dates:
Policy updated: 11/18/03, 6/24/04, 7/1/08, 7/1/09, 9/1/10
JUMP policy effective date: 2/16/01
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