
 
 

August 29, 2012 
 

Submitted Electronically: www.regulations.gov and via overnight mail 
 

Marilyn Tavenner  
Acting Administrator  
Chief Operating Officer  
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attn:  CMS 1589-P 
P.O. Box 8013 
Baltimore, MD 21244-1850 
 
 
RE:   CMS-1589-P; RIN 0938-AR10; Proposed 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 Acting Administrator Tavenner: 
 
The American Society of Nuclear Cardiology (ASNC) appreciates the opportunity to provide 
comments to the Centers for Medicare and Medicaid Services (CMS) on the Calendar Year (CY) 
2013 proposed rule on the Hospital Outpatient Prospective Payment System (HOPPS).  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. 
  

 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 
proposed payment policy has a number of issues which raise some concerns and require 
clarification.   
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As we understand it, CMS proposes to make an additional payment of $10, which CMS 
suggests is adequate to cover the “marginal” costs of radioisotopes produced from non-
HEU sources over radioisotopes produced by HEU sources.  CMS further indicates this 
payment determination is made based on the best available estimates of the costs 
associated with non-HEU Tc-99m production as calculated using Full Cost Recovery.  
ASNC requests clarification from CMS on exactly what calculation by “Full Cost 
Recovery” means.  In addition, we request clarification from the Agency regarding the 
data sources from which CMS obtained the estimates of the costs associated with 
non-HEU vs. HEU production.  We do not believe we can provide sufficient comment 
on the proposed payment level without having the opportunity to evaluate the 
sources and data CMS used to make its determination that an additional $10 is the 
appropriate amount to cover the costs of isotopes from non-HEU sources.  Indeed, our 
clinical conclusion is that $10 will be wholly inadequate across the supply chain to 
facilitate non-HEU production and we fear patients and their clinical providers will suffer 
the most loss.  The solution to this transformation needs to hold hospitals and patients 
harmless in the transition and we do not believe enough information is available to 
ensure this.  ASNC encourages CMS to aggressively seek other data elements in 
assessing this cost on an ongoing basis (such as ASP invoicing).     
 
In addition, ASNC is concerned that there is not an adequate supply of non-HEU 
sources from which to obtain necessary medical isotopes.  This could mean that 
hospitals would have difficulty in meeting the requirement that 100 percent of 
isotopes be obtained from non-HEU sources.  These capacity questions further 
complicate our ability to comment on the $10 additional payment.  The cost increase 
and the suitability of this payment are impossible to predict until the capacity for 
domestic non-HEU sources are built and functioning.  ASNC questions whether there is 
enough supply from non-HEU sources to support the medical community in the United 
States in such a short timeframe.  We therefore urge CMS to consider a phase-in 
period. 

 
According to the proposal, CMS would establish a new HCPCS code, QXXXX (Tc-99m 
from non-HEU source, full cost recovery add-on, per dose), and hospitals would be able 
to report this code once per dose along with any diagnostic scan or scans using Tc-99m 
if the Tc-99m doses used can be certified by the hospital as coming from non-HEU 
sources and have been priced using a Full Cost Recovery accounting methodology.  CMS 
sets forth detailed criteria for documenting that the individual dose delivered to the 
patient was completely produced from a non-HEU source: 

 
1. Hospitals may produce invoices or patient dose labels or tracking sheets that 

document the patient’s dose was completely produced from non-HEU sources 
and priced based on Full Cost Recovery.  Documentation would not be 
considered compliant if it indicated that the supplier produced a mixed batch 
and labeled a fraction of the doses equal to the non-HEU fraction in the batch. 



 
 

2. Hospitals could produce documentation (e.g., an attestation from the generator 
supplier or invoice) that the entire batch of Tc-99m doses derives from non-HEU 
sources for a specified period of time (e.g., the time a single non-HEU based 
generator is in use).   

 
3. If industry-labeled generators and/or doses indicate 100% non-HEU sources 

priced at Full Cost Recovery, documentation on the labeled isotope usage using 
either specific dose approach or the 100% hospital usage approach could provide 
evidence of hospital compliance. 

 

ASNC is concerned that the requirements as proposed above would create a 
significant compliance burden on hospitals, and the proposed rule does not 
sufficiently address the issue of liability.  For example, hospitals may understandably 
be uncomfortable in attesting that the supplies are from non-HEU sources when there 
is no reliable guarantee that the products are indeed from non-HEU sources.  In the 
final rule, we ask that CMS clarify the adequate documentation necessary to confirm 
that the provider obtained a dose for a particular patient is 100 percent non-HEU.   
The term “attesting” in the ASP model is substantially different from the apparent intent 
of this CMS policy.  Therefore, CMS must specify what constitutes an adequate and 
appropriate documentation of the percent of non-HEU for the hospital community.  
Hospitals and nuclear medicine laboratories should not bear the significant 
administrative burden to achieve this goal. 

 
In addition, ASNC urges CMS to alter the description of the QXXXX code, by adding the 
word “study”.  Therefore the code description would be QXXXX (Tc-99m from non-HEU 
source, full cost recovery add-on, per study dose).  It is logical to add the word “study” 
since several nuclear cardiology procedures (e.g. myocardial perfusion imaging) could 
require multiple Tc99m doses being administered along with one CPT procedure code. 
Providers would purchase one to three study doses and CMS must make clear that the 
add-on payment would apply to each per study dose of the complete service as 
described by the CPT procedure code. 

 

 Packaging of Diagnostic Radiopharmaceuticals 
 

On Page 159 of the CY 2013 rule, CMS states “packaging the costs of items and services 
into the payment for the primary procedure or service with which they are associated 
encourages hospital efficiency.”  CMS reaffirms its intent to package the payment of 
diagnostic pharmaceuticals and contrast agents into the associated nuclear medicine 
and echocardiography imaging procedures.   

 
ASNC is extremely concerned by CMS’ assumption that packaging diagnostic 
radiopharmaceuticals into the overall procedure payment is an effective way to 



 
reimburse for diagnostic radiopharmaceuticals.  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 average sales price 
(ASP) data.  In the event that a manufacturer does not submit ASP data, CMS could 
accept mean cost data.  

 
ASNC strongly recommends that CMS reconsider 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. 

 

 

 CMS Offset Policy 
 

ASNC understands the need to continue an offset policy similar to implantable devices 
for diagnostic radiopharmaceuticals approved for pass-through status; however, it 
would be useful for CMS to continue to post proposed offsets in an effort to assure 
transparency when calculating any offset payments for the drugs receiving pass-
through.  Our concern stems from the fact that inappropriate offsets could lead to 
significant undervaluing of new technology, slow research and development incentives, 
and hinder advances in patient care in the field.  

 
Therefore, ASNC respectfully requests that CMS publish offset files for diagnostic 
radiopharmaceuticals and drugs not separately payable within each annual OPPS 
proposed rule.  We believe since CMS already mandates that a diagnostic 
radiopharmaceutical be listed on a claim, even when bundled into the procedure 
payment, the Agency should share the offset information with the public as a means 
of validating the portion of the Ambulatory Payment Classification (APC) within which 
the procedure and associated radiopharmaceutical are assigned. 

 

 

 Increase in the Threshold for Separate Payment for Biologicals, Drugs, and Therapeutic 
Pharmaceuticals 

 
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 proposed $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.   
 

 Average Sale Price of +6% in 2013 

In comments submitted in response to the CY 2012 rule, ASNC expressed concern with 
the decision to reduce reimbursement for drugs and radiopharmaceuticals without 
pass-through status to the rate of ASP + 4%.  ASNC believes this reduction in 
reimbursement for drugs negatively impacted critical pharmacologic stress drugs such 
as Adenosine and Regadenoson.  Reductions in the ASP may hinder the ability for new 
products coming on to the market to obtain adequate reimbursement to cover their 
true costs.   
 
Therefore, ASNC commends the Agency for proposing a statutory methodology that is 
not reliant on a formula.  We concur with CMS’ statement that “the statutory default 
of ASP+6 percent is appropriate at this time as it yields increased predictability in 
payment for separately payable drugs and biological” (Page 313).  This rate 
adequately reflects costs incurred by hospitals in regard to acquisition and overhead.  
In addition, a stable reimbursement policy may spur the development of innovative 
drugs and radiopharmaceuticals, ultimately increasing quality and patient safety. 

 
ASNC also commends CMS for its willingness to revisit this issue if an improved payment 
methodology is developed in the future.  We share CMS’ goal of lowering the 
administrative burden in the development of an accurate and predictable 
reimbursement method. 

 

 Quality Improvement Organizations (QIOs) 
 

CMS proposes several major changes in the scope and function of QIO duties.  While 
ASNC appreciate the Agency’s intent to streamline and create a more timely process for 
resolving Medicare beneficiary complaints, we have some significant concerns regarding 
the proposed new definitions of “quality of care review” and “beneficiary complaint.”    
We also have concerns about the proposed “immediate advocacy” process as well as 
proposed new deadlines for providers to supply information to a QIO in response to a 
beneficiary’s written complaint. 

 

 

Definitions 

 

ASNC is concerned about CMS’ proposed definitions of “quality of care review” and 
“beneficiary complaint.”  In the proposed rule, CMS would amend the definition of 
“quality of care review” to make it clear that it includes “beneficiary complaint reviews” 



 
(both written and oral) as well as general quality of care reviews.  CMS proposes to 
define “beneficiary complaint” to mean a complaint by a beneficiary or a beneficiary’s 
representative alleging that the quality of services received by the beneficiary did not 
meet professionally recognized standards of care and may consist of one or more 
quality of care concerns.“ 

 
ASNC is opposed to the inclusion of oral beneficiary complaints in the definition of 
“quality of care review.”  To be consistent with statute and the proposed CMS 
definition of “beneficiary complaint review,” which is to apply only ‘in response to the 
receipt of a written beneficiary complaint to determine whether the quality of 
Medicare covered services provided … was consistent with professionally recognized 
standards of healthcare,’ oral beneficiary complaints should be removed from the 
definition of “quality of care review.” 

 
ASNC further requests that CMS modify the definition of “beneficiary complaint” to 
state that the complaint ‘must consist of one or more quality of care concerns.’  As 
stated in the proposed definition, CMS suggests the beneficiary complaint “may 
consist of one or more quality of care concerns.”  The law requires an appropriate 
review of all written complaints from beneficiaries or their representatives about the 
quality of services (for which payment may otherwise be made under Medicare) not 
meeting professionally recognized standards of healthcare.  Our concern is that the 
proposed definition could encompass beneficiary complaints that stem from non-
medical, ancillary issues such as perceptions that staff is impolite, it is too hot or too 
cold, etc.  Therefore, we request that CMS modify the definition of “beneficiary 
compliant” to ensure that ancillary complaints not stemming from actual medical care 
are specifically excluded from the definition.   

 
Immediate Advocacy 
 

ASNC is generally supportive of the CMS proposal to establish an “Immediate Advocacy” 
process.  As we understand it, “Immediate Advocacy” is proposed as an informal 
alternative dispute resolution process with an aim to quickly resolve an oral complaint 
that a beneficiary or beneficiary representative has regarding the quality of health care 
received.  The process, as an alternative to the formal peer review process, involves a 
QIO representative’s direct contact with the provider and/or practitioner to resolve such 
issues as communications, coordination of care, and other minor issues.  CMS requests 
comments on whether the “immediate advocacy” process should be available to resolve 
“significant quality of care concerns,” that is, a determination by the QIO that the 
quality of care provided did not meet the standard of care and while not a gross and 
flagrant or substantial violation of the standard, represents a noticeable departure from 
the standard that could reasonably be expected to have a negative impact on the health 
of the beneficiary.    

 



 
ASNC supports the goal of alternative dispute resolution in a manner that is more 
prompt and less formal than a typical quality of care review.  We believe that such a 
process could be effective for certain complaints received up to a year after the date 
of care as an alternative to the six months proposed by CMS.  We believe that CMS 
should not apply the immediate advocacy process for “significant quality of care 
concerns” in order to ensure that formal mechanisms and review processes are in 
place to protect both the patient and provider when allegations of “significant quality 
of care concerns” are made. 

 

Time Limit or “Look Back Period” on Beneficiary Complaints 

 

CMS proposes to limit the time period for a beneficiary to file a written complaint to 
three years from the date of service on which the care giving rise to the complaint 
occurred.  ASNC believes that a year is a more appropriate time frame that would be 
fair to both the beneficiary and the provider.  A provider cannot reasonably defend 
against allegations of inappropriate care that are made three years from the date of 
service.  Over a three year period, it is possible that clinical advances may change 
recommended treatment pathways and thus make it appear that a provider delivered 
substandard care, when in fact it was the standard of care at the time the care was 
provided to the patient.  In addition, as CMS notes in the commentary on this 
proposed provision, memories fade or other circumstances may alter the patient’s 
recollection of the care that was received.  While we appreciate CMS’ effort to 
establish a time limit on beneficiary complaints, we believe a year is more appropriate 
and fair for the patient and provider. 

 

 

Response to Requests for Information 

 

CMS proposes that providers/practitioners will have 10 calendar days to respond to 
requests for medical information from a QIO, when requested in follow up to written 
beneficiary complaint.  The same 10 calendar day window would apply when a QIO 
requests information as part of a general quality of care review.   

 

ASNC is strongly opposed to the proposed 10 calendar day timeframe to respond to 
requests for medical information from a QIO.  This is a burdensome requirement on 
providers and practices and as noted by CMS in the proposed rule, is a significant 
deviation from the 21 and 30 day deadlines established in current regulations.  We 
agree that beneficiary complaints should be responded to within a reasonable amount 
of time, but allowing for just 10 calendar days does not provide sufficient time for a 
practice to gather the medical information requested by a QIO.  Especially if CMS 
proposes to allow beneficiaries three years to file a complaint, the information would 
need to be retrieved from an off-site source.  We urge CMS to maintain the current 21 



 
and 30 day deadlines established under current regulations.  We also are opposed to a 
10 calendar day timeframe for other QIO reviews. 

 

Submission of New Information and Appeals 

 

CMS proposes to restrict a provider’s right to submit new or additional medical evidence 
such as x-rays or test results, in response to a discussion with a QIO.  ASNC believes this 
is grossly unfair, especially if CMS is to require that QIO requests for information be 
submitted within 10 calendar days.  It may not always be possible to submit complete 
information within a 10 calendar day period.   

 
CMS also proposes that practitioners/providers not be given an opportunity to discuss 
the QIO’s initial determination before it becomes final.  However, CMS does propose 
that a practitioner/provider be given a right to request a reconsideration of the QIO’s 
initial determination (this would not be available until after July 31, 2014).  ASNC 
believes that the provider community should also have rights to a more timely 
resolution to the complaints, and therefore should have the opportunity to discuss a 
QIO’s initial determination before it becomes final. 

 

Thank you for your time and consideration of these comments.  Should you have any questions 
or require additional information, please contact Andrew McKinley at amckinley@asnc.org. 
 
Sincerely, 

 
John Mahmarian, MD 
President 
American Society of Nuclear Cardiology 
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