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OVERVIEW 
Drug-coated balloons (DCBs) deliver antiproliferative agents directly to the coronary vessel wall via a 
semicompliant balloon coated with drugs (typically paclitaxel, sirolimus, or everolimus) embedded in a carrier 
matrix that rapidly diffuses into the vessel wall during inflation, without requiring permanent stent implantation. 
This approach provides localized drug delivery to inhibit neointimal hyperplasia while avoiding additional 
metallic layers. 

MEDICAL CRITERIA 
Not applicable  

PRIOR AUTHORIZATION 
Not applicable  

POLICY STATEMENT 
Medicare Advantage Plans 
Intracoronary Drug Delivery Balloon Procedures are not covered as the evidence is insufficient to determine 
the effects of the technology on health outcomes. 

Commercial Products 
Intracoronary Drug Delivery Balloon Procedures are considered not medically necessary as the evidence is 
insufficient to determine the effects of the technology on health outcomes. 

BACKGROUND 
For individuals with in-stent restenosis (ISR) who receive percutaneous coronary intervention (PCI) with drug-
coated balloons (DCBs), the evidence includes 1 meta-analysis, 1 network meta-analysis, 1 RCT, and 3 non-
randomized studies. Relevant outcomes are major adverse cardiac events (MACE) (including cardiac death, 
myocardial infarction [MI], and target-lesion [TLR]/vessel revascularization [TVR]), stent or target-lesion 
thrombosis, and treatment-related procedural and long-term complications. A meta-analysis of 4 randomized 
trials comparing paclitaxel DCB with paclitaxel drug-eluting stents (DES) for coronary ISR and found no 
statistically significant differences for late lumen loss, recurrent binary restenosis, device success, MI incidence, 
or death at 6 to 9 months; however, sirolimus and everolimus DES were not included. A network meta-analysis 
of 18 ISR trials found that, compared with balloon angioplasty without a DCB, limus- and paclitaxel-coated 
balloons and second-generation DES each reduced MACE and TLR, with no significant difference in MACE 
between paclitaxel DCB and DES; however, DES was favored over DCBs in rankogram analysis driven by 
observed relative benefits in the rate of TLR. In the pivotal AGENT IDE RCT of adults with coronary ISR, 
AGENT DCB reduced 1-year TLF, TLR, TVR, and TVF compared with the uncoated balloon, with similar 
all-cause and cardiovascular death and numerically fewer definite/probable stent thrombosis events. 
Prespecified subgroup analyses showed that AGENT maintained a lower 1-year TLF than the uncoated balloon 
in small-vessel ISR, larger-vessel ISR, and multilayer ISR, with no significant effect in single-layer ISR. Three 
nonrandomized sources, a small single-arm AGENT Japan ISR substudy (achieved the prespecified TLF 
performance goal at 6 months and 1 year), the CCS Dragon-Registry of 846 DES-ISR patients (favored thin-
strut DES over paclitaxel DCB for TLR and related composites), and a MAUDE analysis of adverse event 
reports, provide conflicting but lower-certainty data on safety and comparative effectiveness. While DCB has 
shown effectiveness compared with plain balloon angioplasty, questions remain about its relative effectiveness 
compared with current-generation DES, and data on the durability of the FDA-approved AGENT device are 
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limited. Ongoing evidence generation from the AGENT IDE study, as well as additional well-conducted 
research, is required to assess the comparative effectiveness of DCB versus DES, establish the durability of the 
treatment effect, and elucidate which patients are most likely to benefit from DCB compared with other 
interventions. The evidence is insufficient to determine that the technology results in an improvement in the 
net health outcome 

In-Stent Restenosis 

Coronary artery disease (CAD) is the leading cause of death worldwide and commonly presents as either chronic 
coronary syndrome with exertional angina or acute coronary syndromes due to plaque rupture or erosion with 
thrombotic occlusion, Percutaneous coronary intervention (PCI) with drug-eluting stent (DES) implantation 
has become the standard of care for coronary revascularization because it provides an immediate and stable 
result, which reduces the risk of major adverse cardiac events (MACE) compared with balloon angioplasty 
alone. Earlier generations of bare-metal stents were associated with neointimal hyperplasia and in-stent 
restenosis (ISR) in approximately 15% to 30% of treated lesions at mid- to long-term follow-up. Although 
second-generation DES substantially lowered ISR and stent thrombosis compared with BMS, a non-negligible 
risk of ISR and late thrombotic events persists. ISR reflects a combination of smooth muscle cell proliferation, 
inflammatory response to stent-related vessel injury, and later neoatherosclerosis and vessel remodeling, and is 
more frequent in patients with long stents, diabetes, or complex lesion anatomy. Patients who develop ISR may 
experience recurrent angina and ischemia and require repeat revascularization. ISR in multilayer or small-vessel 
segments can be particularly challenging to manage because additional stent layers may compromise lumen 
diameter, impair future surgical options, and increase the risk of recurrent restenosis or thrombosis. 

COVERAGE 
Benefits may vary between groups/contracts. Please refer to the Evidence of Coverage or Subscriber 
Agreement for applicable not medically necessary/not covered benefits/coverage. 
 
CODING 
Medicare Advantage Plans and Commercial Products 
0913T Percutaneous transcatheter therapeutic drug delivery by intracoronary drug-delivery balloon (eg, 

drug-coated, drug-eluting), including mechanical dilation by nondrug-delivery balloon angioplasty, 
endoluminal imaging using intravascular ultrasound (IVUS) or optical coherence tomography (OCT) 
when performed, imaging supervision, interpretation, and report, single major coronary artery or 
branch 

 
0914T Percutaneous transcatheter therapeutic drug delivery by intracoronary drug-delivery balloon (eg, 

drug-coated, drug-eluting) performed on a separate target lesion from the target lesion treated with 
balloon angioplasty, coronary stent placement or coronary atherectomy, including mechanical 
dilation by nondrug-delivery balloon angioplasty, endoluminal imaging using intravascular ultrasound 
(IVUS) or optical coherence tomography (OCT) when performed, imaging supervision, 
interpretation, and report, single major coronary artery or branch (List separately in addition to code 
for percutaneous coronary stent or atherectomy intervention) 

 
RELATED POLICIES 
N/A 
 
PUBLISHED 
Provider Update, July 
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This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical 
judgment in the treatment of your patients. Benefits and eligibility are determined by the member's subscriber agreement or member certificate 
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific 
benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases 
medically necessary services which are non-covered benefits), you may not charge the member for the services unless you have informed the member 
and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation agreement(s) for 
the applicable provisions. This policy is current at the time of publication; however, medical practices, technology, and knowledge are constantly 
changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue Cross & Blue Shield 
of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association. 
 

CLICK THE ENVELOPE ICON BELOW TO SUBMIT COMMENTS 

mailto:Medical.Policy@bcbsri.org?subject=Intracoronary Drug Delivery Balloon Procedures

