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         December 31, 2010 

Donald Berwick, MD  

Administrator, Centers for Medicare and Medicaid Services  

Department of Health and Human Services  

Attn: CMS-1504-FC  

7500 Security Boulevard  

Baltimore, MD 21244-1850 

 

ATTN: File Code CMS-1504-FC 

 

Re: Medicare Program: Changes to the Hospital Outpatient Prospective Payment System 

and CY 2011 Payment Rates; Final Rule 

 

Dear Dr. Berwick: 

 

We are writing in response to the 2011 Hospital Outpatient Prospective Payment System (HOPPS) Final 

Rule published in the Federal Register, November 24, 2010.  The Society of Nuclear Medicine’s (SNM) 

more than 17,000 members set the standard for molecular imaging and nuclear medicine practice by 

creating guidelines, sharing information through journals and meetings, and leading advocacy on key issues 

that affect molecular imaging and therapy research and practice.  We appreciate the opportunity to provide 

comments to assist the Centers for Medicare & Medicaid Services (CMS) in further refining the HOPPS. 

 

We offer comments and recommendations on the following topics addressed in this final rule: 

 

 ASP Reporting for Therapeutic Radiopharmaceuticals 

 Packaging of Diagnostic Radiopharmaceuticals 

 Physician Supervision of Diagnostic Imaging Services  

 Off-Set Files Policy 

 Reimbursement for PET Myocardial Perfusion Technical Rates 

 Modifier –FB 

 Reporting of Quality Measures 

 

ASP Reporting for Therapeutic Radiopharmaceuticals 

 

The SNM appreciates the continuation of the CMS policy for separate reimbursement of therapeutic 

radiopharmaceuticals in calendar year (CY) 2011; that is, by basing the prospective payment rate on 

voluntary manufacturer-submitted average sales price (ASP) data when available or, if not available, using 

CMS claims data.  The SNM supports the ASP methodology, as we believe it is the most reflective of the 

actual costs incurred by hospitals.  

 

Packaging of Diagnostic Radiopharmaceuticals 

 

As we stated in our response to the proposed rule, the SNM does not support CMS’ assumption that 

packaging diagnostic radiopharmaceuticals into the overall procedure payment is a reliable and accurate 
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way to reimburse for these radiopharmaceuticals.  We believe that radiopharmaceuticals should be treated 

as drugs, and not as supplies, and therefore paid for separately as are other drugs.  Specifically, the SNM 

feels this policy is especially flawed in calculating the reimbursement for high cost, low volume diagnostic 

radiopharmaceuticals.  We remain very concerned about how this current policy will affect introduction of 

new nuclear radiopharmaceuticals into future clinical practice.  The SNM believes CMS should reconsider 

paying for diagnostic radiopharmaceuticals separately using the policy currently in place for therapeutic 

radiopharmaceuticals and allow manufacturers to voluntarily submit ASP data.  In the event that a 

manufacturer does not submit ASP data, CMS could accept their mean cost data.  The SNM strongly 

recommends that CMS revisit its policy for reimbursement for diagnostic radiopharmaceuticals, and 

modifies the policy to set the packaging threshold for diagnostic radiopharmaceuticals at a median cost 

of $70 per day as it does for other drugs, and that CMS pay for diagnostic radiopharmaceuticals that cost 

more than $70 using the current ASP methodology. 

 

Physician Supervision of Diagnostic Imaging Services 

 

The SNM supports CMS’ CY 2010 decision to accept the Medicare Physician Fee Schedule CPT 

designation for levels of supervision, to apply to hospital outpatient services.  Over the last few years, CMS 

has clarified and refined the rules relating to physician supervision of hospital outpatient services.  SNM 

supports the CMS decision to clarify the definition of “direct supervision” as it relates to diagnostic services 

furnished under arrangement in a non-hospital location.  We believe this portion of the final rule provides a 

more concise direction to our membership.  

 

We support CMS’ decision to not apply the supervision requirements to critical access hospitals and small 

rural hospitals having 100 or fewer beds, but to allow more time for review of these requirements.  We 

applaud CMS’ decision to establish an independent review process in the CY 2012 HOPPS rulemaking 

cycle for evaluating the appropriate level of physician supervision for services.  We strongly recommend 

that CMS include specialty societies and the general public as it defines and establishes the processes to 

maintain transparency.  We are prepared to work with CMS as the independent review process is 

established. 

 

Off-Set Files Policy 

 

The SNM is pleased that CMS will consider posting “proposed rule” off-set files for radiopharmaceuticals, 

in addition to the “final rule” off-set files.  Posting “proposed rule” off-sets in future rule making is 

consistent with the agency’s policies for transparency, and we believe is necessary for accurate calculation 

of proposed off-set payments for the radiopharmaceuticals receiving pass-through status.   

 

Reimbursement for Myocardial Perfusion PET Technical Rates 

 

The SNM is disappointed in CMS’ decision to significantly decrease reimbursement for myocardial PET 

(positron emission tomography) in 2011.  Of concern to us, also, is that this is not the first time HOPPS 

payment has fluctuated drastically for myocardial PET.  CMS has stated that they believe the charges are 

stable and that the cost to charge ratios, that were used to estimate cost, have declined as has the cost of the 

Rubidium 
82

Rb used in the procedure.  CMS concluded that hospitals are becoming more efficient and the 

cost of the service is declining as it becomes used more frequently.  For these reasons, CMS declined the 

suggestion of many commentators that CMS ought to explore alternative methodologies for this service.  

 

We disagree with CMS’ assertion that the erratic reimbursement rates for PET are attributable to increasing 

hospital efficiency.  We believe that the variable cost data are directly related to the low volume of these 

services.  Under the currently employed methodology even submission by one practice of incorrect data 
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could result in payment rates for the service being falsely calculated.  We suggest that CMS revisit their 

former policy of instituting a “dampening” of the rate cuts for a procedure when the proposed reduction 

in reimbursement is significant.  Specifically, we suggest that CMS cap the cuts to procedures at ten 

percent (10%) reduction in an effort to allow hospitals to adjust to such reduced reimbursement.   

 

The APC Panel at its August 2010 meeting recommended that CMS investigate and report at a future 

meeting on the reason(s) for the decline from the CY 2010 to CY 2011in the median cost for APC 307, 

myocardial PET imaging.  The panel further recommended that CMS identify increases or decreases in all 

APC median costs of ten percent (10%) or greater, and that CMS present explanatory information on all 

APCs with significant changes.  The SNM supports those panel recommendations.  We look forward to a 

detailed review by CMS at the Winter 2011 APC Panel meeting.  We believe that such data review will 

identify hospital crosswalk errors where hospitals are not lining up all the PET costs with the PET 

procedures.  

 

Modifier –FB 

 

The SNM agrees with CMS’ finalization of the policy to use the -FB modifier to report the use of free or 

full credit radiopharmaceuticals.  Use of this modifier will allow hospitals to accurately report, and be paid 

for, nuclear medicine procedures.  

 

Reporting of Quality Measures 

 

The SNM is supportive of CMS’ efforts to collect quality data which is evidence-based and endorsed by 

consensus-based organizations, such as the National Quality Forum.  The SNM remains concerned about 

the administrative burden that may be placed on providers in complying with the reporting process.  We 

agree with CMS’ consideration of using existing registries to gather this data, since many hospitals are 

already using those registries to track quality data. 

 

While the SNM concurs with CMS’ decision to withdraw its proposed quality reporting measures in 2011, 

we have reservations about the new measures that will be incorporated in 2012.  Specifically, measures one 

and two which include: (1) Pre-Operative Evaluation for Low-risk Non-Cardiac Surgery Risk Assessment, 

and (2) Use of Stress Echocardiography, SPECT (single photon emission computed tomography) MPI 

(myocardial perfusion imaging), and cardiac stress MRI (magnetic resonance imaging) performed any time 

within 5 years after a CABG (coronary artery bypass surgery).  CMS indicates that its intent to require 

reporting on these imaging procedures in the HOPD (hospital outpatient department) is due to the increased 

use of these imaging procedures and their cost to the Medicare program.  We would call CMS’ attention 

that the utilization of these services has leveled off since 2008.  It would not make sense to begin 

monitoring services which are stable or decreasing in number.  For this reason, we respectfully ask CMS to 

monitor the volume of the procedures in these measures and reconsider implementing these measures for 

CY 2012.   
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The SNM appreciates the opportunity to comment on this HOPPS 2011 Final Rule to the CMS.  As always, 

the SNM is ready to discuss any of its comments or meet with CMS on the above issues.  In this regard, 

please contact Susan Bunning, Vice President, Government Affairs, by email at sbunning@snm.org or by 

phone at 703.326.1182.  

 

 

Respectfully Submitted,  

     

 

 

 

Gary Dillehay, M.D., FACR, FACNP      

Chairman, SNM Coding & Reimbursement Committee   

  

cc:  Kenneth Simon, MD, CMS  

 Edith Hambrick, MD, CMS 

 Amy Bassano, CMS 

 Christina Smith Ritter, CMS 

 Carrie Bullock, CMS 

 Alpha-Banu Huq, CMS 

SNM Coding & Reimbursement Committee  

mailto:sbunning@snm.org

