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September 11, 2017 

Seema Verma 

Administrator  

Centers for Medicare & Medicaid Services 

Department of Health and Human Services 

Attention: CMS1678-P 

P.O. Box 8013 

Baltimore, MD 21244-1850 

 

Submitted electronically via: regulations.gov 

 

Re:  Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory 

Surgical Center Payment Systems and Quality Reporting Programs – Proposed 

Rule 2018 - CMS-1678-P 

 

Dear Ms. Verma: 

 

We are writing in response to the 2018 Hospital Outpatient Prospective Payment System (OPPS) 

Proposed Rule, published July 20, 2017, in Federal Register Vol. 82 No. 138 p. 33558. The 

Society of Nuclear Medicine and Molecular Imaging’s (SNMMI) 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 and Medicaid Services (CMS) in further refining 

the HOPPS.  Our comments focus on the five following areas. 

 

 APC-Specific Policies  

 Annual Reclassification and Recalibration Related Changes 

 Reducing Regulatory Burden  

 Section 603 Off-Campus Provider-Based Department 

 Non-HEU Q9969 Code 

 

 

APC-Specific Policies 

  

SNMMI supports CMS’s nuclear medicine and diagnostic imaging ambulatory payment 

classifications (APCs) and commends CMS for maintaining the Nuclear Medicine APC 

categories separate from the restructured diagnostic imaging APCs. SNMMI supports the policy 

to specifically exclude nuclear medicine from the diagnostic radiology restructuring because 

nuclear medicine services require equipment, supplies, and resources which differ from 

radiology services. Additionally, there are distinct clinical differences in these services and the 

groupings would not meet the required homogeneity if combined. SNMMI supports CMS’s 

decision to finalize the five APC categories for Nuclear Medicine services.  
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However, SNMMI fears that the current bundled diagnostic radiopharmaceutical reimbursement 

structure continues to discourage research, development and the adoption of new technologies in 

this vital part of medicine. This bundling is making it difficult for patients to get the right test at 

the right time. 

 

SNMMI respectfully requests that CMS reconsider developing separate payment for diagnostic 

radiopharmaceuticals or by developing separate APCs for groups of diagnostic 

radiopharmaceuticals (as proposed in our letter and meeting in February 2015). 

 

 

Annual Reclassification and Recalibration Related Changes  

 

CMS proposes to move a few nuclear medicine CPT services into new APC groups based on 

hospital cost data from 2016 claims paid. Those CPT codes are 78018, 78110, 78111 and 78121. 

SNMMI recommends that CMS keep these CPT codes in the new APC groups in order to ensure 

stability within the coding structure. Shifting such low volume codes could create volatility and 

may affect patient access. We have noted that CMS has moved these procedures several times 

over the years and believe that they are currently placed in appropriate APC groups. These CPT 

codes are low volume and therefore CMS should look to the specialty societies for appropriate 

APC placement rather than using the low volume volatile data. Hospitals need appropriate 

payment along with predictability over the years, especially for these low volume and higher cost 

procedures, as they are most vulnerable to elimination if the costs to the hospitals are not 

covered.  

 

Reducing Regulatory Burden  

 

CMS is proposing that pass-through status will expire for 19 drugs and biologics on December 

31, 2017. CMS proposes to package one diagnostic radiopharmaceutical that is on pass-through 

in 2017, A9586 Florbetapir f18, diagnostic, per study dose, up to 10 millicuries. A9586 is one of 

the three (3) Amyloid agents used in the Imaging Dementia—Evidence for Amyloid Scanning 

(IDEAS) study which is part of CMS’s coverage with evidence development (CED) decision. 

SNMMI recommends that CMS simplify and streamline billing and payment for these drugs as 

well as coverage. The coding instructions and MACs have had difficulties in paying the CED 

IDEAS claims, mostly due to the very complicated claim instructions, with multiple modifiers 

and clinical trial numbers required in certain locations for claims to process and pay. One CMS 

MAC took almost a year before they were able to correct programing for IDEAS claims 

processing. The administrative burden to the MACs and to the providers should be reduced for 

timely payments to providers. 

 

We believe that all three agents in this study should be paid separately to protect the integrity of 

the IDEAS study. Under the IDEAS study, A9586 is included as part of CED. As such, CMS has 

the authority to reconsider this product separately and pay individually. We understand they 

cannot pay under pass-through due to statutorily requirement. If this product comes off the pass-
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through payment its utilization will be significantly reduced, and could affect the integrity of this 

trial. This would negatively impact Medicare beneficiaries’ ability to receive amyloid PET scans 

which help determine whether or not they have Alzheimer’s disease. Although this problem is 

currently applicable to only one radiopharmaceutical, we anticipate that future CEDs could have 

similar issues. For this reason, CMS should exercise authority to allow separate payment for 

radiopharmaceuticals to remain in effect for the duration of a CED trial. 

 

 

Section 603 Off-Campus Provider-Based Department Proposals  

 

Section 603 of the Bipartisan Budget Act of 2015 requires that items and services furnished in 

off campus provider-based departments (PBDs) will not be covered by OPPS payment beginning 

Jan. 1, 2017.  SNMMI appreciates that most longstanding facilities were exempted from this 

rule. For CY 2017, CMS finalized the Medicare Physician Fee Schedule (MPFS) as the 

applicable payment system for most of these items and services. However, as a mechanism to 

pay they used the OPPS rate reduced by 50 percent as the method of payment. CMS proposes to 

change the MPFS payment rates for these services from 50 percent of the OPPS payment rate to 

25 percent of the OPPS rate, this is CMS using incomplete data for setting rates in the off-

campus non-exempted provider based office setting. 

 

SNMMI disagrees with CMS’s proposed decision to establish new site-of-service payment rates 

under the MPFS to pay non-excepted off-campus PBDs for the furnishing of non-excepted items 

and services. While the society understands the payment policy will utilize all of the claims, 

SNMMI disagrees with the averaging calculation of 50%. Applying an averaging methodology 

should equalize payment, however, in this scenario, because the DRA adjustment is already 

applied, a redundancy occurs. For example, this methodology would impact all of the PET 

imaging procedures (CPT codes 78459, 79491, 78492, 78608, and 78811-78816). SNMMI 

recommends that CMS consider applying an exemption where DRA would be applied to specific 

CPT codes. Applying a redundant equalization method to these services undervalues the 

payment rate for these services and will force patient care back to the hospital setting, ultimately 

creating patient access issues. SNMMI recommends CMS either create an exemption for codes 

that fall into the redundancy equalization scenario (as previously mentioned) or utilize the carrier 

priced rate.  

 

RECOMMENDATION: Therefore, SNMMI recommends that CMS exempt all DRA 

affected services from the 50% reduction. Additionally, CMS should also exempt carrier 

priced services from the 50%- reduction and conduct code or family analysis so as to not 

cause access issues or the shifting of care due to insufficient payment rates for important 

nuclear medicine services. 

 

Q9969 Code  

 

SNMMI appreciates CMS continuing Q9969 in the CY 2018 Proposed Rule. SNMMI reiterates 

that it is important that this code continue into CY 2018 and beyond. We do not believe there is 
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rationale to discontinue the code as the utilization is currently very low. SNMMI also commends 

CMS for making some of the data collected from this code publicly available. While the total 

dollars spent by Medicare on Q9969 is helpful, we urge CMS to report Q9969 as they do all 

other drug and radiopharmaceutical HCPCS codes in the addendum published by CMS. 

Specifically, SNMMI requests CMS report the “Proposed and Final Rule Drug Blood Brachy 

Cost Statistics” file as they do all other drugs, radiopharmaceuticals, contrast agents, etc.  

 

RECOMMENDATION: Therefore, SNMMI recommends that CMS publish HCPCS code 

Q9969 volume and cost data in the Proposed and Final Rule Drug Blood Brachy Cost 

Statistics” files yearly.  

 

SNMMI appreciates the opportunity to comment on the HOPPS CY 2018 Proposed Rule to 

CMS. As always, SNMMI is ready to discuss any of its comments or meet with CMS on the 

above issues. In this regard, please contact Caitlin Kubler, Senior Manager, Regulatory Affairs, 

by email at ckubler@snmmi.org or by phone at 703-326-1190. 

 

Respectfully Submitted, 

 

     
Bennett S. Greenspan, MD, MS   Gary L. Dillehay, MD, FACNM, FACR 

President  Chair, SNMMI Coding & Reimbursement 

Committee 
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