
 

 

Sept. 17, 2021 
 
            
Ms. Chiquita Brooks-LaSure            
Administrator 
Centers for Medicare & Medicaid Services                                     
7500 Security Boulevard 
Baltimore, Maryland 21244-1850 
Comments submitted electronically at http://www.regulations.gov  
 
File Code: CMS–1736-P - Medicare Program: Hospital Outpatient Prospective and Ambulatory 
Surgical Center Payment Systems and Quality Reporting Programs; 2021 Proposed Rule 
 
Dear Administrator Brooks-LaSure: 
 
On behalf of its member hospitals, the Michigan Health & Hospital Association (MHA) appreciates this 
opportunity to provide comments to the Centers for Medicare & Medicaid Services (CMS) regarding the 
proposed rule to update the Medicare Hospital Outpatient Prospective Payment (OPPS) and Ambulatory 
Surgical Center (ASC) Payment Systems effective Jan. 1, 2022.  As proposed, this rule is projected to 
increase Medicare fee-for-service (FFS) OPPS payments to Michigan hospitals by an estimated $31 
million, or roughly 1.4%, which is significantly less than the projected 6.5% increase in healthcare costs 
projected for 2022 based on a recent study by the PwC Health Research Institute.  
 
The MHA remains extremely concerned about the future of the Medicare FFS OPPS since the gap 
between the cost of providing services and OPPS payment rates continues to increase. The Medicare 
OPPS proposed rule is estimated to result in a $31 million increase to Michigan’s 2022 FFS OPPS 
payments estimated at $2.333 billion. However, recent data indicates that 2019 Medicare FFS OPPS 
rates fell short of the cost to provide care to Michigan’s FFS enrollees by over $400 million or 23% based 
on Medicare allowable costs. When cost increases from 2018 to 2021 are factored in, we anticipate the 
payment shortfall for Michigan’s hospitals to be much higher. In addition, this does not represent the 
payment shortfall for services provided to Medicare Advantage (MA) enrollees (many of the MA plans 
utilize the Medicare OPPS rates) or for laboratory and therapy services which are not paid under the 
OPPS. 
 
Nationally, the payment shortfall for OPPS FFS compared to cost is nearly $7 billion, or 12%. While we 
understand that the CMS may be reluctant to mitigate the entire OPPS loss in one year, we believe that a 
structured plan to eliminate the loss is the responsible action for the CMS to take to ensure that the 
nation’s hospitals remain financially viable to continue providing medical services to the increasing 
number of Medicare enrollees and other patients. Therefore, the MHA recommends that the CMS 
develop a plan to increase outpatient payment rates in 2022 and future years to mitigate the loss 
experienced by hospitals when providing outpatient services to Medicare beneficiaries. Michigan 
hospitals cannot remain financially viable when outpatient payments cover less than 77% of the cost of 
providing services. This is particularly critical as more and more services continue to shift from the 
inpatient to the outpatient setting. 
 
The MHA’s comments focus on the CMS’ proposed changes for 2022 related to the following:  
 

• proposed price transparency changes 

• continuing payment cut for drugs purchased under the 340B drug discount program 
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• continued payment cut for all clinic visits provided at off-campus hospital outpatient 
departments (HOPDs) regardless of grandfathered status under Section 603 of the Bipartisan 
Budget Act of 2015 (BiBA) 

• restoration of the inpatient only (IPO) list  

• changes to the Ambulatory Surgical Center (ASC) Covered Procedures List (CPL) 

• continuation of temporary policies implemented to increase flexibility during the pandemic 
covered procedures list 

• radiation oncology (RO) model 

• outpatient quality reporting program changes 

• packaging payment policy for non-opioid pain management drugs 

• Request for Information (RFI): Rural Emergency Hospital 

• RFI: Closing the Health Equity Gap 

• RFI: Using Fast Healthcare Interoperable Resources (FHIR) 
 
Price Transparency Changes 
 
The CMS proposes changes to the hospital price transparency rules and seeks comments to potentially 
inform future policymaking. The MHA, along with the American Hospital Association (AHA) and others, 
look forward to working with the CMS to improve the hospital price transparency rule, particularly as it 
relates to better aligning these requirements with those in the transparency in coverage final rule and the 
No Surprises Act. The MHA continues to support policies that help patients access the information they 
need when making decisions regarding care, including information about their potential out-of-pocket 
costs. Patients will soon have access to more financial information before care through the 
implementation of the other federal price transparency policies. We urge the CMS to ensure alignment 
across the various federal price transparency policies to avoid patient confusion and duplication 
of efforts and that any changes to the hospital price transparency rule should be focused on 
achieving this goal.  
 
Civil Monetary Penalties  
The CMS proposed to increase the civil monetary penalties for noncompliance with the hospital price 
transparency rule on a sliding scale based on hospital bed count. The MHA opposes increasing these 
penalties and urges the CMS not to finalize this proposal. The CMS believe that increasing these 
penalties will result in greater compliance. The MHA believes that noncompliance is more likely due to the 
fact that hospital staff are facing competing priorities primarily related to the ongoing COVID-19 pandemic 
especially since compliance with this rule takes considerable time and effort involving numerous staff 
across multiple departments. Given that hospital staff need to continue focusing their efforts on caring for 
their communities during the pandemic, we encourage the CMS to use the initial implementation 
period to learn more in order to inform any future changes. This is not an appropriate time for the 
CMS to increase fines for noncompliance.   
 
Patient Price Estimator Tools 
The CMS offers clarification regarding the use of a patient price estimator to fulfil the shoppable services 
requirement, noting that for a tool to be compliant, it must provide the patient a single amount, tailored to 
their circumstances and based on benefit information received directly from the patient’s insurer (if 
applicable). The MHA, along with the AHA, supports the use of patient price estimator tools and 
commends the CMS for permitting hospitals to use the tools to comply with a portion of the rule.  
 
Machine Readable Files 
Hospitals, often in partnership with vendors, developed their machine-readable files based on their 
interpretation of the available guidance and to accommodate the hospitals’ different types of privately 
negotiated contracts with insurers. The CMS now seeks comment on whether it should impose additional 
standardization on these files.  
 
Hospitals have already dedicated significant resources toward complying with the machine-readable file 
requirements. They have done so despite skepticism of the usefulness to the patient and despite the 
immense strain to the health care system caused by the pandemic. Additional modifications at this point 
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could negate much of the work that has been done, requiring hospitals to start over to recreate their files 
in the new format. This would create excess administrative burden, once again taking resources away 
from other important needs. Moreover, these regulations have not been in effect long enough to 
determine what attributes of existing files are most useful, if any. The MHA urges the CMS not to 
impose modifications on file format and other components until the work to align price 
transparency and surprise billing policies is complete.  
 
Payment Cuts - 340B Drugs 
 
Beginning in 2018, the CMS modified the payment policy for separately payable drugs and biologicals 
(other than drugs with passthrough status and vaccines) acquired under the 340B drug discount program 
to pay average sales price (ASP) less 22.5% instead of the previous ASP plus 6%. Rural sole community 
and children’s hospitals were exempted from these cuts which reduced annual payments to Michigan 
hospitals by an estimated $73 million and $1.6 billion nationally. The CMS proposes to maintain 
payments at the current reduced amount in the 2022 proposed rule. The cuts continue to decimate the 
intent of the 340B program and exacerbate the strain placed on hospitals serving vulnerable communities 
as the pandemic continues to rage. These cuts also conflict with Congressional intent of the 340B 
program which is to allow covered entities to stretch scarce federal resources as far as possible, reaching 
more eligible patients and providing more comprehensive services. These cuts will result in the continued 
loss of much needed resources for 340B hospitals at the worst possible time during the current pandemic.  
The MHA continues to urge the CMS to reverse the cuts implemented in 2018 and restore 
payments for separately payable drugs to ASP plus 6%.  
  
The United States Supreme Court decided to take up the American Hospital Association’s (AHAs) petition 
asking to reverse the federal appeals court decision on this issue in early July 2021. The MHA, along with 
the American Hospital Association (AHA) and others, remain hopeful that the Court will reject the 
appellate court decision deferring to the government’s interpretation of the law that clearly imperils the 
important services that the 340B program helps allow eligible hospitals and health systems to provide, 
many of which otherwise would be unavailable.  
 
Continuing Payment Cuts for Off-Campus Clinic Visits at Grandfathered Sites 
 
The MHA remains opposed to the cuts implemented in 2019 to reduce payments for clinic visits provided 
at off-campus hospital outpatient departments (HOPDs) that were grandfathered under Section 603 of the 
Bipartisan Budget Act of 2015. The MHA objects to these cuts which we believe are contrary to the 
Congressional intent of Section 603 and the 21st Century Cures Act “mid-build” provision that was 
supported by federal courts for 2019. The MHA, along with the AHA and others, appreciate that the 
CMS is rescinding prior audit denials for hospitals that had failed to qualify as a grandfathered HOPD 
based on the “mid-build exception” so that the agency can review the determinations. However, we 
remain opposed to the reduced clinic payments at these facilities. These cuts threaten to impede access 
to care, especially in rural and underserved areas and other vulnerable communities, and that the CMS, 
by continuing the cuts has undermined clear congressional intent and exceeded its legal authority. The 
MHA, along with the AHA and others, are disappointed that the U.S. Supreme Court recently declined to 
review the unfavorable ruling by the appeals court that deferred to the government’s inaccurate 
interpretation of the law.  
 
In the 2020 rule, the CMS continued its two-year phase-in of the payment cut for clinic visits provided at 
off-campus HOPDs to pay these visits at 40% of the OPPS payment rate down from 70% paid in 2019. 
Litigation ordered that the CMS reprocess 2019 claims to pay at the full OPPS rate which the agency did. 
The CMS implemented these cuts in a nonbudget-neutral manner, meaning that the CMS reduced 
hospital OPPS payments nationally by nearly $330 million each year--2020 and 2021.   
 
The CMS proposes to continue paying for hospital outpatient clinic visit services provided in 
grandfathered HOPDs at 40% of the OPPS amount in 2022 noting that the agency will continue to 
monitor the impact of this change in Medicare payment policy.  
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Michigan hospitals cannot continue to sustain the estimated $22 million annual payment cut given the 
$400 million payment shortfall. As stated in our comments regarding the 2020 and 2021 OPPS 
proposed rules, the MHA opposes this reduction as it is punitive to hospitals that operate off 
campus clinics which have improved access to clinic services for Medicare beneficiaries.  We 
urge the CMS to restore payments for clinic visits at grandfathered HOPDs to 100% of the OPPS 
rate for 2020 and 2021, with payments to continue at the full rate in 2022 and future years. This is 
particularly important given that patients rely more than ever on off-campus facilities to provide the care 
they need as on-campus locations continue caring for COVID-19 patients and higher acuity patients.   

 
Proposed Changes to the Inpatient-Only List 
 
The inpatient-only (IPO) list specifies procedures and services for which the hospital will be paid only 
when provided in the inpatient setting due to the nature of the procedure, the patient’s underlying physical 
condition or the need for at least 24 hours of postoperative recovery time or monitoring before the patient 
can safely be discharged. Prior to 2021, the CMS reviewed the list annually to identify services that could 
be removed. In the 2021 OPPS final rule, the CMS finalized a proposal to eliminate the IPO entirely over 
3 years beginning with the removal of 298 procedures. Since the agency would be eliminating the IPO list 
entirely over 3 years, the removed procedures were not assessed against the longstanding removal 
criteria. The MHA, along with the AHA and others, opposed elimination of the IPO list.  
 
The CMS now proposes to halt the elimination of the IPO list to allow for greater consideration of the 
impact removing services from the list based on beneficiary safety, and to allow providers impacted by the 
COVID-19 public health emergency (PHE) additional time to prepare for providing appropriate services 
safely and efficiently upon removal from the IPO list. In addition, after a clinical review and evaluation of 
the services removed in 2021, the CMS determined that none of the services removed have sufficient 
supporting evidence indicating that they can be safely performed on the Medicare population in the 
outpatient setting. Therefore, the CMS proposes to add the 298 services removed in 2021 back to the 
IPO list beginning in 2021. The MHA supports both proposed changes.  

 
Changes to the ASC-Covered Surgical Procedures 
 
In the 2021 OPPS/Ambulatory Surgical Center rule, the CMS revised the regulatory criteria used to 
determine which procedures can be added to the ASC-covered procedures list (ASC CPL) by eliminating 
certain general standards as well as all five of the general exclusion criteria. Instead, the CMS added 
these criteria as non-enforceable “physician considerations”. Based upon the revised criteria, the CMS 
added 267 procedures to the ASC CPL. The CMS also added a new provision establishing that the CMS 
will add a surgical procedure to the ASC CPL either on its own initiative or based on a notification from 
the public that a procedure nor currently on the ASC CPL meets the revised criteria.  
 
The AHA and others objected to these proposals which results in covering more and higher risk 
procedures in the ASC setting which could negatively impact Medicare beneficiary safety and quality of 
care.  
 
For 2022, the CMS proposed to reinstate the requirements for ASC covered surgical procedures that had 
been in place prior to 2021 since the agency concluded that many of the procedures added in 2021 would 
only be appropriate for Medicare beneficiaries who are healthier and have less complex medical 
conditions than the typical Medicare patient. The CMS proposes to remove 258 of the 267 procedures 
that were added to the ASC CPL in the 2021 final rule. The MHA supports these proposals.  
 
Temporary Policies Implemented During the COVID-19 Public Health Emergency (PHE) 
 
The CMS used emergency rulemaking to provide several flexibilities during the pandemic, many of which 
expire at the conclusion of the PHE. The CMS seeks input on the policies highlighted below and whether 
they should be made permanent.  
 
Mental Health Services Furnished Remotely by Hospital Staff to Beneficiaries in their Homes 
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During the PHE, the CMS granted temporary regulatory flexibility to allow hospital staff to provide 
outpatient mental health services, education and training services via telecommunication technology, 
where the clinical staff and patient are not required to be in the same location. These blanket waivers 
permit hospital clinical staff to provide these services to a patient “in the hospital”, which can include the 
patient’s home, if it is provider-based to the hospital, the patient is registered as a hospital outpatient, and 
all services provided must be ordered and supervised by a physician or qualified nonphysician 
practitioner. In these circumstances, hospitals can bill for the services as if they were provided onsite in 
the hospital.  
 
During the PHE, hospitals have had the flexibility to provide these types of services to beneficiaries in 
their homes through communications technology; however, this flexibility is tied to waivers and other 
temporary policies that expire at the end of the PHE. We appreciate the CMS granting this temporary 
flexibility especially given the increasing need for mental health services during the pandemic. The MHA 
is concerned that once the PHE ends, these patients who have become accustomed to receiving these 
services in their homes would need to physically travel to the hospital to continue receiving the services 
and this could have a negative impact on access to care with many patients opting to forego services. We 
urge the CMS to extent this flexibility permanently to ensure patients can continue to access 
these virtual healthcare services from their homes.  
 
Direct Supervision by Interactive Communications Technology 
Due to the PHE, the CMS provided temporary regulatory flexibility allowing the required direct physician 
supervision for pulmonary rehabilitation, cardiac rehabilitation, and intensive cardiac rehabilitation 
services to be provided virtually using audio/video real-time communications technology (excluding audio 
only) subject to the clinical judgement of the supervising practitioner. Currently, this flexibility is intended 
to continue until the end of the PHE or Dec. 31, 2021, whichever is later.  
 
As stated in our comments regarding the 2022 physician fee schedule proposed rule, the MHA 
requests the CMS permanently adopt the PHE flexibility allowing providers to satisfy direct 
supervision requirements for diagnostic tests, physician services and hospital outpatient services 
through real-time audio/video technology. Providers have successfully adapted to using this 
technology during the PHE and can decide if audio/video or in-person direct supervision is appropriate 
depending on the provider and/or facility situation. This is essential for maintaining access to services 
especially in rural areas. 
 
Payment for COVID-19 Specimen Collection in HOPDs 
During the PHE, the CMS used its authority to create a new evaluation and management code for 
COVID-19 testing during the PHE (HCPCS code C9803 (Hospital Outpatient Clinic Visit specimen 
collection for SARS-CoV, COVID-19, any specimen source)). This code was established to meet the 
needs of the COVID-19 PHE and the CMS indicated that it expected to retire this code at the end of the 
PHE.  
 
HCPCS code C9803 is assigned to APC 5731-Level I Minor Procedures with a 2021 payment rate of 
$24.67. It has a status indicator of “Q1” which indicates that the OPPS will package services billed under 
this HCPCS code when it is billed with a separately payable primary service but pay separately when it is 
billed without another separately payable primary service. The OPPS also makes separate payment for 
HCPCS code C9803 when it is billed with a clinical diagnostic laboratory test.  
 
The CMS seeks comments on whether it should keep HCPCS code C9803 active and extend or make 
permanent the OPPS payment associated with specimen collection for COVID-19 tests after the PHE 
ends. The MHA encourages the CMS to make payment for this code permanent and re-evaluate In 
thwhen volume for this HCPCS code is very minimal.  
 
In summary, the MHA believes that all three of these flexibilities have had a positive impact on 
practice patterns and care delivery during the pandemic and should be extended indefinitely 
beyond the PHE.   
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Radiation Oncology Model (RO Model) 
 
In this rule, the CMS makes several proposals to prepare for a Jan. 1, 2022, launch of the Radiation 
Oncology (RO) Model. The RO Model, initially slated to launch Jan. 1, 2021, was delayed six months by 
the CMS and an additional six months by Congress. The MHA, along with the AHA and others, support 
the CMS’ efforts to transform the delivery of cancer care and also support the original intent of the RO 
Model, which was to protect access to care by ensuring fair, predictable payment for radiation 
oncologists.  
 
The MHA has several concerns related to the RO Model. First, hospitals have informed us that they have 
not yet received their program specific case mix/historical experience adjustment data. We understand 
that CMS will release the data within the next few months, however, this does not provide hospitals with 
adequate time to analyze the data and determine the financial impact to their programs and 
organizations.  
 
Secondly, Michigan and the entire United States is facing a significant surge in COVID-19 cases due to 
the delta variant and we remain concerned that it will only get worse this fall and winter. In addition to 
increase in COVID-19 patients, hospitals continue to see an influx of patients who delayed services 
during the pandemic. Hospitals here in Michigan and across the county continue to face significant 
disruptions to their operations. Clinical leaders and staff remain focused on caring for an unprecedented 
level of patients and would be further strained by the launch of a major payment model shift.  
 
Thirdly, the cuts proposed by the RO Model will have a significant impact on the ability of hospitals to care 
for cancer patients. These cuts, in addition to the ones proposed by the 2022 Medicare Physician Fee 
Schedule proposed rule, will prohibit patients from receiving the state-of-the art treatments they require. 
Furthermore, many Michigan hospitals care for patients predominantly from rural areas of the state. The 
MHA is concerned that these patients will be hardest hit by these cuts.  
 
We urge the CMS to revisit the original goals of the RO Model and ensure those are met. The MHA 
requests an additional delay to mid-2022 to allow healthcare organizations to work through the 
unprecedented challenges they currently face and ensure a thoughtful and thorough 
implementation of this model. The MHA also objects to the cuts proposed by the RO Model.  
 
The CMS proposes to exclude from the RO model only those HOPDs actually participating in the 
Pennsylvania Rural Health Model (PARHM), rather than also excluding those that are not participating, 
but have been identified as eligible to participate. The CMS also proposes to exclude participants in the 
Community Transformation track of the Community Health Access and Rural Transformation (CHART) 
Model because they too would receive double payment for radiologic technology (RT) services if they 
also participated in the RO Model. The MHA supports this proposal 
 
The CMS proposes to remove liver cancer from the list of 16 cancer types included in the model. Liver 
cancer does not meet the inclusion criteria since it is not commonly treated with radiation per nationally 
recognized, evidence-based clinical treatment guidelines. The MHA supports removing liver cancer 
from the list of cancer types included in the RO model. 
 
The CMS proposes to remove brachytherapy from the list of RT services included in the RO model. The 
MHA also supports this proposal. 
 
Hospital Outpatient Quality Reporting Program 
 
The CMS proposes several updates to the outpatient quality reporting program (QRP) and validation 
process and seeks feedback on several issues including potential new measures, data on health 
disparities and transitioning to digital quality measurement.  
 
Adoption of COVID-19 Vaccination among Healthcare Personnel (HCP) Measure  
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The MHA appreciates that this proposed measure represents an effort by the CMS to advance 
measurement to address the PHE and provide consumers with data to make an informed decision when 
choosing a hospital. However, we believe that advancing this measure prior to full approval by the 
Food and Drug Administration (FDA) of all three vaccines currently available (Pfizer, Moderna and 
Johnson & Johnson) is premature. As such, we oppose the adoption of this measure at the 
current time for reasons highlighted below. 
 

• Vaccine hesitancy 

While the FDA recently provided full approval of the Pfizer vaccine, the vaccines developed and 

manufactured by Moderna and Johnson & Johnson are currently approved through an 

emergency use authorization only. A significant number of Americans have chosen not to be 

vaccinated because of concerns regarding serious adverse events, the compressed timeline for 

development and approval, and general mistrust of the government and public health community. 

Vaccine hesitancy has created challenges among both the general public and among HCP. 

 

• Unintended consequences and legal risk 

If this measure were adopted and publicly reported, hospitals would be held accountable for HCP 

vaccinations. Mandating the vaccine may also result in HCP leaving their positions, putting an 

additional strain on an already challenged workforce with many vacant positions in hospitals and 

across all healthcare settings. MHA members have also expressed concern about the legal risk to 

their organization if HCP experience an adverse event related to the vaccine. We also believe 

publicly reporting HCP vaccination rates may inappropriately pit hospitals against one another 

based on public opinion regarding the vaccine.  

 

• Duplicative reporting is administratively burdensome 

The MHA recognizes that COVID-19 vaccination reporting is already required by the Michigan 

Department of Health and Human Services via the Michigan Care Improvement Registry (MCIR) 

system. We believe that requiring additional HCP vaccination data to be reported into the NHSN 

is redundant and burdensome particularly as hospitals struggle to meet current COVID-19 data 

reporting requirements at the state and national level.  

 
While the MHA opposes the adoption of the COVID-19 HCP vaccination measure in any of the 
quality reporting programs at the current time, we understand the intent of the measure and urge 
the CMS to consider the following: 
 

• Delay the measure adoption until the vaccine from all three manufacturers has been given 

full approval by the FDA and the measure specifications are complete and have been 

endorsed by the National Quality Forum (NQF). We also encourage the CMS to seek 

comment on the addition of this measure in a future proposal.  

• Utilize HHS TeleTracking COVID-19 vaccination data to track vaccination rates at the 

facility level.  

• Direct consumers to use the HHS TeleTracking site as the data is reflective of current HCP 

vaccination rates. 

 
Adoption of Breast Screening Recall Rates Measure  
The CMS proposes to adopt this claims-based process measure beginning with the CY 2023 reporting 
period. The measure calculates the percentage of Medicare FFS beneficiaries who received a traditional 
mammography or digital breast tomosynthesis (DBT) screening study and then received a diagnostic 
mammography, DBT, ultrasound of the breast or magnetic resonance imaging of the breast in an 
outpatient or office setting within 45 calendar days of the first image. The CMS explains that, while 
performing breast imaging in the outpatient setting is important, superfluous screenings could result in an 
increased prevalence of radiation-induced cancers in younger women; conversely, recalling too few 
women for follow-up imaging may result in delayed diagnoses. The CMS believes this measure may fill a 
gap in screening and that the agency would develop a suite of education and outreach materials to aid 
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measure implementation if the measure is finalized for adoption. The MHA opposes adoption of this 
measure since it is not endorsed by the National Quality Forum (NQF) and the CMS currently has 
no plans to submit it for endorsement.  
 
Packaging Policy for Non-Opioid Pain Management Drugs 
 
Generally, drugs that function as a supply are packaged under the OPPS and the ASC payment system, 
regardless of cost. The CMS has examined this policy since 2019 in response to a recommendation from 
the President’s Commission on Combating Drug Addiction and the Opioid Crisis that the CMS review and 
modify rate-setting policies that could discourage the use of non-opioid treatments for pain. Similarly, the 
2018 enactment of the Substance Use-Disorder Prevention that Promotes Opioid Recovery and 
Treatment for Patients and Communities (SUPPORT) Act requires the HHS Secretary to review 
payments under the OPPS for opioids and evidence-based non-opioid alternatives for pain management 
with a goal of ensuring that there are not financial incentives to use opioids instead of non-opioid 
alternatives.  
 
Following a CMS evaluation of utilization patterns in the OPPS and ASC settings for 2019, 2020 and 
2021 rulemaking the agency did not observe significant declines in utilization in hospital outpatient 
departments for most non-opioid drugs included in its analysis. However, the CMS found that ASCs had a 
decrease in claims and utilization for the non-opioid pain management drug Exparel in 2019 and 2020 
and Exparel and Omidria in 2021 after pass-through payments ended and the drug was packaged into 
the surgical procedure with which it was billed.  
 
As a result, the CMS unpackaged and paid separately for these drugs at ASCs at ASP plus 6%. 
However, the agency declined to pay separately for these drugs in the OPPS despite recommendations 
from the AHA and others.  
 
The CMS conducted another review for the 2022 proposed rule and found that results were similar to 
those from previous years. Generally, the use of non-opioid pain management drugs in the hospital 
outpatient setting continued to increase each year despite that the Medicare program did not provide a 
separate payment. In the ASC setting, where Exparel and Omidria are separately paid, the CMS also saw 
utilization increases for these two drugs at a higher rate of increase than in the hospital outpatient setting. 
 
For 2022, the CMS proposes to continue to package payment for these non-opioid drugs in the OPPS but 
requests input on whether the agency should expand its policy to pay separately at the ASP plus 6% for 
non-opioid pain management drugs that function as surgical supplies. The CMS notes that while 
packaging encourages efficiency and is a fundamental component of the OPPS, the overriding policy 
objective to reduce financial disincentives for use of non-opioid products leads the agency to reconsider 
its OPPS policy. The MHA recommends that the CMS provide a separate payment for non-opioid 
pain management drugs provided in the hospital outpatient setting.  
 
Request for Information: Rural Emergency Hospital  

 
The CMS seeks comments on the establishment of the Rural Emergency Hospital (REH) model, a new 
Medicare provider type established by the Consolidated Appropriations Act, 2021. Critical access 
hospitals and small rural hospitals that convert to REHs may provide REH services for Medicare payment 
beginning Jan. 1, 2023. The MHA appreciates the opportunity to comment and provide feedback on the 
RFI for the newly designated provider type of REHs. Specifically, the CMS is seeking input on the 
following: 
 
Type and scope of services offered, including what outpatient medical and health services should 
be considered as eligible services. 
 
The MHA believes that REHs should be allowed to continue providing the outpatient services they 
currently provide in their communities since closure of any services would reduce access to care. We 
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believe that other services including those listed below are vital in communities and that REHs should be 
permitted to provide them:  
 

• Mental and behavioral health services, specifically for children and adolescents  

• Outpatient dialysis  

• 24/7 emergency department services  

• Crisis management  

• Skilled nursing facility  
 
An REH must provide emergency and observation services and may elect to provide additional 
services as determined appropriate by the Secretary. What other outpatient medical and health 
services, including behavioral health services, should the Secretary consider as additional eligible 
services? In particular, what other services may otherwise have a lack of access for Medicare 
beneficiaries if an REH does not provide them? 

 
The Secretary should deem behavioral/mental health services as appropriate. The Secretary should allow 
facilities designated as REHs to operate Certified Community Behavioral Health Centers on site. REHs 
should also have the ability to flex up to operate swing beds during flu seasons (and potential COVID-19 
surges) if necessary to manage excessive patient census. 
 
What are the barriers and challenges to delivering emergency department services customarily 
provided by hospitals and critical access hospitals (CAHs) in rural and underserved communities 
that may require different or additional CoPs for REHs (for example, staffing shortages, 
transportation and sufficient resources)? 

 
Rural areas are experiencing severe staffing shortages for many roles required for emergency and 
outpatient services. These include lab techs, pharmacy techs, and patient care techs in addition to 
registered nurses, physician assistants, nurse practitioners, and physicians. There is also a shortage of 
emergency medical services (EMS) workers in most of the state of Michigan, especially the rural areas. 
During the pandemic, smaller hospital organizations experienced difficulties with many resources 
because they were not large enough to warrant allocations for testing supplies and pharmaceuticals. The 
conditions of participation should provide for flexibility in staffing, allowing for all professions to work at the 
highest level of their licensure, and avoid unnecessary barriers to services such as onsite physician 
supervision of services rarely performed by physicians (e.g. blood draws for lab tests). 

 
What, if any, virtual or telehealth services would be appropriate for REHs to provide, and what role 
could virtual care play in REHs? 

 
Rural health care can benefit profoundly from robust telehealth services, given the longstanding 
challenges rural communities face in provider recruitment/retention, low patient volume, and geographic 
isolation. Telehealth also may be especially important for providing care in specialties that are not well 
represented in rural areas. While the COVID-19 pandemic has led to an increase in the adoption of 
telehealth services, barriers remain for rural communities. The MHA supports the CMS’ proposal in the 
calendar year 2022 physician fee schedule rule to add REHs to the Medicare list of approved 
telehealth originating sites, as required under law. All virtual/telehealth services should potentially be 
available from an REH. If an REH has the appropriate staff and meets quality standards, there should not 
be any barrier in initiating services from the REH. The role of virtual care as an accepted modality is 
increasing as technology improves and patient acceptance grows. The rules and conditions of 
participation governing the REH designation must anticipate the future growth of virtual care. 
 
Should REHs include Opioid Treatment Programs, clinics for buprenorphine induction, or clinics 
for treating stimulant addiction in their scope of services? Please discuss the barriers that could 
prevent inclusion of each of these types of services. 
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Practitioners for these programs are in short supply. These services should be allowed for REHs in the 
scope of service, but not required. Payment policy should recognize the difficulty of recruiting and 
retaining the necessary workforce for these programs. Because of distances traveled in rural areas, 
accessing programs can be difficult for people with lower incomes and lack of transportation. Programs 
offered through REHs should be allowed alternative designs to accommodate distance, address stigma, 
achieve adherence, and adjust for cultural differences in rural areas.  
 
Health equity issues, such as how REHs can help address social needs in rural areas and if there 
are additional factors to consider for specific populations. 
 
REHs in rural communities promote access to care for some of the most vulnerable populations, who 
often have transportation barriers and geographic limitations.  

 
REHs enable patients to receive care within their communities near family, caregivers, and loved ones. 
Studies have demonstrated that patient and family engagement increases the likelihood of positive 
clinical outcomes.   
 
The presence of an REH in a local community as an anchor institution promotes the continuation of the 
healthcare workforce pipeline, as youth and young adults grow up near the REH, which is often a major 
employer in the community.  
 
How can REHs address the social needs arising in rural areas from challenging social 
determinants of health (the conditions in which people are born, live, learn, work, play, worship 
and age, which can have a profound impact on patients’ health), and how should REHs be held 
accountable for health equity? 
 
REHs should be held accountable for minimizing and eliminating disparities in treatment. Eliminating 
disparities in care contributes to equity in health and the CMS should support REHs with appropriate 
education and resources to improve patient care. 
 
Quality measures, including quality reporting requirements, specification of measures, and public 
reporting of data.  
 
COVID-19 has highlighted the complexity of the administrative burden of adhering to state and federal 
reporting requirements. Historically, small and rural hospitals have struggled with reporting requirements 
due to minimal administrative and information technology staffing resources. We encourage the CMS to 
evaluate the reporting requirements as part of the design, creation, and implementation of the REH. This 
should be a top priority, to ensure the administrative burden of adhering to reporting requirements does 
not outweigh the time and attention that providing patients care takes from clinical providers particularly 
as all providers, both large and small, urban and rural are facing extreme staffing challenges due to the 
pandemic.  
 
What current quality measures in rural care should be recommended or developed? What are 
likely quality barriers and challenges? 
 
The important measures are outcomes that matter to patients. Measures are dependent on the services 
offered at the REH and should be adjusted based on what is or is not available at the REH. Reporting on 
quality requires staff time, which is limited at an organization as small as an REH. Measures should be 
carefully designed and streamlined to be meaningful, aligned with any requirements from Medicaid, and 
should generate information that is actionable and relevant to the goals of the patients served in the REH 
community. 
 
Enrollment process, such as the steps and timing for conversion to an REH 
 
Small and rural hospitals should be afforded time and flexibility in the REH enrollment process. Similarly, 
small and rural hospitals should be afforded the latitude to complete the conversion process within a 
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reasonable length of time that does not impact the patients and communities they serve in any noticeable 
way. The MHA recommends that the CMS take all reasonable steps to streamline the enrollment 
process.  
 
Transfer Agreements 
  
We recognize that the establishment of REHs is aimed at addressing the needs of individuals in 
traditionally underserved, rural communities. In seeking the REH designation, there should be an 
understanding that REHs likely will not be able to provide complex levels of trauma care when necessary, 
which means transfer agreements with nearby trauma centers will be vital. While we support the need for 
transfer agreements for REHs, we urge the agency to recognize the geographic limitations of many of 
these providers. For example, given the geographic location of certain REH applicants, the nearest level I 
or II trauma center may be hundreds of miles away. While we understand the need for transfer 
agreements, we recommend that the CMS consider whether a transfer agreement with a level III or 
IV trauma center, rather than with a level I or II trauma center is permissible based upon the 
services that a specific REH provides. Transfer agreements play a vital role in ensuring those 
individuals who need more immediate, complex and specialty care will receive it; however, those 
agreements are most beneficial when they are grounded in realistic need. Further, it is important to note 
that CAHs currently have agreements in effect to transfer patients needing more complex levels of care. 
As such, building off  current arrangements and implementing a more flexible approach, taking into 
account geographic location, services offered, and access to specialty care, may be a more practical 
tactic for hospitals seeking a REH designation.  

 
Impact on Medicaid DSH and 340-B Program Eligibility 
 
The MHA also urges the CMS to ensure that all hospitals that convert to REH status are eligible to 
maintain current Medicaid DSH and 340-B drug discount program eligibility. We encourage the CMS to 
grandfather current eligible hospitals to ensure they maintain this needed funding. Without doing so, there 
may be little or no incentive for hospitals to transition to REHs.  
 
Fixed & Capital Costs 
 
The MHA urges the CMS to provide a transitional payment structure to ensure REHs have financial 
resources to cover fixed costs as they winddown inpatient operations. We also urge the CMS to consider 
funding for one-time capital expenses associated with conversion, which could be calculated as a percent 
of the applicant’s historical depreciation/capital expenses.   
 
Request for Information: Closing the Health Equity Gap 
 
The COVID-19 pandemic shed new light on inequities in healthcare as certain populations were impacted 
much more significantly by the virus. The MHA strongly supports efforts by the CMS to close this 
gap. The MHA and member hospitals are committed to addressing racism and health inequities and 
worked with the Michigan Department of Licensing and Regulatory Affairs (LARA) to ensure that any new 
licensing rules related to implicit bias training are consistent with the MHA membership’s vision and 
efforts. As part of these efforts, the MHA worked with LARA on implicit bias training for all healthcare 
personnel, providing workgroup input and public comment and testimony on the draft rules. The MHA 
continues to seek member support and engagement on a statewide pledge to advance health equity and 
address social determinants of health. To date, 134 hospitals and health systems have signed the MHA 
Pledge to Address Racism and Health Inequities indicating a unified commitment to addressing 
disparities, dismantling racism and achieving health equity. In addition, over 90% of members have 
completed the Health Equity Organizational Assessment (HEOA), designed to provide custom 
recommendations around key strategies that support the organization’s ability to identify and address 
disparities.   
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Upon the 2017 launch of the “Patients over Paperwork” Initiative, the CMS’ goal was to reduce 
unnecessary regulatory burden and enable providers to concentrate on their primary mission of improving 
patient health outcomes which is supported by the MHA and other stakeholders.  
 
The CMS outlines several areas within this RFI of potential expansions of the CMS Disparity Methods. 
The MHA has concerns in expanding even more ways to calculate differences in outcomes among patient 
groups within and across hospitals as this may ultimately increase burden and negatively impact the 
patient experience. The idea of including a statistical modeling technique using indirection estimation to 
make hospital and population-level estimates on patient rate and ethnicity could unintentionally introduce 
measurement bias, especially if the source data used to infer population-level race and ethnicity are 
inaccurate.  
 
As the CMS considers additional measurement to address health equity, the MHA urges the CMS to 
honor its “Patients Over Paperwork” initiative and streamline, align, and focus on those measures 
that matter most for patient care and outcomes. We recommend leveraging existing solutions and 
datasets, while standardizing and streamlining data collection processes and ensuring 
consistency of definitions, categories and variables such as race and ethnicity across all federal 
programs to reduce administrative burden and enable clinicians to focus on patient care.  
 
The CMS must also develop support for providers for capturing, using and exchanging information within 
and across service lines. The current system is siloed, fragmented and uncoordinated, which limits 
transparency and the ability to share and use information as patients move across the healthcare 
continuum.  
 
A final challenge worth noting is that there are inadequate healthcare-based solutions for addressing 
social determinants of health. Platforms are available for purchase but some of these systems are too 
costly for hospitals and remain out of reach.  
 
The MHA urges the CMS to consider the following recommendations and looks forward to 
providing additional input when a future proposed rule is released: 
 

• Choose, adopt, and adequately incentivize the use of a single standard data set that 
captures necessary and sufficient information on non-clinical patient characteristics. This should 
be minimally burdensome to providers and we recommend the adoption of standardized 
screening tools such as PRAPARE, AAFP’s EveryONE project, or the CMS ACH Health-Related 
Social Needs screening tool, or the use of z-codes. 
 

• Distribute resources into community safety net programs to properly address social needs 
identified in data collection. We urge the CMS to continue expanding the portfolio of programs 
and resources to support data analyses and quality improvement activities to bridge hospital-level 
efforts with post-acute and community-based programs and models to close health equity gaps 
due to lack of resources and accessibility to help strengthen the standardized collection of social 
needs data.  

 

• Expand disparity methods to include stratified results beyond current dual eligibility 
stratification since stratifying by dual eligibility status alone is not sufficient. This is an 
easily accessible proxy measure that in no way captures the breadth of social determinants. We 
urge the CMS to include race and ethnicity, language preference, veteran status, health literacy, 
sexual orientation, and disability status which will enable a more comprehensive assessment of 
health equity to further identify and develop actionable strategies to promote health equity.  
 

• Reconsider creation of a facility equity score: Although this is modeled from the Health Equity 
Summary Score (HESS) developed for the Medicare Advantage plans, the development of this 
score was virtually conceptual and not currently being utilized. By combining multiple measures 
and risk factors using output from the CMS disparity methods there would be a resulting 

https://www.nachc.org/research-and-data/prapare/about-the-prapare-assessment-tool/
https://www.aafp.org/family-physician/patient-care/the-everyone-project/toolkit.html
https://innovation.cms.gov/Files/worksheets/ahcm-screeningtool.pdf
https://innovation.cms.gov/Files/worksheets/ahcm-screeningtool.pdf
https://www.cms.gov/files/document/cms-omh-january2020-zcode-data-highlightpdf.pdf
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“composite like” score. The MHA believes a vague “composite-like” measure is not 
actionable or useful and cannot be feasibly and accurately calculated.  

 

• Consider a potential future measure regarding organizational commitment to health equity. 
We believe that consideration should be given to an attestation-based structural measure of a 
disparities impact statement (DIS) or organizational pledge that outlines how infrastructure 
supports the delivery of care that is equitable for all patient populations. 

 
RFI: Fast Healthcare Interoperative Resources 
 
The CMS acknowledges that providers within the various care and practice settings covered by Medicare 
quality programs may be at different stages of readiness and therefore the timeline for achieving full 
digital quality measurement across all quality reporting programs may vary. The CMS also recognizes 
that reporting data for quality measurement via electronic health records remains burdensome, and their 
current approach to quality measurement does not readily incorporate emerging data sources such as 
patient-reported outcomes (PRO) and patient-generated health data. The agency also acknowledges a 
need to streamline the approach to data collection, calculation, and reporting to fully leverage clinical and 
patient-centered information for measurement, improvement and learning.  
 
Aligning technology requirements for payers, health care providers and health information technology (IT) 
developers can advance an interoperable health IT infrastructure that ensures providers and patient have 
access to health data when and where it is needed. The MHA supports the use and adoption of Fast 
Healthcare Interoperative Resources (FHIR) Application Programming Interfaces (APIs) across the 
healthcare system. We agree that FHIR will be a vital part of streamlining reporting and reducing the 
associated burden, but we encourage the CMS to work with HIT vendors to reduce the cost and 
complexity of providers having to implement any new interoperability standards. The MHA looks forward 
to providing additional input when a future proposed rule is issued.  
 
 
Again, the MHA appreciates this opportunity to provide input to the CMS. Our suggested changes will 
result in a positive impact for hospitals and all patients they serve.  Please contact me at 517-703-8608 or 
via email at vkunz@mha.org with any questions. 
 
Sincerely, 

 
Vickie R. Kunz 
Senior Director, Health Finance 
 

mailto:vkunz@mha.org

