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August 25, 2011 
Donald Berwick, MD 
Administrator, Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS–1525–P 
Mail Stop C4–26–05, 
7500 Security Boulevard 
Baltimore, MD 21244-1850  
 
Re:   Medicare Program: Changes to the Hospital Outpatient Prospective Payment  

System and CY 2012 Payment Rates; Proposed Rule CMS-1525-P 
 
Dear Dr. Berwick: 
 
We are writing in response to the 2012 Hospital Outpatient Prospective Payment System (HOPPS) 
Proposed Rule, released July 1, 2011. 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 proposed rule: 

 Reductions in Rates for Nuclear Medicine APCs  
o APC 0377 Impact of New Bundled CPT Codes 
o APC 0308 Myocardial Positron Emission Tomography (PET) imaging 
o APC 0442 Drug Administration G3001 
o APC 0414 Reassignment of CPT Code 78075 

 Physician Supervision of Diagnostic & Therapeutic Imaging Services  

 Increase in Threshold for Drugs, Biologicals, and Tx RPs That Are Paid Separately 

 Off-Set Files Policy 

 Packaging of Diagnostic Radiopharmaceuticals  

 Composites  
 

Reductions in Rates for Nuclear Medicine APCs 
 
The SNM is concerned about four APCs, for which CMS proposes reductions in payments greater than 
10 percent.  
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(1) Reduction that is secondary to new “bundled” CPT codes 
 
APC 0377, Level II Cardiac Imaging, has had a stable payment over the years; however this proposed 
rule would reduce payment by 11 percent. This APC now contains four CPT codes that were newly 
bundled effective 2010. These four codes came out of work by the RAW Committee.  The CY 2012 
HOPPS Rule is the first year where CMS will have data for these new packaged CPT codes. Hospitals are 
often slow to update their charge masters following most coding changes. In reviewing the CMS data 
for these new codes in the CMS posted cost files, we note that several hospitals did not update their 
charge masters to reflect an appropriate updated charge reflecting the new bundled and packaged 
codes.  
 
We believe CMS can implement dampening policies to assist hospitals from experiencing substantive 
reductions, while giving the hospitals claims data time to catch up. We believe that the reduction in 
payment in any one year, following implementation of any new bundled or packaged procedure 
code, should be limited to 10 percent. We recommend a one to two year “dampening period” 
beginning with the first year that CMS could utilize claims for rate setting; therefore this would be 
two years after publication of the new CPT or HCPCS code. This would allow hospitals reasonable time 
to appropriately update their charge masters to reflect the newly packaged codes. We understand CMS 
will see more of these packaged codes over time and we believe this policy would assist hospitals by 
reducing significant fluctuations in rates from year to year.  
 
(2) Myocardial (PET) imaging APC 0307 
 
 The SNM is disappointed in the proposed reduced payment of 17 percent for myocardial Positron 
Emission Tomography (PET) in CY 2012. This is not the first time that the HOPPS payment has 
fluctuated drastically for this APC. CMS has stated that they believe the charges are stable and that the 
cost to charge ratios have declined as the cost of the Rubidium 82Rb used in the procedure has 
decreased, and that hospitals costs for the procedure are dropping as they become more efficient.  
 
We request that CMS cap the decrease to ten percent for this year in an effort to allow hospitals to 
adjust to such reduced reimbursement. 

 
(3) HCPCS code G3001 Administration and supply of tositumomab, 450 mg 
 
It is proposed to reduce reimbursement by 29 percent from the CY 2011 rate. We believe that this 
packaged code is a victim of “charge compression”.  We understand the manufacturer has offered to 
submit ASP data for this drug, which CMS could use in place of what, we believe, is flawed CMS claims 
data.  CMS has chosen to pay this bundled drug differently from other drugs based on a technicality of 
how the FDA approved this drug. We believe that the agency should use ASP data following the drug 
threshold policy for all drugs equally. Therefore, we request that CMS unbundle tositumomab, 450 mg 
and pay separately using ASP data. CMS could create a new HCPCS code to report the administration 
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of this drug or they could instruct providers to report one of the current appropriate CPT codes for 
drug administration.  
 
(4) Reassignment of procedure to different APC without explanation. CPT 78075 Adrenal imaging, 
cortex and/or medulla. 
 
The SNM questions the reason for the proposal to reassign the procedure CPT 78075 Adrenal imaging, 
cortex and/or medulla from APC 0408 to APC 0414 Level II Tumor/Infection Imaging. This is a 29 
percent reduction in payment. We know of no clinical reason for changing its category. By cost alone, 
it would appear it should remain in its current APC. The median cost for CPT 78075 (CMS public file) is 
$1,269.05; the median cost of a similar procedure, which is in APC 0408, CPT 78804, is $1,352.17. The 
SNM requests the CMS to reevaluate the reassignment of CPT code 78075, and consider maintaining 
its placement in APC 0408. Further, the SNM recommends maintaining transparency by providing 
rationale in all proposed rules when any CPT code placement change is proposed.  
 
Physician Supervision of Diagnostic and Therapeutic Imaging Services 
 
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.  The SNM agrees with the proposed establishment of an independent advisory review 
process for stakeholder requests for assignment of supervision levels other than direct supervision for 
specific outpatient hospital therapeutic services. We are prepared to work with CMS as the 
independent review process is established. In this proposed rule, CMS is considering expanding the 
APC Editorial Panels’ role to take on this independent advisory review role. While we agree that 
utilizing existing avenues such as the Panel is a good option, we recognize that this could be a burden 
for the time available to that body group. The APC panel typically affords a five-minute presentation by 
presenters, followed by 1 or 2 minute follow up presenters. Physician supervision services are complex 
and ample time to discuss these issues should be allowed. Therefore we support utilizing the APC 
editorial panel as a means to address physician supervision issues, and we ask CMS to expand the 
public’s time to adequately present its perspectives. 
 
 Increase in Threshold for Drugs, Biologicals, and Radiopharmaceuticals That Are Paid Separately  
 
The SNM has concerns with the sharp increase of $10 in the threshold for drugs, biologicals, and 
radiopharmaceuticals that are paid separately. The CY 2011 final rule set the threshold for establishing 
separate APCs for drugs and biologicals at $70 per day.  Regardless of the formula CMS has used in 
previous years, the SNM has apprehensions with the steep escalating of cost per day threshold from 
$50 is CY 2006 to the current proposed amount of $80.  Therefore, in CY 2012, the SNM recommends 
that CMS utilize the current year’s market basket update, 2.35%, as a proxy for establishing any 
changes in the drug threshold.  
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Off-Set Files Policy 
 
The CMS stated in the 2011 Final Rule that they were considering posting the off-set files for RP in 
proposed Rules as well as in the final Rules, which would be consistent with the Agency’s policies for 
transparency. This would be of great help to our specialty as we analyze proposed off-set payments for 
RPs receiving pass-through status.  
 
The SNM request that CMS please publish all “proposed rule” off-set files. Since CMS stated in the 
final 2011 HOPPS Rule they would consider posting this file for future proposed Rules, we are 
disappointed that CMS has not posted the proposed 2012 off-set file, to date. 
 
Packaging of Diagnostic Radiopharmaceuticals (RP) 
 
The SNM does not agree with CMS’ assumption that packaging diagnostic RPs into the procedure 
payment is a reliable or accurate way to pay for them. As stated before, we believe that diagnostic RPs 
should be paid for as drugs, and not as supplies. This would set the same policy that is used for other 
drugs and therapeutic RPs. Further, the SNM believes that the current packaging policy for diagnostic 
RPs is flawed also in the calculation of payment for high cost, low volume diagnostic RPs because of 
cost compression. Our basic concern is the impact, both real and theoretical, that this current policy is 
having on access and impact on both development and introduction of new nuclear RPs into clinical 
practice.  
 
As an example: HCPCS A9582 Iodine I-123 iobenguane, diagnostic, per study dose, up to 15 millicuries. 
This diagnostic RP currently has pass-through status, indicator “G”, and is paid separately in addition to 
the procedure payment at ASP plus 6 percent, at $2,394.59. This diagnostic RP was very much 
undervalued in 2010; the CMS 2010 listed this product (then coded as C9247) at a mean cost of 
$1,207.94 and a median cost of $1,135.55.  This was most likely secondary to charge compression.  
Now, in 2012, CMS proposes to ignore available ASP data submitted by the manufacturer, to package 
A9582, and to use flawed charge compression data, which underestimates the true cost of the RP by 
50%. The ASP data is the most accurate and we would strongly prefer that the CMS utilize this it, when 
available, as they do for other drugs and therapeutic RPs.  
 
The SNM strongly recommends that CMS revisit its reimbursement policy for diagnostic 
radiopharmaceuticals, un-package diagnostic radiopharmaceuticals, and set the packaging threshold 
for diagnostic radiopharmaceuticals at the drug threshold.  

 
Continued Packaging for Multiple Imaging Services  
 
The SNM is concerned about the continued packaging of multiple imaging services provided in one 
session. CMS makes a single payment for multiple services provided on the same date of service, of the 
identified modalities, through five imaging composite APC groups. We understand this policy, in 
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addition to recommendations from MedPAC, is intended to encourage imaging efficiencies, but worry 
that it employs arbitrary reductions (absent data) and may adversely affect access for these services. 
 
The SNM appreciates the opportunity to comment on this HOPPS 2012 Proposed 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, 
 

 
George M. Segall, MD 
SNM President 
 
 
 
 
Cc: 
John McInnes, MD, JD, CMS Director, Division of Outpatient Care  
Amy Bassano, CMS 
Kenneth Simon, MD, CMS 
Edith Hambrick, MD, JD, CMS  
Dan Duvall, MD, CMS 
Carrie Bullock, CMS 
Alpha-Banu Huq, CMS 
Marjorie Baldo, CMS 
Gary Dillehay, MD 
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