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September 15, 2021 
 
 
Chiquita Brooks-LaSure 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services  
Attention: CMS-1753-P 
P.O. Box 8010 
Baltimore, MD 21244-1850 
 
 
Submitted via www.regulations.gov 
 
 
 
Re:  Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory 
Surgical Center Payment Systems and Quality Reporting Programs; Price 
Transparency of Hospital Standard Charges; Radiation Oncology Model; Request 
for Information on Rural Emergency Hospitals 
 
Dear Administrator Brooks-LaSure, 
 
The Society for Cardiovascular Angiography & Interventions (SCAI) is pleased 
to offer comments in response to the Medicare Program; Medicare Program: 
Hospital Outpatient Prospective Payment and Ambulatory Surgical Center Payment 
Systems proposed rule for CY 2022 (OPPS Proposed Rule).   SCAI is a non-profit 
professional association with over 4,500 members representing 
interventional cardiologists and cardiac catheterization teams in the United 
States.  SCAI promotes excellence in interventional cardiovascular medicine 
through education, representation, and the advancement of quality 
standards to enhance patient care.  
 
 
SCAI, having reviewed the OPPS Proposed Rule, offers the following comments: 
 
Fractional Flow Reserve Derived from Computed Tomography (FFRCT) 
Fractional Flow Reserve Derived from Computed Tomography (FFRct), billed using CPT 
Code 0503T, is a service that provides FFR information non-invasively to help 
physicians better evaluate the impact a blockage has on blood flow to the heart and 
determine the best treatment for patients. Traditionally, FFR information is obtained 

       during a procedure done in the hospital and is used to identify patients who may  
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benefit from coronary revascularization. It is considered the “gold standard” for accessing complex 
coronary disease during invasive angiography.  Used non-invasively, FFRct can help direct patients with 
disease amenable to revascularization to the catheterization lab and keep patients with minimal disease 
at home on medical therapy. Using FFRct to better evaluate patients could be a healthcare savings in the 
long run. 
 
SCAI supports CMS’ proposal to use a crosswalk to set a national payment rate for FFRct. Based on 
feedback from SCAI members, our understanding is that payment rates set by Medicare Administrative 
Contractors (MACs) are extremely low which has impeded patient access to FFRct in the physician office 
setting. To ensure that Medicare beneficiaries have access to this important test, CMS should crosswalk 
0503T to a code that recognizes the $1,100 purchase cost of the test and additional resources hospitals 
must provide to offer this service. The two codes CMS proposes to use as a crosswalk, 93455 and 93458, 
are a good clinical fit, however, they are not appropriate from a resource perspective.  
 
SCAI requests that CMS utilize a crosswalk to establish national payment for FFRct that recognizes the 
resources required to provide the service.  SCAI believes the increased use of appropriate imaging 
technologies is critical to improved patient care. 

 
EluviaTM Drug-Eluting Vascular Stent System 
SCAI would like to respond to CMS’ first question regarding EluviaTM and whether this system 
continues to meet the required criteria regarding “newness.”  Based on the timeline stated in the OPPS 
Proposed Rule we believe that Eluvia meets the criteria for Transitional Pass-Through (TPT).   
SCAI, therefore, supports the cost criteria for Eluvia. 
 
We believe that the current methodology is problematic because CMS utilizes a single number to 
evaluate the cost of devices used in a procedure, and that single number includes all the devices utilized 
in the procedure.  For Eluvia, the primary issue concerns question 2 and question 3 in this section of the 
Proposed Rule because those criteria utilize the DRP.  Eluvia is typically implanted using CPT code 37226, 
which maps to APC 5193 and has a DRP of $4,844.  However, the DRP is comprised of all the identified 
devices on the respective claims, which includes all the various kinds of guidewires, stents, sheaths, 
etc.  Thus, the DRP is artificially high as a benchmark since Eluvia is only replacing the stent in the 
procedure, and not the other devices.  As a result, Eluvia doesn’t meet the cost criteria because the 
average sales price of the device isn’t sufficient to account for all the other devices included in the DRP, 
and not just the stent it is replacing.   
 
Finally, SCAI supports the Clinical Improvement Criterion specifically because CMS has already concluded 
that the device meets the more extensive criterion for NTAP under the IPPS rule. 
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Lithotripsy (IVL) Procedures 
SCAI would like to respond to CMS’ first question regarding whether the Coronary IVL continues to 
meet the newness criteria.  Based on the timeline stated in the OPPS Proposed Rule we believe that 
Coronary IVL meets the criteria for TPT (Transitional Pass-Through).   
 
For 2020 and 2021, CMS created eight HCPCS codes to identify peripheral IVL procedures above the 
knee (C9764-C9767) and below the knee (C9772-C9975). Five of the eight HCPCS codes are assigned to 
the appropriate APCs.  Three of the above the knee procedures (C9764-C9766), however, are assigned 
to APCs that do not appear appropriate based on cost data. Claims data from 2020 show the statistical 
mean costs of these three procedures range from 165% to 217% more than the APC payment. Recently, 
the CMS Advisory Panel on Hospital Outpatient Payment (HOP), recommended reassigning C9764 to 
APC 5193 and C9765-C9766 if the cost data are within 10% of payment for atherectomy services in APC 
5194.  SCAI agrees with the HOP recommendation because we believe that these services are misplaced 
in the current APCs. We respectfully recommend that CMS move C9764 to APC 5193 and C9765-C9766 
to APC 5194.   
 
Inpatient Only List (IPO) 
Historically, CMS has maintained a list of services that require inpatient care due to the invasive nature 
of the procedure performed, among other things.  Additional factors related to inpatient care criteria 
include the need for at least 24-hours of postoperative recovery time, or when circumstances arise such 
that the underlying physical condition of the patient would require inpatient surgery and, therefore, the 
services would not be paid by Medicare under the OPPS Proposed Rule. In last year’s (CY 2021) 
rulemaking cycle, CMS proposed to eliminate the IPO over the next three years, beginning with the 
removal of 298 services in CY 2021. For this rulemaking cycle, CMS now proposes to stop the phased 
elimination of the IPO list and to restore the 298 services back to the IPO list beginning in CY 2022. 
Additionally, CMS proposes to exempt these procedures for two years (rather than indefinitely as 
finalized in the CY 2021 rulemaking cycle) from the two-midnight medical review activities. 
 
SCAI applauds CMS for halting the phased elimination of the IPO list. We believe that with more time, 
the Agency will be able to carefully determine, with a greater measure of certainty, which procedures 
are most appropriate for elimination from the list.  Issues such as OPPS payment rates, mitigation of 
new documentation burdens related to site-of-service concerns, quality of care, and patient impact are 
all important matters to be considered. 
 
SCAI believes that as we move forward, the removal of procedures from the IPO list should be a decision 
primarily about whether a particular patient service are reasonable and appropriate in the outpatient 
setting of care.  SCAI encourages CMS to consult with all appropriate medical societies prior to issuing 
new rules on specific services well before removing services from the IPO list.  We also encourage CMS 
to continue to gather stakeholder feedback on how it should evaluate services for inclusion or exclusion. 
Specifically, SCAI encourages a more transparent evaluation process with a public comment period. 
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Conclusion  
SCAI appreciates the opportunity to provide comment to CMS on issues of high interest to the 
interventional cardiology community. If SCAI can be of any assistance as CMS continues to consider and 
review this or related issues, please do not hesitate to contact Curtis Rooney at crooney@scai.org or 
202-216-2987. 
 
 
Sincerely, 

 
Timothy D. Henry, MD, MSCAI 
President 
The Society for Cardiovascular Angiography and Interventions 


