
  
 
October 5, 2020 
 
The Honorable Seema Verma 
Administrator 
Centers for Medicare & Medicaid Services 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W., Room 445-G 
Washington, DC 20201 
 
Submitted electronically through www.regulations.gov. 
 
Re: CMS–1736–P, Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory 
Surgical Center Payment Systems and Quality Reporting Programs; New Categories for Hospital 
Outpatient Department Prior Authorization Process; Clinical Laboratory Fee Schedule: Laboratory 
Date of Service Policy; Overall Hospital Quality Star Rating Methodology; and Physician Owned 
Hospitals 
 
Dear Ms. Verma: 
 
On behalf of our 129 member hospitals and health systems, the Minnesota Hospital Association (MHA) 
offers the following comments and suggestions regarding the Centers for Medicare & Medicaid Services’ 
(CMS) proposed rules for 2021 Outpatient Prospective Payment and Ambulatory Surgical Center 
Payment Systems (Proposed Rule). 
 
MHA generally supports the recommendations and detailed comments submitted by the American 
Hospital Association (AHA). Rather than duplicating AHA’s analysis and suggestions, MHA’s comments 
will focus on the topics of most concern to Minnesota’s hospitals and health systems.  
 
Specifically, we are providing comments and recommendations in the following areas: 

1. Update OPPS payment rates by 2.6% in CY 2021 
2. Payment for Drugs Purchased under the 340B Drug Discount Program 
3. Eliminate the inpatient-only list over three years 
4. Change the minimum level of supervision for non-surgical extended duration therapeutic 

services to general supervision for the entire service  
5. Change the way procedures are added to the ASC covered procedures list and add 11 

procedures to the list 
 
1. Update OPPS payment rates by 2.6% in CY 2021 
CMS proposes to update OPPS rates by 2.6% for CY 2021. This change includes a market-basket update 
of 3.0%, as well as a productivity cut of .4 percentage points. These payment adjustments, in addition to 
other proposed changes in the rule, are estimated to result in a net increase in OPPS payments of 2.6% 
compared to CY 2020 payments. For those hospitals that do not publicly report quality measure data, 
CMS would continue to impose the statutory 2.0 percentage point additional reduction in payment.  
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MHA appreciates the update in OPPS payment by 2.6%. We would point out the financial and 
administrative burdens hospitals and health systems are experiencing during the unprecedented 
COVID-19 pandemic have put significant strains on our resources and staff. Any additional regulatory 
relief the department can release would be appreciated. 

2. Payment for Drugs Purchased under the 340B Drug Discount Program 

CMS proposes a new payment policy for separately payable drugs and biologicals acquired under the 
340B program. The agency proposes to pay certain 340B hospitals for drugs purchased through the 340B 
program at Average Sales Price (ASP) minus 34.7%, plus an add-on of 6% of the product's ASP, for a net 
payment rate of ASP minus 28.7%.  

MHA adamantly oppose the proposed rule’s deepening of cuts in payments for 340B drugs. For more 
than 25 years, the 340B program has helped hospitals stretch scarce federal resources to reach more 
patients and provide more comprehensive services to vulnerable communities. This proposal will result 
in the continued loss of resources for 340B hospitals at the worst Public Health Emergency experienced 
in United States history, if not the world. CMS estimates that this payment proposal would result in 
payment reductions totaling $427 million in CY 2021 for separately-payable OPPS drugs. The $427 
million would be on top of the approximately $1.6 billion in payment cuts from the current policy of 
paying ASP minus 22.5%. However, OPPS budget-neutral principles continue to apply to these cuts and 
as such, CMS is proposing a 0.85% increase in the conversion factor for nondrug services paid under 
OPPS. As in previous OPPS rules, this proposed policy also extends to 340B-acquired drugs furnished in 
non-grandfathered (non-excepted) off-campus provider-based departments and applies to biosimilar 
drugs and other drugs without an ASP purchased through the 340B program.  

For biosimilar products, CMS proposes to pay at ASP minus 28.7% of the biosimilar’s ASP. For drugs that 
do not have an ASP, if a WAC price is available, payment would be set at WAC - 34.7% plus a 6% add-on 
payment of the drug’s WAC. If only a drug’s Average Wholesale Price (AWP) is available, then CMS 
proposes payment at 63.09% of the drug’s AWP. This 340B payment policy would not apply to rural sole 
community hospitals, children’s hospitals or PPS-exempt cancer hospitals consistent with the previous 
OPPS rules. CAHs and other hospitals exempt from either OPPS or from this 340B payment policy would 
still be required to bill the informational modifier (“TB”) on all drug claims. In addition, CMS reiterated 
its interest in revisiting their policy to exempt these hospitals from the 340B drug payment reduction in 
future rulemaking.  

As an alternative to this new proposed payment policy, CMS is also seeking comment on whether the 
agency should continue with the current payment policy, which is ASP minus 22.5%. 

CMS’s Proposed Cuts Would Undermine the Congressionally-mandated Mission of the 340B Program.  
CMS’ proposal would do great harm to hospitals that serve our most vulnerable citizens, undermining 
the purpose of the 340B program established by Congress. Specifically, it would undercut the 340B 
program’s value as a tool for lowering drug prices and disrupt access to care for those in greatest need, 
including low-income Medicare beneficiaries. 
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Congress created the 340B program to permit hospitals that care for a high number of low-income and 
uninsured patients “to stretch scarce Federal resources as far as possible, reaching more eligible 
patients and providing more comprehensive services.”1  

As noted, many 340B hospitals are the lifelines of their community, and the discounts they receive 
through the 340B program play an important role in allowing these organizations to care for patients. 
However, these facilities are financially vulnerable. In 2015, one out of every four 340B hospitals had a 
negative operating margin. While hospitals overall had negative Medicare margins, 340B hospital 
margins are even worse. Specifically, 340B hospitals paid under OPPS had total and outpatient Medicare 
margins of negative 18.4 percent and negative 15.4 percent, respectively. 

Like non-340B hospitals, 340B hospitals should also receive an add-on payment of 6% of a drug’s ASP. 
We agree with CMS that a given drug will have similar handling, storage, and other pharmacy-related 
overhead costs regardless of whether the drug was purchased under the 340B program or by a non-
340B entity, and therefore disagree with CMS’s position that a 6% add-on payment is not necessary 
under the current payment cuts. An additional add-on payment is necessary to cover normal drug 
overhead and handling costs because 340B hospitals incur these costs for drugs acquired under the 
340B program, in addition to the significant costs unique to participation in the 340B program. 

CMS’s proposed cuts would make these hospitals’ financial situations even more precarious, thus 
putting at great risk the programs they have developed to expand access to care for their vulnerable 
patient populations. 

3. Eliminate the inpatient only list over three years 

The inpatient list specifies services/procedures that Medicare will only pay for when provided in an 
inpatient setting.   

In the CY 2021 proposed rule, CMS proposes to eliminate the IPO list over a three-year period, from 
2021 through 2024. CMS states that it believes physicians should use clinical judgment and a 
consideration of the beneficiary’s specific needs to select an inpatient or outpatient setting for care. As 
medical practice continues to develop, CMS believes the difference between the need for inpatient care 
and the appropriateness of outpatient care has become less distinct for many services. It further states 
its view that the evolving nature of the practice of medicine, state and local licensure requirements, 
accreditation requirements, hospital conditions of participation, medical malpractice laws, and CMS 
quality and monitoring initiatives and programs will continue to ensure the safety of beneficiaries in 
both the inpatient and outpatient settings, even in the absence of the IPO list.  

For CY 2021, CMS proposes to remove 266 musculoskeletal services from the IPO list. These services are 
listed on Table 31 of the proposed rule. CMS requests comments on:  

• Whether three years is an appropriate time frame for eliminating the IPO list;  
• Whether there are other services that would be ideal candidates for removal from the IPO list in 

the near term;  

 
1 https://www.hrsa.gov/opa/index.html 

https://www.hrsa.gov/opa/index.html
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• The order of removal of additional clinical families and/or specific services for each year 
between 2021 and 2024;  

• Whether there need to be any APC changes to accommodate removal of services from the IPO 
list; and  

• Whether any of the services removed from the IPO list can be added to the ASC list in 2021.  
 

MHA is concerned with this proposal and its speed of removing the IPO list, which was put into place 
to protect patients. Many of the services on the IPO list are surgical in nature, are majorly invasive, and 
require the care and coordinated services provided in the inpatient setting of a hospital. Removing these 
procedures at such an aggressive pace puts the quality of care delivered and patient safety at risk.  

Eliminating the IPO creates a default standard for patient care while many patients need the highest 
level of care possible, which is delivered in the inpatient setting. CMS could be putting patients at risk 
with this proposal and could lead to patients requiring additional follow up care. Additionally, patients 
may be required to travel longer distances in order to receive care. Many patients live in a community 
that is served by a hospital but would be required to travel longer distances to receive care at an 
ambulatory surgery center in an unfamiliar location.  

4. Change the minimum level of supervision for non-surgical extended duration therapeutic services 
to general supervision for the entire service 

On Mar. 31, 2020, CMS issued an interim final rule with comment period (IFC) that gives Medicare 
providers needed flexibilities to respond effectively to the COVID-19 pandemic. In the IFC, CMS adopted 
a policy to reduce the level of supervision for non-surgical extended duration therapeutic services 
(NSEDTS) to general supervision for the entire service during the public health emergency, including the 
initiation portion of the service, for which CMS had previously required direct supervision. CMS also 
specified that, for the duration of the PHE, the requirement for direct physician supervision of 
pulmonary rehabilitation, cardiac rehabilitation and intensive cardiac rehabilitation services includes 
virtual presence of the physician through audio/video real-time communications technology when use 
of such technology is indicated to reduce exposure risks for the beneficiary or health care provider. 
While these policies were adopted on an interim final basis for the duration of the PHE, CMS believes 
that they are appropriate outside of the public health emergency and should apply permanently. 

For CY 2021 and beyond, CMS proposes to establish general supervision as the minimum required 
supervision level for all NSEDTS that are furnished on or after Jan. 1, 2021. This would be consistent with 
the minimum required level of general supervision that currently applies for most outpatient hospital 
therapeutic services. For pulmonary rehabilitation, cardiac rehabilitation, and intensive cardiac 
rehabilitation services, that, beginning on or after Jan. 1, 2021, direct supervision for these services 
includes virtual presence of the physician through audio/video real-time communications technology 
subject to the clinical judgment of the supervising physician. CMS clarifies that the virtual presence 
required for direct supervision using audio/video real-time communications technology would not be 
limited to mere availability, but rather real-time presence via interactive audio and video technology 
throughout the performance of the procedure. 
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MHA supports this change and notes that increased flexibilities will especially benefit rural hospital 
providers and patients as the changes improve access to care. Additionally, these proposed flexibilities 
will help address the severe physician shortage across rural America. The virtual care flexibilities offered 
through federal and state waivers during the COVID-19 pandemic have not only kept patients safe at 
home, but they have also ensured they continue to receive health care services through telehealth 
platforms.  

5. Change the way procedures are added to the ASC covered procedures list 

 CMS conducted its annual review of procedures paid under the OPPS but not included on the list of 
covered ASC procedures to assess which procedures should be proposed for addition to the ASC-
covered procedures list (CPL). As a result, for CY 2021 CMS proposes to add 11 procedures to the ASC-
CPL. This includes total hip arthroplasty (THA), vaginal colpopexy, transcervical uterine fibroid ablation, 
and intravascular lithotripsy procedures, among others. 

In addition, CMS proposes two alternative options for CY 2021 to significantly modify its approach to 
adding surgical procedures to the ASC-CPL. In the proposed rule, the agency states its reasoning for 
these alternatives:  

• There have been significant advancements in medical practice, surgical techniques, medical 
technology and other factors that have allowed certain ASCs to safely perform procedures that 
were once too complex, including those involving major blood vessels and other general 
exclusion criteria;  

• Many procedures that are currently only payable as hospital outpatient services under Medicare 
fee-for-service are safely performed in the ASC setting for other payers; and  

• The COVID-19 pandemic has highlighted the need for more health care access points throughout 
the country.  

 
The first alternative that CMS is considering is to establish a nomination process for 2021, which would 
allow the agency to propose additional nominated procedures beginning in 2022. Under this proposal, 
external stakeholders, such as professional specialty societies, would nominate procedures that can be 
safely performed in the ASC setting based on the requirements in the ASC regulations, revised as 
described below, along with suggested parameters and all other regulatory standards. CMS would 
review and finalize procedures added to the ASC-CPL through annual rulemaking. 

The second alternative that CMS proposes is to revise the ASC-CPL criteria, retaining the ASC general 
standard criteria and eliminating five of the ASC general exclusion criteria. Using these revised criteria, 
CMS proposes to add approximately 270 potential surgery or surgery-like codes to the CPL that are not 
on the 2020 inpatient-only list. CMS also seeks comments on potential revisions to the ASC Conditions 
for Coverage (CfC) if the second alternative is adopted. 

MHA recommends that CMS establish a nominating process for CY 2021 and allow hospitals, health 
systems, and health care providers to nominate procedures that can be safely performed in the ASC 
setting. Not allowing input into the process under the second alternative risks the quality of health care 
delivered and patient safety. CMS proposes the second alternative and states that it offers more 
immediate and broader impact by revising regulatory criteria. Adding 266 more surgery or surgery-like 
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codes to the ASC covered procedures list so quickly is aggressive and potentially risks the establishment 
of protocols to deliver clinically appropriate care.  

Thank you for your consideration of our comments. We also support the more detailed comments 
submitted by the American Hospital Association. If you have any questions, please feel free to contact 
me at (651) 659-1415 or jschindler@mnhospitals.org.  
 
Sincerely, 
 

 
Joseph A. Schindler 
Vice President, Finance 
 
 
 

mailto:jschindler@mnhospitals.org

