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December 18, 2012 
 
 
Submitted Electronically: http://www.regulations.gov and via overnight mail delivery 
 
 
Marilyn Tavenner  
Acting Administrator  
Chief Operating Officer  
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attn: CMS-1589-FC 
7500 Security Boulevard 
Baltimore, MD 21244-1850 
   
RE:   CMS-1589-FC; RIN 0938-AR10; Final Rule:  Hospital Outpatient Prospective and 
Ambulatory Surgical Center Payment Systems and Quality Reporting Programs; Electronic 
Reporting Pilot; Inpatient Rehabilitation Facilities Quality Reporting Program; Quality 
Improvement Organization Regulations 
 
Dear Administrator Tavenner: 
 
The American Society of Nuclear Cardiology (ASNC) is pleased to provide comments on the 
Medicare Hospital Outpatient Prospective Payment System (OPPS) final rule for calendar year 
2013. 
 
ASNC is a 4,700 member professional medical society, which provides a variety of continuing 
medical education programs related to nuclear cardiology and cardiovascular computed 
tomography, develops standards and guidelines for training and practice, promotes accreditation 
and certification within the nuclear cardiology field, and is a major advocate for furthering 
research and excellence in nuclear cardiology and cardiovascular computed tomography. 
 
As the professional society whose members are most involved in the delivery of nuclear 
cardiology imaging services to Medicare beneficiaries, ASNC is pleased with the decision to 
establish the reimbursement rate for drugs and radiopharmaceuticals without pass-through status 
at the rate of ASP + 6%.  ASNC concurs with the agency’s determination that this rate 
adequately reflects costs incurred by hospitals in regard to acquisition and overhead.   
 
However, ASNC remains concerned with a number of provisions in the final rule and offers the 
following comments.   
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1. Packaging of Diagnostic Radiopharmaceuticals 
 
As stated in response to the proposed rule, ASNC is extremely concerned by CMS’s assumption 
that packing diagnostic radiopharmaceuticals into the overall procedure payment is an effective 
way to reimburse for diagnostic radiopharmaceuticals.  Conversely, radiopharmaceuticals should 
be considered as drugs, not supplies, and paid for separately in all instances.  Specifically, this 
policy is flawed when considering the use of high cost, low volume diagnostic 
radiopharmaceuticals.  We are concerned about the impact this policy will have on the ability of 
future nuclear cardiology products to enter the market successfully.  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. 
ASNC strongly recommends that CMS revisit this policy and modify it to be consistent with the 
policy already in place for therapeutic radiopharmaceuticals.  Thus, we reiterate our long-
standing request that CMS pay separately for diagnostic radiopharmaceuticals and utilize the 
same threshold for separate payment as is used in paying for drugs. 
 
Should CMS continue with this policy, ASNC urges the agency to take measures to ensure 
that the costs of packaged diagnostic radiopharmaceuticals are fully reflected in hospital 
procedure payments.  It is integral that CMS present detailed information concerning how the 
agency ensures that the full cost of RPs are captured in the associated packaged APC procedural 
payments.      
 
 
2. Payment for Drugs, Biologicals, and Therapeutic Radiopharmaceuticals 
 
ASNC is disappointed that CMS has finalized the decision to increase the threshold for 
separately payable drugs, biological, and therapeutic radiopharmaceuticals from the $75 per day 
threshold in 2012 to the $80 per day threshold in 2013.  We believe these dollar figures are an 
arbitrary dollar assignment by CMS and recommend that the agency instead tie the 
threshold for separate payment to the annual market basket update rather than randomly 
assigning thresholds for separate payment of these products.  The threshold should stay 
frozen at $75 until CMS articulates a formula for future increases based on a reasonable, 
measureable parameter.   

 
These arbitrary increases result in the packaging of more expensive drugs and biologicals into 
the procedural payment.  Packaging presents a substantial barrier to hospital use of and patient 
access to important radiopharmaceuticals and other drugs.  Lack of access may negatively affect 
Medicare beneficiaries’ medical care.  CMS may safeguard patient access by limiting the 
threshold increases as described above.  
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3. Conversion of Medical Isotope Production from Non-Highly Enriched Uranium (HEU) 
Sources 

 
ASNC supports the Administration’s desire to end U.S. reliance on foreign sources of HEU and 
to further production of domestic sources of non-HEU.  We have submitted comments in support 
of legislation which would accomplish this objective and have met with members of Congress to 
further this aim.  In addition, ASNC shares the agency’s concern that hospitals can expect 
producers and suppliers to pass on the increased cost of producing medical isotopes from non-
HEU sources.  While we very much appreciate the development of a payment methodology to 
account for these increased costs, the payment policy has a number of issues which raise 
concerns. 

 
In comments to the proposed rule, ASNC cited the difficulty in offering detailed comments on 
the payment adjustment when presented with incomplete information.  While the final rule 
expands on the payment methodology, ASNC contends this information remains incomplete.  
ASNC acknowledges industry’s reluctance to publicly share proprietary data, yet the references 
to and use of confidential data conflicts with the agency’s stated commitment to transparency.  
Moreover, it is unfortunate that CMS apparently limited its data collection to industry sources.  
Hospitals and nuclear pharmacies certainly have pertinent perspectives and data—soliciting their 
input prior to the comment period would aid transparency and the adequacy of the payment 
adjustment.   
 
Given these persistent concerns and the agency’s own recognition of the need for adequate 
data, ASNC reiterates its recommendation that CMS provide separate payment for diagnostic 
radiopharmaceuticals.  Providing separate payment for radiopharmaceuticals derived from HEU 
and non-HEU would achieve dual aims—improving the data obtained by CMS and establishing 
accurate and appropriate reimbursement.  Separate payment would allow CMS to obtain accurate 
hospital cost data on the cost of both HEU and non-HEU derived radiopharmaceuticals, and to 
base payment rates on an ongoing basis using this actual data.  Actual market data, in contrast to 
token $1 charges, would facilitate more accurate adjustments to future payment incentives.  
Hospitals would report their charges, as for any other drug, and any differential between the 
HEU and non-HEU rates would be captured and incorporated into future rate setting.  Packaging 
all radiopharmaceuticals is contrary to the intent of the non-HEU policy as it masks the full price 
differential between HEU and non-HEU sourced products.   

 
ASNC appreciates the opportunity to provide comments on these key issues.  Should you have 
any questions, feel free to contact Andrew McKinley, Associate Director of Health Policy, at 
(301) 215-7575 or amckinley@asnc.org.  
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Sincerely, 
 

 
 
John Mahmarian, MD 
President 
American Society of Nuclear Cardiology 
 
 

 


