MVP/Preferred Care BENEFIT INTERPRETATION
Cardiac Revascularization:
External Enhanced Couterpulsation,
Intravascular Brachytherapy,
Transmyocardial Laser Revascularization,
Drug Eluting Stents

Type of Policy
Medical

Codes

Evidence Basis for Policy

Some Proven Benefit. This rating indicates that there are reasonably good data to
support its use in the cited application(s). Further research is required to clarify clinical
indications, contraindications, dosage/duration, comparison with alternative
technologies, and/or impact on clinical outcomes.

Description

Catheter-based Intracoronary Brachytherapy has been approved by the FDA as a
technique to reduce re-stenosis following transluminal intracoronary angioplasty
(PTCA), primarily in those procedures with a stenosis occurring at the site of a prior
stent placement (i.e., “in-stent restenosis”). The FDA has approved a number of
intracoronary brachytherapy devices. This approval, however, limits the use of these
devices to the treatment of in-stent restenosis in native coronary arteries and vein

| grafts. Intra-vascular brachytherapy requires the expertise of a multidisciplinary team
that includes an in-plan interventional cardiologist, an in-plan radiation oncologist, and
an in-plan radiation physicist.

relieve angina pectoris by improving perfusion of areas of the heart deprived of
adequate blood supply. ECP involves sequential pneumatic compression of the legs
that is coordinated with cardiac contractions, and is designed to increase aortic blood
pressure, improve venous blood return, and decrease afterload on the left ventricle.
The goal of ECP is to reduce the severity and frequency of angina pectoris. Members
receive external counterpulsation for one or two 60-minute treatment sessions each day

within two months of initiation of therapy.
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Transmyocardial Laser Revascularization (TMLR) is a surgical technique which
employs a laser to bore holes through the myocardium in an attempt to restore
perfusion to areas of the heart not being adequately perfused by diseased or clogged
coronaries for palliation of intractable angina.

Angioplasty plus stent implantation is a common treatment for angina. Angioplasty
opens the partially blocked artery and the implanted stent keeps it open. Twenty
percent of treated patients have growth of tissue within the stent causing re-stenosis of

over a period of 15-45 days that prevents proliferation of tissue within the stent and
prevents in-stent re-stenosis.

Indications/Criteria

Documentation Reqguirements

Documentation of the clinical severity of the member’s coronary artery disease must be

limited to_the following:
¢ clinical history of heart disease;

o medical therapies attempted and therapeutic results of such therapies;

e PTCA and/or drug eluting stents procedure indication/contraindications and clinical
pertinent documentation;

e exercise testing results;

e imaging study results; and
e general medical condition and life expectancy.

In the case of ECP, the medical record must document the member’s inability to
undergo more traditional re-vascularization techniques (CABG, PTCA). External
cardiac assist, electronic electrocardiography (EECG), pulse oximetry, and
plethymography would be considered part of ECP.

Indications for Catheter-based Intracoronary Brachytherapy

e Intracoronary vascular brachytherapy is indicated as an adjunct to PTCA,
atherectomy, or stent implantation in patients with an in-stent restenosis of a native
coronary artery.

. -

ndications for ECP
o Members who have been diagnosed with disabling angina (Canadian Cardiovascular
Society Class Ill or IV who, in the opinion of a cardiologist or cardiothoracic surgeon,
are not readily amenable to surgical intervention, such as PTCA or cardiac bypass
because:
- their condition is inoperable, or they are at high-risk of operative complications or
post-operative failure;
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- their coronary anatomy is not readily amenable to such procedures; or
- they have co-morbid states that create excessive risk.

Indications for TMLR

o Members who have been diagnosed with disabling intractable, (Canadian
Cardiovascular Society Class Il or V) stable or unstable angina which has been
found refractory to standard medical therapy, including drug therapy at the maximum
tolerated or maximum safe dosages in a hospital inpatient setting. In addition, the
angina syndrome must be caused by areas of the heart not amenable to surgical
therapies such as PTCA, stenting, coronary atherectomy, or coronary bypass.

o Coverage is further limited to those uses of the laser used in performing the
procedure which have been approved by the FDA for the purpose for which they are
being used.

o Members must meet additional selection guidelines such as:
- ejection fraction > 25%;
- viable ischemic heart tissue as established by (unspecified) diagnostic study that
cannot be re-vacularized by direct coronary vascularization; and
- stable cardiovascular status with regard to severe ventricular arrhythmias,
decompensated congestive heart failure or acute myocardial infarction.

Indications for Drug Eluting Stents

e Drug-eluting stents are indicated to improve luminal diameter in vessles and lesions
in accordance with the FDA approved package labeling instructions.

Exclusions/Limitations

e Applications other than those listed in the indications/criteria section for
intracoronary brachytherapy are considered INVESTIGATIONAL, including, but not
limited to, the treatment of coronary stenoses unrelated to prior stent placement and
the treatment of stenoses of non-native coronary vessels and, as such, are not
covered under this policy.

o Recent evidence of a myocardial infarction within three (3) days prior to
brachytherapy.

e History of prior radiotherapy to same arterial segment.

e Evidence of severe peripheral vascular disease.

o Child bearing potential.

o Left main coronary artery disease.

e Intraprocedural angiography shows evidence of thrombus, spasm or dissection;

e Use of radioactive stent for prevention of re-stenosis and treatment of de novo
lesions.
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Reviewed:

Medical Advisory Team: 4/13/08
Approved:

Quality Improvement Committee: 6/9/08
Prior Approval Date: 7/17/06
Last Revision Date: 4/11/08
Origination Date: 6/96
Effective Date: 8/1/08

Note: For Preferred Care authorization requirements refer to Appendix A and Appendix
B in the Referral/Prior Authorization/Notification Administrative Policy. You may also
refer to the "Prior Authorization of Certain Prescription Drugs" for information on drugs
that require prior authorization. Both policies are available on the easyLink for
Providers at www.preferredcare.org.
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FDA has not approved use of drug eluting stents in vessels with a diameter <
2.5 or >3.5mm;

safety and effectiveness has not been established in members with recent Ml
where there is evidence of thrombus or poor flow;

safety and effectiveness has not been established in members with lesions
located at the left main coronary artery, ostial lesions, lesions located at a
bifurcation, diffuse disease, poor overflow distal to the identified lesions, or
tortuous vessels in the region of the lesion;

FDA has not approved drug eluting stents in lesions > 33mm or <8mm,;

member should be advised to avoid MRI imaging eight weeks or longer for
adequate tissue coverage to occur over stent;

drug eluting stents are contraindicated if member cannot take antiplatlet or
anticoagulant therapy. If member has allergy to drug sirolimus (Rapamune®)
or its derivatives polymers known as polymethacrylates or polyolefin;
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the safety of and effectiveness of Cypher™ on a lesion previously targeted by
brachytherapy has not been established. The safety and effectiveness of
brachytherapy to treat Cypher™ in-stent restenosis have not been
established. The synergy between two treatments has not been established.
When more than one stent is required, resulting in stent to stent contact, the
stent material should be similar.
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