
 

 

 
 

August 29, 2014 
 
 
BY ELECTRONIC DELIVERY  
 
Marilyn Tavenner 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Room 445-G 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 

Re:  Medicare and Medicaid Programs: Hospital Outpatient Prospective 
Payment and Ambulatory Surgical Center Payment Systems and Quality 
Reporting Programs; Physician-Owned Hospitals:  Data Sources for Expansion 
Exception; Physician Certification of Inpatient Hospital Services; Medicare 
Advantage Organizations and Part D Sponsors:  Appeals Process for 
Overpayments Associated With Submitted Data [CMS-1613-P] 
 

Dear Administrator Tavenner: 
 

The Biotechnology Industry Organization (BIO) is pleased to comment on the 
Centers for Medicare & Medicaid Services (CMS) proposed rule regarding payment policies 
under the calendar year (CY) 2015 hospital outpatient prospective payment system (OPPS), 
published in the Federal Register on July 14, 2014 (the “Proposed Rule”).1  BIO represents 
more than 1,000 biotechnology companies, state biotechnology centers, academic 
institutions, and related organizations both in the United States and abroad.  BIO members 
are critical contributors to the research and development of innovative health care, 
agricultural, industrial, and environmental biotechnology products.   
 

BIO members are eager to improve health care through the discovery and 
advancement of new therapies and thus are supportive of appropriate reimbursement in our 
health care system both to ensure that beneficiaries have proper access to care and to 
encourage investment in innovations.  CMS proposes to continue reimbursing separately 
payable drugs and biologicals at the statutory default of average sales price (ASP) plus six 
percent in CY 2015, and BIO strongly supports this proposal.  This methodology helps to 
ensure that payments are both predictable and equitable, which in turns ensures beneficiary 
access in the hospital outpatient setting to vital therapies.  We urge CMS to finalize this 
proposal.   

 
On the other hand, we are disappointed that CMS proposes both to continue its 2014 

packaging policies and to build upon them by expanding the comprehensive ambulatory 
payment classifications (C-APCs) and conditionally packaging payment for ancillary services.  
CMS has acknowledged that it is “important that the OPPS enhance incentives for hospitals 
to provide necessary, high quality care as efficiently as possible.”2   We urge CMS to remain 

                                                   
1 79 Fed. Reg. 40915 (July 14, 2014). 
2 Id. at 40953. 
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mindful of this statement as the agency proceeds with the development of its packaging 
policies.  We recognize that packaging can provide incentives for hospitals to provide more 
efficient care, but a transparent and thoughtful approach to additional packaging policies is 
necessary to ensure that that these policies do not simultaneously discourage use of the 
most clinically appropriate therapy.  Packaging policies that disincentivize the use of the 
most appropriate treatment option have the potential to result in harm to beneficiaries.  
Precautions must be taken to ensure that beneficiary access to critical therapies remains 
safeguarded.  As discussed in greater detail below, we respectfully request that the agency 
reconsider its packaging proposals. 
 

To ensure that Medicare beneficiaries continue to have access to crucial treatments 
and therapies in the hospital outpatient setting, we recommend that CMS: 
 

• Finalize its proposal to continue paying ASP plus six percent for separately payable 
drugs and biologicals administered in the OPPS;  

• Provide separate payment at ASP plus six percent for Food and Drug Administration 
(FDA) approved drugs and biologicals regardless of their function in diagnostic or 
surgical procedures and restore separate payment for contrast agents and for 
diagnostic radiopharmaceuticals following the expiration of transitional pass-through 
payment; 

• Continue to make separate payment for all add-on codes, including the codes for 
drug and biological administration services; 

• Continue to pay separately for all ancillary services but particularly those provided 
alone; 

• Delay implementation of policies related to the establishment of comprehensive APCs 
and further refine the complexity adjustments; 

• Make separate payment for all drugs and biologicals with Healthcare Common 
Procedure Coding System (HCPCS) codes in the OPPS just as the agency does for 
these therapies when they are administered in the physician office setting.  If any 
drugs remain packaged, CMS should require hospitals to bill for them using HCPCS 
codes and revenue code 636; 

• Finalize its proposal to continue to adjust OPPS payments to certain cancer hospitals 
in CY 2015; 

• Continue to pay for therapeutic radiopharmaceuticals based on ASP data if submitted 
by the manufacturer and reimburse these therapies at ASP plus six percent; 

• Reimburse blood clotting factors at ASP plus six percent plus an updated furnishing 
fee; 

• Consider implantable biologicals approved under biologics license applications (BLAs) 
for pass-through status as drugs or biologicals, or, if CMS does not implement this 
recommendation, CMS should clarify that it will apply the device pass-through 
criteria only to biologicals if they are solely surgically implanted according to their 
FDA-approved indications. 

• Pay separately for all drugs and biologicals approved by FDA under section 351 of 
the Public Health Service Act (PHSA) at statutory default of ASP plus six percent and 
not package skin substitutes per the proposed methodology or based on their 
function; 

• Continue to evaluate skin substitutes through the drug, biological, and 
radiopharmaceutical pass-through process and payment methodology; 

• Does not finalize the proposal to establish the high/low cost threshold for skin 
substitute bundles using a per-cm2 methodology, but instead calculates the threshold 
based on per-patient-per-day costs using ASP data; 
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• Delay adoption of an alternative process for assigning interim or final coding policies 
and payment rates for new and revised Current Procedural Terminology (CPT®)3 
codes until at least CY 2016 and clarify how CMS will determine whether existing 
predecessor codes are appropriate to use for new or revised CPT codes in the interim 
year between their effective date and the opportunity for public comment in the 
OPPS proposed rule for the following year; 

• Support CMS’s effort to understand the trend toward hospital-based physician 
practices, but urge CMS to ensure that the proposed approach is broad enough to 
capture the full extent of this trend; and 

• Rescind a new requirement for the OPPS drug and biological pass-through application 
set forth in guidance released outside of the annual OPPS proposed rule process and 
propose all future changes related to pass-through status under the OPPS through 
the annual notice-and-comment rulemaking process. 

 
I. Proposed OPPS Payment for Drugs, Biologicals, and Radiopharmaceuticals 

Without Pass-Through Status – CMS should finalize its proposal to continue 
paying ASP plus six percent for separately payable drugs and biologicals 
administered in the OPPS. 

 
For CY 2015, CMS proposes to continue a policy first adopted in CY 2013 of paying 

for separately payable drugs and biologicals at the statutory default of ASP plus six 
percent.4  As set forth in the Social Security Act (SSA), Medicare is required to reimburse 
specific covered outpatient drugs (SCODS) at the “average acquisition cost for the drug for 
the year,” as determined by the Secretary using survey data.5  Payment must be set at 
average sales price for the drug as established under 1842(o), 1847A, or 1847B (e.g. ASP 
plus six percent or the rates determined under the Competitive Acquisition Program) when 
acquisition costs are not available.6 
 

CMS indicated in the CY 2013 OPPS final rule that it intends in the future to develop 
a methodology that more “accurately and predictably estimates acquisition and overhead 
costs for separately payable drugs and biologicals in order to pay for them appropriately.”7  
We support this objective, and, until an improved methodology is developed, BIO urges 
CMS to finalize its proposed CY 2015 policy to ensure appropriate payment for separately 
payable drugs and biologicals in CY 2015. 
 

BIO supports the agency’s proposal for CY 2015 because it is consistent with the 
statute and Congressional intent to reimburse hospitals for these therapies based on an 
accurate methodology to determine average acquisition cost for each drug or the rates 
established under section 1842(o), 1847A, and 1847B of the SSA.  The statutory default 
approach generates far more predictable payments for drugs and biologicals under the OPPS 
than the approach previously employed by CMS of adjusting pharmacy overhead costs.  In 
addition, using the statutory default approach ensures that Medicare payment rates for 
drugs and biologicals are equivalent in both the hospital and physician office setting, 
eliminating reimbursement incentives that can drive inappropriate shifts in the site of care 
and helping to ensure that patients are able to obtain care in the most clinically appropriate 

                                                   
3 CPT copyright 2013 American Medical Association (AMA).  All rights reserved.  CPT® is a registered trademark of 
the AMA. 
4 79 Fed. Reg. at 40922. 
5 Social Security Act (SSA) § 1833(t)14(A)(iii)(I). 
6 Id. § 1833(t)(14)(A)(iii)(II). 
7 77 Fed. Reg. 68210, 68389 (Nov. 15, 2012). 
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setting.  CMS should finalize this proposal for CY 2015 to ensure that payments for 
separately payable drugs and biologicals continue to remain predictable and appropriate.   
 
II. Proposed Changes to Packaged Items and Services 

 
CMS significantly expanded its packaging policies in CY 2014 and proposes to 

implement additional packaging for CY 2015 in an effort to achieve the agency’s 
“overarching goal” of making “OPPS payments for all services paid under the OPPS more 
consistent with those of a prospective payment system and less like those of a per service 
fee schedule, which pays separately for each coded item.”8  Although BIO supports CMS’s 
goal to incentivize the efficient provision of care, we remain concerned that these policies 
fail to provide adequate payment that ensures access to appropriate care.   
 

Specifically, BIO is concerned that these policies do not appropriately take into 
consideration the importance of physician-patient decision-making based on assessments of 
the clinical appropriateness of each aspect of a therapy regimen for an individual patient.  
BIO also remains concerned that these payment policies will limit patient access to effective 
therapies.  This concern is heightened by the fact that in the seven months since the last 
expansion of packaging was implemented, no data are available yet about the impact of 
these policies.  CMS’s claims data reflecting the effects of these policies will not be available 
until next year.   

 
To ensure continued patient access to quality care, thorough and ongoing 

measurement of how hospitals’ utilization of the packaged items and services has been 
effected by the recent expansion in packaging and new ambulatory payment classifications 
(APCs) for clinic visits is needed.  CMS must allow adequate time for agency and 
stakeholders to make such evaluations before leaving in place these newly implemented 
changes or expanding packaging to any additional services in subsequent years.   
 

As CMS recognized with regard to the new comprehensive APCs, hospitals need time 
to model complex changes to reimbursement rates and assess the impact on their 
organization.9  Indeed, all stakeholders need time to review and replicate CMS’s proposed 
payment rates in order to ensure that the rates are calculated correctly and truly reflect the 
costs of the items and services included in each APC’s rate and to provide meaningful 
comments on them.  The OPPS rates are calculated using a complex methodology that has 
become more difficult to replicate as the OPPS system evolves.  Only a few consultants can 
perform this analysis, and the 60-day comment period following the release of the proposed 
rule rarely is enough time to run all of the calculations, pose questions about potential 
technical errors to CMS, and provide comments on the effect of the policies.  We thank CMS 
for meeting with these consultants a couple of months ago and releasing the data files soon 
after the Proposed Rule this year, but even with this early release, it is difficult to complete 
the analysis before the public comment period on the Proposed Rule closes.   
 

To ensure that any new packaging policies produce appropriate reimbursement 
rates, CMS needs to provide sufficient time for stakeholders to analyze the data and provide 
meaningful comments.  Ideally, packaging expansions that CMS is considering could be 
presented at the winter meeting of the Advisory Panel of Hospital Outpatient Payment (HOP 
Panel), then refined and, if warranted, included in the annual proposed rule.  Depending on 
the complexity of the proposal, CMS then could decide to implement the policy in the final 

                                                   
8 79 Fed. Reg. at 40958. 
9 78 Fed. Reg. 74826, 74863 (December 10, 2013).   
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rule or, better yet, wait an additional year to refine it as the agency has done with the 
comprehensive APCs.  Either way, stakeholders would be given early notice that CMS is 
considering a certain policy, as well as a few different opportunities to analyze data and 
make comments.  We ask CMS to continue to work with stakeholders and their consultants 
to make the data – as well as any substantial policy changes being considered – available as 
early as possible to facilitate meaningful analysis throughout this process.  Most important, 
we urge CMS to evaluate access to care under the agency’s 2014 packaging policies before 
implementing any further expansions of packaging and to be prepared to amend the policies 
implemented in 2014 to ensure robust patient access to quality care.  Once again, we thank 
CMS for all it has done thus far to meet with the consultants, release the data as early as 
possible, and answer questions throughout their replication process and analysis.   

 
A. Drugs, Biologicals, and Radiopharmaceuticals That Function as Supplies 

When Used in a Diagnostic Test or Surgical Procedure – CMS should provide 
separate payment for FDA-approved drugs and biologicals regardless of 
their function in diagnostic or surgical procedures.  CMS also should restore 
separate payment for contrast agents and for diagnostic 
radiopharmaceuticals following the expiration of transitional pass-through 
payment. 
  
CMS proposes to continue to package all diagnostic radiopharmaceuticals and 

contrast agents.10  BIO opposes this policy on the grounds that CMS’s rationale disregards 
both the plain language of the statute and Congressional intent. On the same grounds, BIO 
also continues to oppose the packaging of certain drugs and biologicals when used in a 
diagnostic or surgical procedure.  We believe these proposals will harm beneficiary access to 
appropriate drugs, biologicals, and radiopharmaceuticals, and we urge CMS not to adopt 
them.   
 

These policies affect several drugs and biologicals that meet the statutory definition 
of a SCOD and thus are subject to specific statutory payment provisions, as well as drugs 
and biologicals that CMS has treated as SCODs under its longstanding policy of applying a 
uniform payment methodology to these therapies.  The SSA defines a SCOD as a “covered 
outpatient drug…for which a separate ambulatory payment classification group (APC) has 
been established” and that is a radiopharmaceutical or a drug or biological for which pass-
through payments were made on or before December 31, 2002.11  The statute does not 
distinguish between drugs and biologicals that serve a therapeutic modality and those used 
with other services.  CMS does not have the authority to reclassify a drug or biological as a 
supply simply to avoid payment for these drugs and biologicals as SCODs. 
 

Congress did not intend for CMS to circumvent the statutory payment provisions for 
SCODs by packaging entire classes of therapies.  Congress allows CMS to package drugs 
and biologicals in certain cases based on the cost of the therapy, but not based on function, 
as the latter would render the statute’s explicit payment instructions meaningless.  We 
continue to urge CMS to make separate payment at ASP plus six percent for all drugs and 
biologicals, regardless of their function, as CMS does for other SCODs and drugs and 
biologicals treated as SCODs.  In addition, we ask that CMS restore separate payment for 
contrast agents and for diagnostic radiopharmaceuticals following the expiration of 
transitional pass-through payment.   
 

                                                   
10 79 Fed. Reg. at 41004. 
11 SSA § 1833(t)(14)(B). 
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If CMS does not make separate payment for these drugs, biologicals, and 
radiopharmaceuticals, the agency must ensure that payment remains sufficient to protect 
access to appropriate care.  Based on our experience with packaged diagnostic 
radiopharmaceuticals, we are concerned about the agency’s methodology for determining 
payment for packaged drugs, biologicals and radiopharmaceuticals.  CMS’s methodology for 
determining payment for packaged diagnostic radiopharmaceuticals generates rates that do 
not reasonably and accurately reflect the true resource costs to hospitals offering diagnostic 
radiopharmaceuticals.  Under the agency’s methodology, numerous radiopharmaceuticals 
with widely varying costs are packaged into a single nuclear medicine APC, and the payment 
for the procedure does not always adequately cover the costs of the appropriate 
radiopharmaceutical and performance of the procedure.  We are similarly concerned that 
the Agency’s methodology for reimbursing the use of stress agents—packaged with 
myocardial perfusion imaging (MPI) procedures in CY 201412—may incentivize decisions 
based on cost rather than clinical appropriateness. This is because a single reimbursement 
rate was established for MPI with or without stress agents that does not adequately reflect 
the costs of using these therapies when they are clinically appropriate (i.e., when a patient 
cannot undergo exercise to achieve an adequate heart rate and blood pressure to undergo 
MPI).13 Additionally, in general, packaging drugs and biologicals tends to result in 
underreporting of their utilization (since reporting does not impact reimbursement), which 
can decrease the measured costs associated with the procedure and lead to diminishing 
packaged payment rates over time, exacerbating the financial incentives to stint on 
appropriate care. 

 
Therefore, we continue to believe that separate payment for all drugs, biologicals, 

and radiopharmaceuticals following the expiration of transitional pass-through payment is 
consistent with the statute and Congressional intent and is the best way to ensure 
beneficiary access to appropriate care. However, if the Agency insists on continuing to 
package these therapies, we ask CMS to at least create separate APCs for diagnostic and 
surgical procedures when they are performed with—versus when they are performed 
without—drugs and biologicals with a cost above CMS’s packaging threshold in order to 
more accurately reimburse for the use of these therapies and track their utilization over 
time.   
 

B. Procedures Described by Add-on Codes – CMS should continue to make 
separate payment for all add-on codes, including the codes for drug and 
biological administration services. 
 
In CY 2015, CMS proposes to package all of the procedures described by add-on 

codes that currently are assigned to device-dependent APCs, which will be replaced by 
comprehensive APCs in CY 2015.14  BIO reiterates our concerns that packaging add-on 
codes disregards the significant variability of the need for these services within the patient 
population and disproportionately may affect hospital outpatient departments that treat a 
sicker underlying population.  
  

This is especially true of add-on codes that describe the administration of drugs and 
biologicals.  BIO believes that protecting access to appropriate drug and biological therapies 
requires sufficient reimbursement for the related drug and biological administration 

                                                   
12 See 78 Fed. Reg. 74826, 74927 (December 10, 2013). 
13 American Society of Nuclear Cardiology. 2011. Imaging Guidelines for Nuclear Cardiology Procedures. Available 
at: http://www.asnc.org/media/PDFs/PPStressTests081511.pdf.  
14 79 Fed. Reg. at 40959. 

http://www.asnc.org/media/PDFs/PPStressTests081511.pdf
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services.  We are pleased that CMS did not finalize its proposal to package payment for add-
on codes for drug administration for CY 2014 and is not proposing to package payment for 
these services in CY 2015.  In the CY 2014 final rule, CMS concluded that further study of 
this payment methodology is warranted in light of “the frequency of drug administration 
services in the hospital outpatient department and their use in such a wide variety of 
different drug treatment protocols for various diseases in all types of hospitals.”15  CMS 
states in the CY 2015 Proposed Rule that it is “examining various alternative payment 
policies for drug administration services, including the associated drug administration add-
on codes.”16 
 

Although we continue to urge CMS to reimburse separately for all procedures 
described by add-on codes, we ask that, at minimum, CMS finalize for CY 2015 the CY 2014 
OPPS final rule exception to the packaging of drug administration add-on codes.  We agree 
with CMS that the variety of combinations of drugs and drug administration services that 
would be affected by such a policy make thorough analysis essential to ensure that the 
resulting payment rates are sufficient.  CMS must allow access to the data with ample time 
to review and comment before any such policy is finalized as well as sufficient time for 
hospitals to assess the impact of the final policy before it is implemented, in recognition of 
the fact that analysis of changes to payment for drug administration add-on codes will be 
particularly complex and time-consuming.  For CY 2015, continuing to reimburse separately 
for these add-on codes, especially drug and biological administration add-on codes, is 
crucial to adequately capturing the variation of use of the therapies, and appropriate 
reimbursement for these therapies is, in turn, critical to ensuring patient access to them. 

 
C. Ancillary services – CMS should continue to make separate payments for all 

ancillary services but particularly ancillary services provided alone. 
 

CMS proposes to conditionally package certain ancillary services, specifically to limit 
the initial set of APCs that contain conditionally packaged services to those ancillary service 
APCs with a proposed geometric mean cost of less than or equal to $100 (prior to 
applications of the conditional packaging status indicator).17  Although BIO appreciates that 
CMS opted to continue paying for ancillary services when provided alone in 2014, BIO is 
concerned that the agency’s proposal for 2015 again introduces the potential to disrupt the 
efficient provision of care and limit access to these packaged services.  BIO supports CMS’s 
proposal for 2015 to pay separately for ancillary services when provided alone to avoid 
inappropriately disincentivizing the provision of these important services, but BIO believes 
that CMS should continue to make separate payment for all ancillary services.   
 

CMS notes that a geometric mean cost of $100 is less than a single payment rate for 
clinic visits in CY 2014 (APC 0634, which contains the single clinic visit code G0463, has a 
geometric mean cost of $102.68).18  BIO notes that even in using $100, however, the 
proposed policy nonetheless may not reflect adequate reimbursement for these ancillary 
services and thus may discourage their use. For example, CMS proposes to package many 
of the Level I and Level II Pathology Codes, which include certain diagnostic tests used to 
make a cancer diagnosis.  A Medicare beneficiary with cancer may require multiple 
diagnostic tests associated with the primary biopsy procedure to properly characterize the 
relevant biomarkers and ensure an accurate diagnosis.  Moreover, if finalized, the proposal 

                                                   
15 78 Fed. Reg. at 74945. 
16 79 Fed. Reg. at 40960. 
17 Id. at 40959. 
18 Id. at 40959. 
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to conditionally package these services may incentivize inefficient care if patients are asked 
to make additional visits instead of receiving all necessary services during the same visit.  
  
III. Establishment of Comprehensive APCs – CMS should delay implementation 

of its policies related to the establishment of comprehensive APCs and 
further refine the complexity adjustments. 
 
In the CY 2014 Proposed Rule, CMS announced its intention to make the OPPS more 

of a prospective payment system and less of a fee schedule-type payment system.19  As a 
part of the larger policy shift, the CY 2014 final rule packaged payment for the most costly 
medical device implantation procedures under the OPPS at the claim level, establishing 
comprehensive APCs (C-APCs), but delayed the effective date of this policy to January 1, 
2015.  All items and services provided in conjunction with the primary service around which 
the C-APC is constructed would be packaged, regardless of cost, including all drugs, 
biologicals, and radiopharmaceuticals, but excluding those drugs with pass-through 
payment status, drugs that are usually self-administered, and drug administration add-on 
and ancillary codes.  In the CY 2015 Proposed Rule, CMS states its intention to adhere to 
the January 1, 2015 effective date, proposes to refine complexity adjustments to identify 
and account for subsets of procedures within a C-APC that have increased resource 
requirements relative to less complex subsets of the same procedure, and revises the C-APC 
payment methodology. 
 

CMS notes in the CY 2015 Proposed Rule that it delayed the effective date of the C-
APC policy finalized in CY 2014 “to allow additional time for analysis, opportunity for public 
comment, and systems preparation.”20  However, BIO still does not believe that sufficient 
analysis of the potential impact of this policy on patient access to, and the provision of, high 
quality care has been possible.  We continue to call into question the comprehensiveness 
and validity of the data provided in support of this policy as well as the ability of C-APCs to 
pay adequately for complex services for patients.  Furthermore, we note that no specific 
clinical quality metrics are associated with this policy, and CMS has not released a process 
by which it plans to monitor and assess the effect of the policy on quality of care.  Thus, we 
ask that CMS further delay the implementation of this policy based on these outstanding 
and significant issues. 
 

In addition, we believe that further refinement of the complexity adjustments is 
warranted.  CMS proposes that, to be eligible for a complexity adjustment, a code 
combination must meet both a frequency and a cost threshold: (a) it must be reported by 
25 or more claims; and (b) it must violate the 2-times rule—the comprehensive geometric 
mean cost of the “complex” code combination exceeds the comprehensive geometric mean 
cost of the lowest significant HCPCS code assigned to the originating comprehensive APC by 
at least 2 times.21  If both of these thresholds are met, the code combination will be 
assigned a complexity adjustment to the next higher cost APC in the AIDCP clinical family of 
C-APCs.  We believe that CMS should carefully consider whether, for code combinations that 
more significantly exceed the 2 times rule, assignment to the next higher cost APC is 
sufficient to adequately reimburse for the complexity of the services provided, especially in 
cases where there only is a marginal reimbursement increase between two successive APCs.  
In such cases, further refinement of the complexity adjustment may be warranted. 
 

                                                   
19 Id. at 40940. 
20 Id. at 40940. 
21 Id. at 40948. 
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IV. Proposed Cost Threshold for Packaging of Payment for HCPCS Codes That 

Describe Certain Drugs, Certain Biologicals, and Therapeutic 
Radiopharmaceuticals (“Threshold-Packaged Drugs”) – CMS should make 
separate payment for all drugs and biologicals with HCPCS codes.  If any 
drugs and biologicals remain packaged, CMS should require hospitals to bill 
for them using HCPCS codes and revenue code 636. 

 
For CY 2015, CMS proposes to package items with a per day cost less than or equal 

to $90 and to identify items with a per day cost greater than $90 as separately payable.  
Over the past 5 years, CMS has rapidly increased the packaging threshold.22  CMS proposes 
a $90 threshold for CY 2015, a 40 percent increase over the 2010 threshold of $65.  
 

BIO believes this rapid increase contradicts Congressional intent.  When Congress 
enacted the definition of a SCOD, it also established a packaging threshold of $50 for drugs 
and biologicals in 2005 and 2006.  For 2005 and 2006, Congress codified the $50 threshold 
for because it objected to the $150 packaging threshold that was in effect in 2003 and thus 
sought to decrease the threshold.  In light of Congressional intent, the absence of a 
statutory requirement with respect to a packaging threshold after 2006 should not be 
interpreted as support for widespread packaging. 

 
Furthermore, CMS should make separate payment for all drugs and biologicals with 

HCPCS codes in the OPPS to align with the agency’s payment policy for these therapies 
when they are administered in a physician office.  To the extent that drugs and biologicals 
continue to be packaged, CMS guidelines most go beyond simply encouraging hospitals “to 
change their reporting practices if they are not already reporting HCPCS codes for all drugs 
and biologicals furnished, when specific HCPCS codes are available for those drugs and 
biologicals.”23  A clear requirement from CMS that hospitals must bill for drugs and 
biologicals using HCPCS codes and revenue code 636 is critical to ensuring that CMS has 
data to facilitate appropriate rate-setting in the future if CMS does not continue reimbursing 
all separately payable drugs and biologicals at ASP plus six percent after CY 2015.  This 
requirement also would help CMS to satisfy the requirement established in the Affordable 
Care Act (ACA) to measure drug utilization to calculate the pharmaceutical tax. 
 
V. Proposed OPPS Payment to Certain Cancer Hospitals Described by Section 

1886(d)(1)(B)(v) of the Act -  CMS should finalize its proposal to continue 
to adjust OPPS payments for certain cancer hospitals in CY 2015. 
 
CMS proposes “to continue [its] policy to provide additional payments to cancer 

hospitals so that each cancer hospital’s final PCR [payment-to-cost ratio] is equal to the 
weighted average PCR (or “target PCR”) for the other OPPS hospitals using the most recent 
submitted or settled cost report data that are available at the time of the development of 
this proposed rule.”24  In 2011, CMS conducted a study pursuant to section 3138 of the ACA 
and determined that outpatient costs incurred by the 11 specified cancer hospitals were 
greater than the costs incurred by other OPPS hospitals.  In response to these findings, CMS 
implemented an adjustment for these hospitals beginning in CY 2012.  For CY 2015, CMS 
proposes to use a target PCR of 0.89.  BIO agrees with CMS’s determination that cancer 
hospitals incur substantially higher costs than other hospitals paid under the OPPS and 

                                                   
22 Id. at 40997. 
23 77 Fed. Reg. at 68389. 
24 79 Fed. Reg. at 40969. 
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therefore asks CMS to finalize this proposal.  This adjustment helps to ensure that Medicare 
payments to these hospitals are equitable and cover the costs of care they provide. 
 
VI. Proposed Payment Policy for Therapeutic Radiopharmaceuticals – CMS 

should continue to pay for therapeutic radiopharmaceuticals based on ASP 
data if submitted by the manufacturer and reimburse these therapies at ASP 
plus six percent. 
 
For CY 2015, CMS proposes to pay for all nonpass-through, separately payable 

therapeutic radiopharmaceuticals at the statutory default of ASP plus six percent—the same 
ASP methodology adopted for separately payable drugs and biologicals.25  BIO agrees that 
using ASP data is the most appropriate way to pay for therapeutic radiopharmaceuticals, 
and we urge CMS to finalize its proposal to reimburse nonpass-through separately payable 
therapeutic radiopharmaceuticals at ASP plus six percent when ASP information is available.  
 

VII. Proposed Payment for Blood Clotting Factors – CMS should reimburse blood 
clotting factors at ASP plus six percent plus an updated furnishing fee. 
 
For CY 2015, CMS proposes to continue its policy of paying for blood clotting factors 

at ASP plus six percent, ”consistent with [CMS’s] proposed payment policy for other 
nonpass-through separately payable drugs and biologicals, and to continue [the agency’s] 
policy for payment of the furnishing fee using an updated amount.”26  BIO requests that 
CMS finalize its proposal to pay for blood clotting factors at ASP plus six percent plus an 
updated furnishing fee both to align with reimbursement in physician offices and in the 
hospital inpatient setting for CY 2015 and to remain consistent with our support for ASP plus 
six percent reimbursement for separately payable drugs, biologicals, and 
radiopharmaceuticals without pass through status. 
 

VIII. Proposed Pass-Through Payments for Implantable Biologicals -- CMS should 
consider implantable biologicals approved under BLAs for pass-through 
status as drugs or biologicals, or, if CMS does not implement this 
recommendation, CMS should clarify that it will apply the device pass-
through criteria only to biologicals if they are solely surgically implanted 
according to their FDA-approved indications. 

 
CMS proposes to continue the policy, for CY 2015, that the pass-through evaluation 

process and pass-through payment methodology for implantable biologicals that are 
surgically inserted or implanted (through a surgical incision or a natural orifice) and that are 
newly approved for pass-through status beginning on or after January 1, 2010, be the 
device pass-through process and payment methodology only.27  Under this policy, CMS 
evaluates new implantable biologicals under the device pass-through evaluation process and 
packages payment for all nonpass-through implantable biologicals. 
 

BIO continues to oppose this policy.  We disagree with this policy because some 
implantable biologicals meet the SSA’s definition of “biological”28 even though they are 

                                                   
25 Id. at 41003. 
26 Id. at 41003. 
27 Id. at 40990. 
28 SSA § 1861(t)(1) (“The term ‘drugs’ and the term ‘biologicals’, except for purposes of subsection (m)(5) and 
paragraph (2), include only such drugs (including contrast agents) and biologicals, respectively, as are included (or 
approved for inclusion) in the United States Pharmacopoeia, the National Formulary, or the United States 
Homeopathic Pharmacopoeia, or in New Drugs or Accepted Dental Remedies (except for any drugs and biologicals 
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approved by the FDA as devices.  According to CMS, these implantable biologicals “function 
as implantable devices,” and therefore should be subject to the same reimbursement 
policies as devices.29  CMS also notes that biological and non-biological implantable devices 
share payment methodologies during their non-pass-through periods, have “overlapping 
and sometimes identical clinical uses,” and “similar regulation by the FDA as devices.”30  
CMS believes that “the most consistent pass-through payment policy for these different 
types of items that are surgically inserted or implanted and that may sometimes substitute 
for one another is to evaluate all such devices, both biological and nonbiological, only under 
the device pass-through process.”31  To implement this policy, CMS revised the pass-
through regulations at 42 CFR § 419.64 to exclude implantable biologicals from 
consideration for drug and biological pass-through payment beginning on January 1, 2010.32   
 
 CMS should allow biologicals approved by the FDA under a BLA to be eligible for 
pass-through payment as drugs or biologicals, regardless of whether they are implanted.  
When implementing the current payment system for SCODs that previously had pass-
through status, Congress intended for biologicals approved under BLAs to be reimbursed 
under the specific statutory provisions for drugs.33  Therefore, Congressional intent was that 
these BLA-approved therapies be reimbursed as pass-through drugs as well.  BIO’s position 
is therefore consistent with both Congressional intent to reimburse biologicals approved 
under BLAs under the methodologies for drugs and biologicals and with CMS’s goal of 
treating products approved as devices similarly.  
 

If CMS continues to evaluate implantable biologicals for pass-through status as 
devices, CMS should clarify that it will apply the device pass-through criteria only to 
biologicals if they are solely surgically implanted according to their FDA-approved 
indications.  In the final rule for 2012, CMS explained that it “mean[s] to exclude from 
consideration for drug and biological pass-through status any biological that has an 
indication such that it may function as a surgically implanted or inserted biological, even if 
there are also other indications in which the biological is not surgically implanted or 
inserted.”34  This interpretation of the regulation contradicts CMS’s prior description of its 
policy, its application of the policy to date, and the agency’s billing instructions to hospitals 
for biological products that do not always function as devices.   

 
In the final rules for 2010 and 2011, CMS describes the current approach as applying 

to “implantable biologicals that are always surgically inserted or implanted (through a 
surgical incision or a natural orifice).”35  CMS also refers to its instructions to hospitals to 
not bill separately for biologicals that sometimes can be used as implantable devices when 
used as such.36  Per CMS instructions, hospitals can bill separately for these biologicals 
when they are not used as implantable devices.  Furthermore, the products that CMS has 
treated as implantable biologicals for determination of separate payment upon expiration of 
pass-through status have been products that are solely surgically implanted according to 

                                                                                                                                                                    
unfavorably evaluated therein), or as are approved by the pharmacy and drug therapeutics committee (or 
equivalent committee) of the medical staff of the hospital furnishing such drugs and biologicals for use in such 
hospital.”). 
29 74 Fed. Reg. 60316, 60496 (Nov. 20, 2009). 
30 Id. at 60473. 
31 Id. at 60473. 
32 Id. at 60474. 
33 Conference Report, Medicare Prescription Drug, Improvement, and Modernization Act of 2003, H. Rep. No. 108-
391, at 679. 
34 76 Fed. Reg. at 74280. 
35 74 Fed. Reg. at 60532; 75 Fed. Reg. 71800, 71975 (Nov. 24, 2010) (emphasis added). 
36 75 Fed. Reg. at 71928; 76 Fed. Reg. at 74310 (emphasis added). 
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their FDA-approved indications.37  We recommend that CMS revise the regulation to refer to 
“a biological that is not always surgically implanted or inserted into the body” to ensure that 
the regulatory text aligns with CMS policy and practices. 
 

BIO urges CMS to allow biologicals approved by the FDA under a BLA to be eligible 
for pass-through payment as drugs or biologicals, regardless of whether they are implanted.  
If CMS continues to evaluate implantable biologicals for pass-through status as devices, 
CMS should clarify that it will apply the device pass-through criteria only to biologicals if 
they are solely surgically implanted according to their FDA-approved indications. 
 
IX. Proposed High/Low Cost Threshold for Packaged Skin Substitutes – CMS 

should pay separately for all drugs and biologicals approved by FDA under 
section 351 of the PHSA at its statutory default of ASP plus six percent and 
not package skin substitutes per the proposed methodology or based on 
their function. 
 
For CY 2015, CMS proposes to maintain the high/low cost APC structure for skin 

substitutes but proposes to revise the current methodology used to establish the high/lower 
cost threshold to be based on weighted average mean unit cost (MUC) rather than weighted 
average ASP.38  CMS explains that this change in methodology was made in response to 
concerns that the weighted average ASP method may lead to unstable high/low cost skin 
substitute categories.  Average MUC would be determined based on outpatient claims only 
to avoid the distorting impact of non-linear pricing for skin substitutes sold in large sizes.  If 
finalized, the CY 2015 high/low threshold for skin substitutes would be decreased to $27 per 
cm2 from $32 per cm2.39 
 

BIO continues to oppose packaging skin substitutes based on their function.  We 
believe this is impermissible under the plain language of the statute.  Where products meet 
the definition of a SCOD, the SSA requires that payment be made either at the average 
acquisition cost for the drug or biological or under the statutory default.  In the 2013 final 
OPPS rule, CMS adopted the statutory default for SCODs and has proposed continuing this 
policy in CY 2015.  BIO continues to be concerned that packaging skin substitutes provides 
an economic, rather than clinical incentive, to use the least expensive therapy – not 
necessarily the most clinically appropriate one.  BIO urges CMS to pay separately for all 
drugs and biologicals approved by the FDA under section 351 of the PHSA at the statutory 
default of ASP plus six percent.   
 

However, if CMS continues to package skin substitutes, we urge the Agency to 
calculate the high/low cost threshold based on costs per patient, per day—which is currently 
the mechanism used to set the OPPS packaging threshold—rather than rely on calculations 
made per cm2.  BIO believes that calculating the threshold cost per cm2 does not accurately 
reflect the true cost of products as they are used clinically, and can result in displacing 
larger, clinically proven therapies approved through a BLA or Premarket Approval (PMA) into 
the low-cost bundle.  This is, in part, because certain types of products included in CMS’s 
definition of skin substitutes—namely wound dressings, on the market through FDA’s 510(k) 
regulatory process, and human tissue products (e.g., cadaver skin or placental tissue)—
have more flexibility in determining the available sizes of a marketed product.  For example, 
manufacturers of 510(k) and human tissue products can make smaller product sizes 

                                                   
37 74 Fed. Reg. at 60472, 60496; 75 Fed. Reg. at 71928; 76 Fed. Reg. at 74310. 
38 79 Fed. Reg. at 40998. 
39 Id. at 40998-99. 
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commercially available by merely demonstrating that they are substantially similar to their 
larger, already commercialized, “sister” products without having to demonstrate clinical 
safety or efficacy.40  Conversely, therapies approved through a BLA must reapply for an 
updated label through the FDA to change or add a marketed dose—which is the correlate to 
“size” in the case of many skin substitutes.41  This requires a demonstration of safety and 
efficacy data that can be costly and time-consuming.  Products approved through a PMA 
also may have to submit a supplemental application with additional data prior to making 
this type of change.42  Thus, the current methodology allows larger products with lower per 
cm2 costs, but higher total costs, to be assigned to the low-cost bundle.  In turn, this can 
cause the very bundle instability that CMS states it is trying to avoid in the Proposed Rule43 
and can incentivize the use of particular products based on financial, rather than clinical, 
considerations.  To avoid such market distortions, BIO urges CMS not to finalize its 
proposed methodology for determining the high/low cost threshold for skin substitutes, but 
instead to rely on a measure of the cost of the product per patient, per day. 

 
Additionally, BIO urges CMS to continue to use ASP data to calculate the high/low 

cost threshold instead of moving to a calculation based on mean unit cost data.  ASP data 
comprise manufacturer-certified actual sales prices for these therapies, which provide a 
more accurate reflection of true market cost than hospital claims data, which estimate costs 
from product-specific charges reduced by departmental ratios of cost-to-charges overall.  It 
is well established that claims-based cost data are subject to charge compression and do 
not reflect accurate costs for individual treatments.  Last year, an informal survey of 
manufacturers and providers participating in the Alliance of Wound Care Stakeholders 
reported that the claims-derived cost data for skin substitutes and similar products that aid 
wound healing was 38 percent lower than the product ASPs because of the charge 
compression phenomenon.44  They also provided evidence from skin substitute and similar 
products that aid wound healing manufacturers that ASP data for a product across all sales 
are quite consistent with hospital acquisition cost data.  Therefore, BIO urges CMS to 
maintain its current practice of using ASP data to set the high/low cost threshold for 
packaging based on product per patient, per day. 
  

                                                   
40 21 CFR 807.81(a)(3); Also see FDA. 2014. Is a new 510(k) required for a modification to the device? Available 
at: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions
/PremarketNotification510k/ucm134575.htm.  
41 Changes to a dose would require labeling changes [See Food and Drug Administration (FDA). 2010 (March). 
Dosage and Administration Section of Labeling for Human Prescription Drug and Biological Products—Content and 
Format. Silver Spring, MD: FDA, available at: 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm075066.pdf.]. 
Labelling changes are governed by 21 C.F.R. 601.12(a). Also see FDA. 1997. Changes to an Approved Application: 
Biological Products. Silver Spring, MD: FDA, available at: 
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Bloo
d/UCM170166.pdf.  
42 21 CFR 814.39(a).  
43 79 Fed. Reg. at 40998. 
44 Alliance of Wound Care Stakeholders. 2013. Comments Submmitted in Response to the Calendar Year 2013 
Hosptial Outpatient Prospective Payment System Proposed Rule. p. 9, available at: 
http://www.woundcarestakeholders.org/images/documents/2013/Sept_2013_Alliance_comments_HOPPS_final.pdf
.  

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm134575.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/ucm134575.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm075066.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM170166.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM170166.pdf
http://www.woundcarestakeholders.org/images/documents/2013/Sept_2013_Alliance_comments_HOPPS_final.pdf
http://www.woundcarestakeholders.org/images/documents/2013/Sept_2013_Alliance_comments_HOPPS_final.pdf
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X. Proposed Pass-Through Evaluation Process for Skin Substitutes – CMS 

should continue its current policy of evaluating skin substitutes through the 
drug, biological, and radiopharmaceutical pass-through process and 
payment methodology. 
 
CMS proposes that applications for pass-through status for skin substitutes 

submitted after the September 1, 2014 deadline be evaluated using the medical device 
pass-through process and payment methodology, rather than the drug, biological, and 
radiopharmaceutical pass-through process.45  BIO urges CMS not to finalize this proposal to 
use the device pass-through evaluation process for skin substitutes and similar products 
that aid wound healing.  

 
CMS bases its proposal, in large part, on what the agency describes as similarities 

between skin substitutes and similar products that aid wound healing and implantable 
biologicals.46  However, BIO strongly opposes CMS’s implantable biological policy and 
believes it is contrary to Congressional intent.  We fail to find any statutory or regulatory 
authority for treating drugs and biologicals as devices for purposes of the pass-through 
process.  Moreover, treating skin substitutes and similar products that aid wound healing as 
devices is inconsistent with the longstanding treatment of these therapies for purposes of 
pass-through payment, and may impede further development of technology in this field.   

 
Moreover, treating biologicals approved under Section 351 of the PHSA as devices is 

inconsistent with the statutory provision for pass-through payments, congressional intent, 
and the treatment of any other similar biological product.  Instead, BIO believes that 
biologicals should be eligible for pass-through payments as drugs or biologicals when they 
are approved under a BLA rather than as a device.  Similarly, CMS reimbursement under 
the OPPS should take into account the different mechanisms, and evidentiary standards for 
each, under which skin substitutes and similar products that aid wound healing, are 
approved.  
 

Moreover, BIO generally is concerned that evaluating skin substitutes and similar 
products that aid wound healing using the medical device pass-through process and 
payment methodology may lead to insufficient reimbursement, potentially impeding patient 
access to these innovative treatments.  Thus, we urge CMS to continue the current policy of 
evaluating skin substitutes and similar products that aid wound healing through the drugs, 
biological, and radiopharmaceutical pass-through process and payment methodology.  
 
XI. Proposal To Modify the Current Process for Accepting Comments on New 

and Revised CPT Codes That Are Effective January 1 – CMS should delay 
adoption of an alternative process for assigning interim and final coding 
policies and payment rates for new and revised CPT codes until at least CY 
2016 and clarify how CMS will determine whether existing predecessor 
codes are appropriate to use for new or revised CPT codes in the interim 
year between their effective date and the opportunity for public comment in 
the OPPS proposed rule for the following year.  

 
For CY 2016, CMS proposes that, for new and revised CPT codes that are received 

from the American Medical Association (AMA) CPT Editorial Panel too late for inclusion in the 
proposed rule for a year, the agency would delay adoption of the new and revised codes for 

                                                   
45 79 Fed. Reg. at 40999-41000. 
46 Id. at 41000. 
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that year and instead adopt coding policies and payment rates that conform, to the extent 
possible, to the policies and payment rates in place for the previous year.47  Specific 
proposals for status indicator and APC assignments for these new and revised codes would 
be proposed through notice and comment rulemaking in the OPPS proposed rule for the 
following year.  In the interim, HCPCS G-codes would be created that describe the 
predecessor codes for any codes that were revised or deleted as part of the annual CPT 
coding changes.  For new codes that describe wholly new services, however, CMS would 
follow the current process of establishing interim APC and status indicator assignments for 
the initial year in the OPPS final rule with comment period prior to the January 1 effective 
date of the CPT code and respond to comments and finalize the APC and status indicator 
assignments in the subsequent year’s OPPS final rule.48  
 

BIO agrees with CMS that the agency should delay adoption of an alternative process 
for assigning interim and final coding policies and payment rates for new and revised CPT 
codes until at least CY 2016 to allow sufficient time for transition.  We also agree with the 
premise of this proposal, to allow for public comment to more directly inform the 
assignment of a status indicator and APC (either as interim or final assignments) for new 
and revised codes before these new or revised CPT codes become effective.  We agree that 
for those new codes that describe wholly new services, the current process of establishing 
interim APC and status indicator assignments is most appropriate, given that there are no 
predecessor codes.  However, we would appreciate a more thorough description of how CMS 
will determine whether existing predecessor codes are truly appropriate to use for new or 
revised CPT codes in the interim year between their effective date and the opportunity for 
public comment in the OPPS proposed rule for the following year.  
 

Furthermore, we strongly encourage CMS to make every effort to work with the AMA 
CPT Editorial Panel to ensure that the agency receives new and revised codes in time to 
propose payment rates in the proposed rule – not just in the instance where the proposed 
alternative HCPCS G-code assignment policy is finalized, but more generally to diminish the 
number of new and revised codes that require such interim policies outside of the annual 
OPPS update at all. 
 

XII. Proposed Data Collection on Services Furnished in Off-Campus Provider-
Based Departments – BIO applauds CMS’s effort to understand the trend 
toward hospital-based physician practices but urges CMS to ensure that its 
proposed approach is broad enough to capture the full extent and effects of 
this trend. 
 

 In the Proposed Rule, CMS notes the recent and growing trend toward hospital 
acquisition of physician offices and subsequent treatment of those locations as off-campus 
provider-based outpatient departments, which can substantially affect payment under the 
PFS as well as beneficiary cost-sharing for services provided at those locations.49  The 
Proposed Rule reiterates CMS’s interest in understanding the extent of this trend toward 
hospital-based physician practices and how it is affecting Medicare.  To that end, CMS 
proposes to create a Healthcare Common Procedure Coding System (HCPCS) modifier to be 
reported with every code for a physician or hospital service furnished in an off-campus 
provider-based department of a hospital.50 
 
                                                   
47 Id. at 40978. 
48 Id. at 40978. 
49 Id. at 40,333. 
50 Id. at 40,334. 
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 BIO applauds CMS’s recognition of the growing trend toward hospital-based 
physician practices and the significant impact that this trend has on patients, both in terms 
of where and from whom they receive care, as well as the impact on their out-of-pocket 
costs.  For example, an April 2014 report from the Berkeley Research Group (BRG)51 found 
that hospital acquisition of physician-based oncology practices increased significantly 
between 2009 and 2012 and resulted in a large shift of drug purchases from the physician 
setting to the hospital setting, with considerable implications for how those drugs are 
reimbursed.  We agree that CMS needs a mechanism to track the extent of the shift toward 
hospital-based physician practices and that a HCPCS modifier would be a useful way to track 
this trend. 
 
 BIO believes that CMS should make two minor adjustments to its proposed 
approach, however.  First, the proposal does not appear to track utilization prior to the 
acquisition of a physician-based practice; therefore, to the extent the physician-based 
practice changed its National Provider Identifier (NPI) as a result of its acquisition by a 
hospital, there would be no way to link the prior physician practice to the new hospital-
based practice.  Accordingly, we would urge CMS to employ additional tools to facilitate 
making such linkages, such as a requirement that hospitals register each practice 
acquisition, including the NPI of the acquired entity both pre- and post-acquisition.  CMS 
could also consider modifying the existing Place-of-Service (POS) codes to seek more 
granularity than currently available.52  For instance, CMS could modify current POS code 22 
(Outpatient Hospital) to allow the Agency to capture information on such entities as clinics, 
chemotherapy infusion centers, and other locations that furnish services like those furnished 
in physicians’ offices.   
  
 Second, BIO is concerned that CMS’s proposal to limit applicability of the proposed 
modifier to “provider-based” departments may not fully capture the extent and effects of 
the shift to hospital-based physician practices.  BRG’s research indicates that hospitals are 
acquiring physician-based practices that do not meet the definition of “provider-based,” for 
example, because they are located more than 30 miles from the parent hospital.  We further 
understand that these child sites nonetheless are included on hospital cost reports because 
they are subsequently registered as child sites of the hospital in the 340B covered entity 
database, and it is the Health Resources and Services Administration’s (HRSA’s) policy that 
a site must be included on the parent hospital’s most recent Medicare cost report in order to 
be listed as a child site for purposes of 340B.  CMS should therefore require use of the 
modifier by all physician practices included on Medicare cost reports filed by hospitals, 
regardless of whether the practice meets the definition of “provider-based.”   
 
 Once CMS has developed a suitable mechanism for tracking practice acquisitions, 
BIO recommends that CMS gather and analyze information on the types of hospitals that 
are driving this trend to determine if common characteristics exist that would help to 
explain those hospitals’ rationales and incentives and to assess the effect of these changes 
on the quality and cost of care for patients receiving physician-administered drugs for 
chronic diseases and serious illnesses, such as cancer.  Moreover, we urge CMS to use 
                                                   
51 Berkeley Research Group, 340B Covered Entity Acquisitions of Physician-Based Oncology Practices (Apr. 22, 
2014).  Available at: http://www.brg-expert.com/publications-vandervelde-340B-oncology.html.   
52 Current POS codes include, for example:  11 – Office (Location, other than a hospital, skilled nursing facility 
(SNF), military treatment facility, community health center, State or local public health clinic, or intermediate care 
facility (ICF), where the health professional routinely provides health examinations, diagnosis, and treatment of 
illness or injury on an ambulatory basis.); and  22 – Outpatient Hospital (A portion of a hospital which provides 
diagnostic, therapeutic (both surgical and nonsurgical), and rehabilitation services to sick or injured persons who 
do not require hospitalization or institutionalization.) 

http://www.brg-expert.com/publications-vandervelde-340B-oncology.html
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information obtained through the proposed HCPCS modifier to compare the quality of 
services provided across settings. CMS currently collects significant amounts of quality 
data53 that, if combined with the HCPCS modifier, would help reveal whether there are 
meaningful differences in quality of care that relate to whether a practice is part of a 
hospital or remains community-based. For these purposes, the agency should consider 
developing cross-setting quality measures to derive an “apples to apples” comparison of the 
quality of care furnished across these practice sites.54  For example, certain PQRS measures 
could already be applicable across settings and could be used in such a comparative quality 
reporting system,55 while other measures could be modified or developed through a 
collaborative stakeholder feedback process.  
 

XIII. New Requirements for the Hospital OPPS Drug and Biological Pass-Through 
Application – CMS should rescind a new requirement for the hospital OPPS 
drug and biological pass-through application set forth in guidance released 
outside of the annual OPPS proposed rule process and should propose all 
future changes related to pass-through status under the OPPS through the 
annual notice-and-comment rulemaking process.  

 
Currently, CMS requires the submission of a copy of the United States Pharmacopeia 

(USP) Monograph (or a letter stating that the product has been approved for inclusion in the 
USP) for non-implantable biologicals if the product has not received FDA approval as a 
biologic.  This requirement ensures that non-implantable biologicals that have not received 
FDA approval as a biologic conform to the definition of a drug or biological as provided in 
the statute at section 1861(t).  
 

In guidance released outside of the annual OPPS proposed rule process, CMS notes 
that the list of pass-through application requirements for non-implantable biologicals that 
have not received FDA approval as a biologic will be revised effective January 1, 2015 “such 
that applicants will be required to submit a copy of the USP monograph (or a letter stating 
that the product has been approved or inclusion in the USP) for the product or letters from 
unrelated hospitals indicating that the product has been approved by the P&T committee (or 
equivalent committee) of the medical staff of certain hospitals furnishing the non-
implantable biological product for use in these hospitals.  Specifically, for the latter option, 
we will require one letter from a hospital located within each of the 12 Medicare 
Administrative Contractor (MAC) jurisdictions, for a total of 12 letters.”56  CMS also notes 
that an interim policy has been implemented with regard to the remaining pass-through 
application opportunities in CY 2014 (pass-through status effective dates of April 1, July 1, 
and October 1) that requires the submission of one letter from three unrelated hospitals, for 
a total of three letters, instead of the 12 referred to above. 
 

                                                   
53 For example, the Physician Quality Reporting System (“PQRS”), the Hospital Outpatient Quality Data Reporting 
Program (“OQR”), the Medicare Shared Savings Program (“MSSP”), and the Physician Value-Based Modifier 
(“VBM”) program. 
54 The Secretary has the authority to do so pursuant to Social Security Act (SSA) § 1833(t)(17)(C)(1) (“The 
Secretary shall develop measures that the Secretary determines to be appropriate for the measurement of the 
quality of care (including medication errors) furnished by hospitals in outpatient settings and that reflect consensus 
among affected parties . . . ”). 
55 See, e.g., Oncology: Medical and Radiation – Plan of Care for Pain.  Measure #133 (NQF 0383) (“Percentage of 
visits for patients, regardless of age, with a diagnosis of cancer currently receiving chemotherapy or radiation 
therapy who report having pain with a documented plan of care to address pain.”). 
56 CMS. New Requirements for the Hospital Outpatient Prospective Payment System (OPPS) Drug and 
Biological Pass-Through Application, 2014, available at: http://cms.hhs.gov/Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/Downloads/drug-application-requirements.pdf.  

http://cms.hhs.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Downloads/drug-application-requirements.pdf
http://cms.hhs.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Downloads/drug-application-requirements.pdf
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BIO is deeply concerned that CMS made this change outside of the notice-and-
comment rulemaking process, especially because other aspects of pass-through status for 
drugs and biologicals are addressed in the CY 2015 OPPS Proposed Rule.  Stakeholders are 
not afforded an opportunity for review and feedback prior to implementation when CMS 
issues guidance in this manner.  This situation is particularly alarming in cases such as this, 
when the new guidance implements a significant policy change. 
  

With respect to the policy itself, we believe that this requirement is unnecessarily 
burdensome on pass-through applicants and thus, may result in unjustly delaying patient 
access to innovative therapies.  We ask CMS to rescind this requirement and propose all 
future changes related to pass-through status under the OPPS through the annual notice-
and-comment rulemaking process, allowing sufficient opportunity for public input.  
 

XIV. Conclusion  
 

BIO appreciates this opportunity to comment on the CY 2015 OPPS Proposed Rule.  
We again urge CMS to finalize its proposal to continue reimbursing separately payable drugs 
and biologicals at ASP plus six percent and also urge CMS to continue making separate 
payments for drugs, biologicals, and radiopharmaceuticals, and drug administration services 
in the circumstances that we have described above.  
 

We look forward to continuing to work with the agency to ensure that OPPS 
reimbursement policies remain equitable for hospitals and thereby safeguard patient access 
to necessary therapies.  Please contact me at (202) 962-9220 if you have any questions 
regarding our comments.  Thank you for your attention to this very important matter. 
 
 
 
 Respectfully submitted, 
 
 /s/ 
 
 Laurel L. Todd 
 Managing Director 
 Reimbursement and  Health Policy 

 


