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December 16, 2015 
 
 
Andy Slavitt 
Acting Administrator  
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1633-FC 
P.O. Box 8013 
Baltimore, MD 21244-8013 
 
Re:  Medicare Program: Changes to the Hospital Outpatient Prospective Payment 

System and CY 2016 Payment Rates; Final Rule 1633-FC 
 
Dear Administrator Slavitt: 
 
We are writing in response to the Calendar Year (CY) 2016 Hospital Outpatient Prospective Payment 
System (OPPS) Final Rule, published November 13, 2015 in Federal Register Vol. 80 No. 219 p. 70298. 
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. 
 
We offer comments and recommendations on the following topics addressed in this Final Rule: 

 Final Rule APC Restructuring for Nuclear Medicine Services 

 Final Rule OPPS Treatment of New CPT and Level II HCPCS Codes 
o CPT 782XA and 782XB 

 Off‐Campus Provider‐Based Departments 

 CMS Offset File 

 Q9969 Code 
 
Final Rule Nuclear Medicine APC Restructuring 
 
You may recall from our February meeting, SNMMI presented an APC reconfiguration proposal for 
nuclear medicine. This proposal was the product of many months of work by nuclear medicine experts 
with additional support from data experts. We were surprised that the Final Rule did not mention this 
proposal specifically; however, we did see that some of our recommendations were finalized in this rule. 
SNMMI’s recommendation was to reconfigure the diagnostic nuclear medicine procedures from 22 to 8, 
in combination with the packaged 10 APC groups of diagnostic radiopharmaceuticals. We were very 
disappointed in July when CMS completely rejected our proposal and proceeded to further consolidate 
the nuclear medicine APCs down to 4. SNMMI strongly believes we have patient access and innovation 
issues at 22 APCs, and this had not changed with the finalized consolidation to 5 nuclear medicine APCs.  
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With the Final OPPS Rule published in the Federal Register on November 13, 2015, we were pleased to 
see that CMS agreed with some of our comments, specifically in regards to SPECT and PET procedures. 
CMS added a new Level 4 Nuclear Medicine APC to accommodate, at least for now, PET procedures. 
Thank you. However, CMS stated in the rule, this does not preclude CMS from putting other nuclear 
medicine or other related services in this APC in the future, we do not agree with this statement, as we 
do not believe the resources for SPECT or other non-nuclear medicine services are resource equal or 
clinically homogeneous.  
 
We also appreciate that CMS moved most of the non-imaging out of the NM therapy APC 5661 (see 
Table 1 below) and placed them into other nuclear medicine APC groups (based on the hospital mean 
cost information). CMS did leave CPT 78725 in the therapy APC, however as you can see in Table 1, the 
geometric mean is more similar to the Level 1 nuclear medicine APC 5591 and we believe if CMS is not 
going to create a non-imaging nuclear medicine APC then CMS should move it to APC 5591. Additionally, 
we understand that CMS is making decisions based on hospital claims data, however we disagree with 
placing CPT 78458 a bilateral study in a lower level then the equivalent unilateral CPT 78457, it makes no 
sense to pay more for the limited study than for a bilateral study that is clearly more work. We 
understand that CMS is basing this decision on the claim cost information, however we call your 
attention to the very low volume of these services, therefore moving CPT 78458 into APC 5592 would 
make more resource homogeneity sense to us. The SNMMI also noted that CMS did agree with other 
recommendations such as moving CPT 78075 into APC 5593 and CPT 78456 from APC 5525 to APC 5593 
and CPTS 78630, 78805 & 78806 from APC 5592 to APC 5593, we thank you.   With that said, we were 
surprised by the decision to allow non-nuclear medicine codes in the nuclear medicine APCs. We 
reaffirm our strong recommendation to remove non-nuclear medicine services from the nuclear 
medicine APCs as we do not believe these services are clinical or resource homogeneous. 
 
 Table 1.  

 

CPT/ 

Description 
  

2016-
Prop 

2016-
Final 

SNMMI 2014 
Geometric 

2014 2014 

HCPCS APC APC 
Agree 

Mean 
Single 

(CMS used 
in rate 

setting) 

Total 
Billed 

38792 
Injection procedure; radioactive 
tracer for identification of 
sentinel node 

5661 5591 
Yes 

 $   245.47  1723 20281 

78012 

Thyroid uptake, single or 
multiple quantitative 
measurement(s) (including 
stimulation, suppression, or 
discharge, when performed) 

5661 5591 

Yes 

 $   208.17  2510 2798 

78191 Platelet survival study 5661 5591 Yes  $           -    0 0 

78270 
Vit B-12 absorption study (eg, 
Schilling test); without intrinsic 
factor 

5661 5591 
Yes 

 $     29.06  1 1 
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78271 
Vit B-12 absorption study (eg, 
Schilling test); with intrinsic 
factor 

5661 5591 
Yes 

 $           -    0 0 

78272 
Vit B-12 absorption study 
combined, with and without 
intrinsic factor 

5661 5591 
Yes 

 $           -    0 0 

78445 
Non-cardiac vascular flow 
imaging (ie, angiography, 
venography) 

5523 5591 
Yes 

 $   258.09  32 83 

78458 
Venous thrombosis imaging, 
venogram; bilateral 5524 5591 No  $   289.50  7 38 

78808 

Injection procedure for 
radiopharmaceutical 
localization by non-imaging 
probe study, intravenous (eg, 
parathyroid adenoma) 

5661 5591 

Yes 

 $   264.00  68 1501 

78999 
Unlisted miscellaneous 
procedure, diagnostic nuclear 
medicine 

5661 5591 
Yes 

 $   137.02  209 4304 

78457 
Venous thrombosis imaging, 
venogram; unilateral 5524 5592 No  $   627.74  2 7 

78266 

Gastric Emptying Imaging 
Study (eg, solid, liquid or both); 
with small bowel and colon 
transit, multiple days 

N/A 5592 
Yes 

 $           -    0 0 

78075 
Adrenal imaging, cortex and/or 
medulla 5592 5593 Yes  $   889.36  57 81 

78190 

Kinetics, study of platelet 
survival, with or without 
differential organ/tissue 
localization 

5661 5593 
Yes 

 $1,288.02  1 1 

78456 
Acute venous thrombus 
imaging, peptide 5525 5593 Yes  $   982.62  3 3 

78650 
Cerebrospinal fluid leakage 
detection and localization 5592 5593 Yes  $   828.94  24 69 

78805 
Radiopharmaceutical 
localization of inflammatory 
process; limited area 

5592 5593 
Yes 

 $   794.69  2994 4318 

78806 
Radiopharmaceutical 
localization of inflammatory 
process; whole body 

5592 5593 
Yes 

 $   809.10  2752 3543 

78459 
Myocardial imaging, positron 
emission tomography (PET), 
metabolic evaluation 

5593 5594 
Yes 

 $1,093.88  265 695 

78491 

Myocardial imaging, positron 
emission tomography (PET), 
perfusion; single study at rest or 
stress 

5593 5594 
Yes 

 $1,281.05  61 271 

78492 

Myocardial imaging, positron 
emission tomography (PET), 
perfusion; multiple studies at 
rest and/or stress 

5593 5594 
Yes 

 $1,343.98  15330 20651 
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Finally, regarding the structure, SNMMI believes the Final Rule will do little to alleviate the problems we 
are currently experiencing as it did not address what we view as inappropriate groupings of the  
diagnostic radiopharmaceuticals. While we appreciate the difficult job you have, and fully understand 
the complexity of nuclear medicine, we fear that the current reimbursement structure will continue to 
contribute to the decline of a vital part of medicine. Ultimately, this will lead to further erosion of 
getting the patient the right test at the right time. 
 
SNMMI respectfully requests that CMS reconsider and propose for public comment period to 
implement separate payment for diagnostic radiopharmaceuticals either separately or APCs for 
groups of diagnostic radiopharmaceuticals that will be paid separately from the nuclear medicine APC 
procedure groups for CY 2017. 
  
In summary, the SNMMI APC Reconfiguration Task Force is a team of physicians, technologists, 
pharmacists, and coders who review in depth society guidelines and hospital practices in nuclear 
medicine to provide a thoughtful proposal taking into account CMS’s packaging preferences. We believe 

78608 
Brain imaging, positron 
emission tomography (PET); 
metabolic evaluation 

5593 5594 
Yes 

 $1,221.91  2903 3174 

78811 
Positron emission tomography 
(PET) imaging; limited area (eg. 
chest, head/neck) 

5592 5594 
Yes 

 $   912.62  112 219 

78812 
Positron emission tomography 
(PET) imaging; skull base to 
mid-thigh 

5593 5594 
Yes 

 $1,276.18  2079 2921 

78813 
Positron emission tomography 
(PET) imaging; whole body 5593 5594 Yes  $1,096.42  207 408 

78814 

Positron emission tomography 
(PET) with concurrently 
acquired computed tomography 
(CT) for attenuation correction 
and anatomical localization 
imaging; limited area (eg, chest, 
head/neck) 

5593 5594 

 
 

Yes  $1,668.44  2311 3005 

78815 

Positron emission tomography 
(PET) with concurrently 
acquired computed tomography 
(CT) for attenuation correction 
and anatomical localization 
imaging; skull base to mid-thigh 

5593 5594 

   
   
   Yes  $1,348.33  238968 281791 

78816 

Positron emission tomography 
(PET) with concurrently 
acquired computed tomography 
(CT) for attenuation correction 
and anatomical localization 
imaging; whole body 

5593 5594 

   
    
   Yes  $1,304.71  19516 26398 

78725 
Kidney function study, non-
imaging radio isotopic study 5561 5561 No  $   336.77  211 447 
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our proposal is sound and has been developed with careful methodology to keep beneficiary access and 
innovations in mind for solutions. While we do believe that over time it is important to review and 
update the APCs, we believe our proposal will provide hospitals the stability, and CMS the packaging, 
while serving our patients.  
 
Therefore, SNMMI respectfully requests that CMS reevaluate the finalized nuclear medicine APC 
restructuring and, instead, adopt the SNMMI proposed reconfiguration in the final CY 2017 HOPPS 
rule. 
 
Final OPPS Placement of New CPT 78265 and 7866 
 
CMS posted new CY 2016 CPT codes in Addendum B, the SNMMI did review the final placements of two 
new services CPT 78265 and 78266 and we appreciate that CMS did reconsider and move CPT 78266 
from APC 5591 to APC 5592, while we had recommended placement in APC 5593 we believe that CMS 
did recognize the added resources and we would agree with this placement while we gather hospital 
claims data.  Thank you.  
 
CMS Offset File 
 
SNMMI remains concerned with the format and implementation of these off-set files as CMS lists all the 
unconditionally packaged products together, such as, diagnostic radiopharmaceuticals, stress agents, 
contrast agents and skin substitutes, while only reporting out one total offset payment amount by APC 
category. Without separate offset files for each category of unconditionally packaged group, CMS would 
remove supplemental resources when a pass-through product of a diagnostic radiopharmaceutical or a 
stress agent becomes available. For example, HCPCS code A9586 Florbetapir F18, diagnostic, per study 
dose, up to 10 millicuries, and the two new pass-through Amyloid agents, C9458 Florbetaben F-18, 
diagnostic per study does, up to 8.1 millicuries or C9459 Flutemetamol F-18, diagnostic, per study dose, 
up to 5 millicuries is most commonly reported with CPT code 78811 Positron emission tomography (PET) 
imaging; limited area (e.g., chest, head/neck) or 78814 Positron emission tomography (PET) with 
concurrently acquired computed tomography (CT) for attenuation correction and anatomical localization 
imaging; limited area (e.g., chest, head/neck), paid in CY 2016 in the Nuclear Medicine Level 4 APC 
group 5594. This is an APC that packages PET services, cardiac procedures and oncology procedures,  
which would always package the radiopharmaceutical and the pharmaceutical stress agent. As a result, 
the offset amount for CY 2016 is $228.37. This reimbursement is accounting for both the packaged RPs 
and the packaged stress agent drugs. For a more accurate and appropriate payments, CMS should clarify 
which portion is attributable to the diagnostic radiopharmaceutical and which is attributable to the 
packaged stress agent. Without this clarification, removing the $238.37 payment from the procedure 
payment ($1,285.17) would also be removing the costs and payment for the stress agents and thus 
underpaying for the service on average. This is a current issue for CY 2016, as detailed in our example, 
and will be of great concern in the near future as the IDEAS trial opens. As such, this issue needs 
prompt attention. Therefore, SNMMI respectfully recommends that CMS create an offset file 
separating the diagnostic radiopharmaceuticals from the contrast and stress agents and any skin 
substitutes. Additionally, CMS continues to only provide off-set files only with the final rule and, as a 
result, comments can only be provided after these files are released. SNMMI respectfully requests that 
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CMS release these files during the open comment period following the proposed rule so the public 
will have complete information for commenting on proposals to CMS. 
 
Q9969 Code 
 
While SNMMI appreciates CMS continuing Q9969 in the CY 2016 final rule, it is important that it 
continue into CY 2017 and beyond. We do not believe there is rationale to discontinue the code as the 
utilization is currently very low.  According to the “Line Item Files,” there were 6,064 units of Q9969 in 
the CY 2014 data. For CY 2013 data, there were 1675 units of Q9969, while we agree the volume from 
2013 to 2014 is increasing the volume compared to the total volume of nuclear medicine services pale in 
comparison. Specifically, of the 1,707,795 procedures (CPT 78012-78999) billed, Q9969 only made up 
0.35% of the total. Less than 1 percent is far from a utilization that would be acceptable to consider 
discontinuation of the Q9969 code and payment.  As a result, SNMMI respectfully asks CMS to 
continue Q9969 and the payment policy for the CY 2017 rule and work with stakeholders regarding a 
phase out plan based on utilization and adoption of non-HEU Technetium by the nuclear medicine 
community.  
 
Observation C-APC  
 
CMS finalized the creation of a C-APC for observation services to provide comprehensive payment for all 
services received when receiving comprehensive observation services, defined as a non-surgical 
encounter with a high level outpatient hospital visit and 8 or more hours of observation.  Copayments 
under the OPPS for any service are capped at the inpatient deductible amount. SNMMI appreciates 
CMS's attempt to reduce waste and fraud, but believes this final policy is overly complicated and needs 
further examination and review, prior to implementation. For example, a percent of the time, 
observation patients will need a myocardial perfusion study. The society has concerns with packaging 
these tests in with the observation C-APC. SNMMI reaffirms our concerns regarding the rapid 
implementation and potential negative implications to patient access and medical care. We remained 
concerned that emergency departments will be pressured to send patients home without the benefit 
of important rule out testing, such as myocardial perfusion imaging services   
 
SNMMI appreciates the opportunity to comment on this HOPPS CY 2016 Final Rule to the 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 Susan Bunning, Director, Health Policy and Regulatory Affairs, by email at 
sbunning@snmmi.org or by phone at 703-326-1182. 
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Respectfully Submitted, 
 

                    
Hossein Jadvar, MD, PhD, MPH, MBA, FACNM Gary L. Dillehay, MD, FACNM, FACR 
President                                Chair, SNMMI Coding & Reimbursement Committee 
 
 
 

                       
                       

 


