
 

 

VIA Electronic Submission to http://www.regulations.gov 

September 15, 2020 
 
Ms. Seema Verma 
Administrator 
Centers for Medicare & Medicaid Services Department of Health and Human Services  
Attn: CMS-1736-P 
P.O. Box 8013 
Baltimore, MD 21244-1850 

 
 
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 Administrator Verma: 
 
The American Society of Anesthesiologists® (ASA), on behalf of our over 53,000 members, 
appreciates the opportunity to comment on issues in the above-captioned Proposed Rule. 
Medicare is an essential program that currently provides healthcare benefits to 58 million 
Americans. ASA is committed to working with the Centers for Medicare and Medicaid Services 
(CMS) to promote policies that support high quality care in a fiscally sustainable manner. We 
are pleased to work with the agency to create a healthcare system that reduces administrative 
burden on practicing physicians, supports the provision of high quality, cost-effective care and is 
forward thinking in the development of innovative solutions to overcome the challenges facing 
clinicians, patients and the Medicare system overall. As the medical specialty representing the 
recognized leaders in patient safety and quality, ASA welcomes the opportunity to work with you 
to ensure high quality and high value care for our Medicare patients. 
 
In this letter, ASA provides comments on the following issues: 

• Addition of New Service Categories for the Hospital Outpatient Department (OPD) Prior 
Authorization Process  

• CY 2021 Proposal to Eliminate the Inpatient Only (IPO) List  
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Addition of New Service Categories for the OPD Prior Authorization Process (Section 
XVII)  
 
ASA opposes the OPD prior authorization process as it is unnecessary to ensure 
effective program integrity and it can reduce and delay access to necessary services.  We 
also oppose the proposed expansion of the process to include implanted spinal 
neurostimulator services. These services are critical alternatives to opioids for pain 
management of chronic pain and ASA believes it is inappropriate to make access to 
these services more difficult during a time when the nation continues to struggle to 
overcome an opioid epidemic.  
 
In the CY 2020 OPPS Final Rule, CMS established a prior authorization process effective July 
1, 2020, for five services identified as being potentially abused for cosmetic purposes. CMS 
proposes to expand the prior authorization process to include two new categories of services 
reimbursed under the OPPS—cervical fusion with disc removal (described by CPT codes 22551 
and 22552) and implanted spinal neurostimulators (described by CPT codes 63650, 63685, and 
63688). Services in these two categories would be subject to prior authorization for dates of 
service on or after July 1, 2021. 
 
ASA strongly opposes this proposal to expand the OPD prior authorization process to include 
implanted spinal neurostimulators, as they serve as a critical alternative to opioids and an 
important procedure for the treatment of certain chronic pain diseases. As the nation continues 
to grapple with the opioid epidemic, ASA urges CMS to consider how this policy will increase 
barriers and create delays to non-opioid pain management and the potential implications of 
these barriers and delays. For example, spinal cord stimulation (SCS) is utilized for neuropathic 
pain conditions, such as Complex Regional Pain Syndrome, and there is ample evidence that 
delayed treatment, such as delaying SCS, can worsen patient outcomes. 
 
The expansion of the OPD prior authorization process to include implanted spinal 
neurostimulators is inappropriate and will reduce access to non-opioid alternatives to 
pain management. ASA strongly urges CMS to not finalize the proposal to add implanted 
spinal neurostimulators to the OPD prior authorization process as these services are critical 
alternatives for patients who are at risk for developing an opioid use disorder to manage their 
pain. ASA believes there should not be unnecessary administrative barriers to solutions to help 
ensure patients have access to services that can replace dependence on opioids.  
 
Chronic pain remains a significant clinical problem for many Americans. According to the CDC, 
50 million adults in the U.S. have chronic daily pain, with 19.6 million of those adults 
experiencing high impact chronic pain that interferes with daily life or work activities. 1 The cost 
of pain to our nation is estimated to be between $560 billion and $635 billion annually. 2 
However, even with the increase in the number of patients facing chronic pain, according to the 

 
1 The Centers for Disease Control and Prevention (2018, September). Morbidity and Mortality Weekly 
Report: Prevalence of Chronic Pain and High-Impact Chronic Pain Among Adults – United States, 2016. 
Retrieved from: https://www.cdc.gov/mmwr/volumes/67/wr/mm6736a2.htm 
2 U.S. Department of Health and Human Services (2019, May). Pain Management Best Practices Inter-
Agency Task Force Report: Updates, Gaps, Inconsistencies, and Recommendations. Retrieved from: 
https://www.hhs.gov/ash/advisory-committees/pain/reports/index.html    

https://www.cdc.gov/mmwr/volumes/67/wr/mm6736a2.htm
https://www.hhs.gov/ash/advisory-committees/pain/reports/index.html
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AMA Task Force report, opioid prescribing by pain physicians and others has declined 37.1% 
between 2013 and 2019.3 
 
The Health and Human Services (HHS) Pain Management Best Practices Inter-Agency Task 
Force Report4 emphasizes the importance of multidisciplinary chronic pain care and highlights 
barriers to accessing optimal pain care. The Task Force recognizes that “requiring patients and 
health care professionals to navigate burdensome and variable coverage policies may 
contribute to slow development, adoption, and implementation of timely and effective pain 
treatments and may force providers to treat patients in a less-than-optimal fashion. 
Consistently forcing providers to try a series of non-first-line treatments prior to 
authorizing treatment plans can be problematic, hindering appropriate patient care, 
creating tremendous inefficiency, and resulting in a loss of  time and resources.” The Task 
Force recommends that CMS and other payers improve access to necessary procedures when 
clinically appropriate. The proposal to expand the OPD prior authorization process to include 
implanted neurostimulators will only exacerbate the current challenges of inconsistent and 
delayed coverage of evidence-informed treatments which are barriers to appropriate care. ASA 
pain management clinical experts have found that there is a lack of uniformity in coverage and 
lack of alignment with current practice guidelines for pain management and this is particularly  
true for non-pharmacologic interventions, like implanted neurostimulators. Therefore, to ensure 
CMS initiatives are consistent with the HHS Task Force recommendations, the agency 
should promote policies that reduce the reliance on opioids, expand coverage of 
evidence-based treatments, and ensure that prior authorization does not create 
additional barriers to comprehensive pain care. 
 
Technology for spinal cord stimulation (SCS), achieved via implanted spinal neurostimulators, 
has evolved greatly. Newer technological advancements have made the therapy with a higher 
success rate and efficacy. The rechargeable battery (IPG) has been a great addition that has 
allowed patients to be willing to adopt to this mode of therapy as an alternative to other forms of 
pain management. Furthermore, the DRG, a new type of SCS has enhanced the focal targeting 
of nerves and improved the efficacy of SCS overall and adoptability by a greater number of 
health care providers. CMS cites increased utilization for these services as criteria for inclusion 
in the OPD prior authorization process. These services are an appropriate clinical alternative to 
opioids, and the increased utilization for these chronic pain management services aligns with 
the decline in prescribed opioids. ASA urges CMS to remove these services from the prior 
authorization program to ensure appropriate non-pharmacologic alternatives to opioids remain 
available to providers and patients. 
 
During the COVID-19 pandemic it is critical, now more than ever, to ensure appropriate 
alternatives to opioids. The Director of the National Institutes of Health, Dr. Francis Collins, 
stated that there has been a 20% increase in reports of spikes in overdoses5 and the AMA 

 
3 The American Medical Association (2020, July). AMA report shows evolving, deadlier overdose 
epidemic. Retrieved from: https://www.ama-assn.org/press-center/press-releases/ama-report-shows-
evolving-deadlier-overdose-epidemic 
4 U.S. Department of Health and Human Services (2019, May). Pain Management Best Practices Inter-
Agency Task Force Report: Updates, Gaps, Inconsistencies, and Recommendations. Retrieved from: 
https://www.hhs.gov/ash/advisory-committees/pain/reports/index.html    
5 National Institute on Drug Abuse: Advancing Addiction Science (2020, July).  Effects of COVID-19 on 
the Opioid Crisis: Francis Collins with Nora Volkow. Retrieved from: 
https://www.drugabuse.gov/videos/effects-covid-19-opioid-crisis-francis-collins-nora-volkow  

https://www.ama-assn.org/press-center/press-releases/ama-report-shows-evolving-deadlier-overdose-epidemic
https://www.ama-assn.org/press-center/press-releases/ama-report-shows-evolving-deadlier-overdose-epidemic
https://www.hhs.gov/ash/advisory-committees/pain/reports/index.html
https://www.drugabuse.gov/videos/effects-covid-19-opioid-crisis-francis-collins-nora-volkow
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reports increases in opioid overdoses across 40 states.6 While we remain in the midst of the 
COVID-19 pandemic, we cannot forget about the persisting opioid epidemic that continues to 
plague the nation. 
 
CMS does not have the appropriate data to evaluate the effectiveness of the current OPD 
prior authorization process. The agency is proposing to expand the current authorization 
process without evaluating the original program that was finalized in the CY 2020 OPPS final 
rule. Since the prior authorization program did not go into effect until July 1, 2020, when CMS 
proposed to expand the program in the CY 2021 OPPS proposed rule, the agency did not have 
any meaningful experience with how the program affected utilization, impact on patient access 
to care or the administrative burden of the program. The agency must evaluate the program 
before it moves forward with any expansion. 
 
Prior authorization programs, if not appropriately designed, can create significant barriers for 
patients by delaying the start or continuation of necessary treatment and negatively affecting 
patient health and outcomes. They can also create an unnecessary administrative burden on 
physicians providing these services. The agency is also spending its own resources and the 
resources of its contractors to support its implementation. For all of these reasons, ASA 
believes CMS must evaluate the OPD prior authorization process before any expansion is 
finalized.  
 
In 2017, the American Medical Association (AMA) and a group of other healthcare organizations 
released a set of principles for the design of an appropriate prior authorization program. 7 These 
principles fall into five broad categories including: clinical validity; cont inuity of care; 
transparency and fairness; timely access and administrative efficiency; and alternative 
exemptions. ASA urges the agency to evaluate their current prior authorization program against 
these factors before proposing any expansion. We look forward to the agency’s analysis. 
 
The proposed prior authorization program will increase administrative burdens for 
hospitals during a global pandemic. The COVID-19 pandemic is also placing pressure on 
hospitals as they are on the frontlines treating critically ill patients. The CMS OPD prior 
authorization process requires the hospital to communicate the agency’s decisions to the 
physician providing the service. While the public health emergency may officially end before the 
proposed implementation date for the expansion of the prior authorization program, hospitals 
will continue to recover from the upheaval caused by the pandemic for years. Adding an 
additional unnecessary administrative burden will further prolong the recovery process for 
hospitals across the nation. ASA urges CMS to consider how this additional administrative 
barrier will continue to impact hospitals, especially those in rural areas with limited resources.   
 
Additionally, reducing administrative burden on physicians has been a priority for the 
Administration. This program seems inconsistent to the Administration’s “Patient Over 
Paperwork” initiative. The goal of Patients Over Paperwork is to evaluate and streamline 
regulations with a goal to reduce unnecessary burden, to increase efficiencies, and to improve 
the beneficiary experience. ASA supports the goals of the initiative to reduce regulatory burden 

 
6 The American Medical Association: Advocacy Resource Center (2020. August). Issue Brief: Reports of 
Increases in opioid-related overdose and other concerns during the COVID pandemic. Retrieved from: 
https://www.ama-assn.org/system/files/2020-08/issue-brief-increases-in-opioid-related-overdose.pdf 
7 The American Medical Association (2017, January). Health care coalition calls for prior authorization 
reform. Retrieved from: https://www.ama-assn.org/press-center/press-releases/health-care-coalition-calls-
prior-authorization-reform  

https://www.ama-assn.org/system/files/2020-08/issue-brief-increases-in-opioid-related-overdose.pdf
https://www.ama-assn.org/press-center/press-releases/health-care-coalition-calls-prior-authorization-reform
https://www.ama-assn.org/press-center/press-releases/health-care-coalition-calls-prior-authorization-reform
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and strengthen the physician and patient relationship. This proposal however, would create 
undue burdens on physicians and facilities and it is unclear if, as currently designed, there is 
any measurable benefit of this program to reduce inappropriate utilization.  
 
Further, ASA disagrees with the methodology used to select services to be added to this 
new prior authorization process. When the agency established the program in the CY 2020 
OPPS final rule, they indicated that services included in the OPPS prior authorization program 
were identif ied as being potentially abused for cosmetic purposes. In the CY 2021 proposed rule 
CMS indicated they identif ied implanted spinal neurostimulators based on increased utilization 
of the procedure.  
 
ASA disagrees with this methodology for identifying services to be included in the OPPS prior 
authorization program. As implanted spinal neurostimulators are perf ormed by ASA member 
physicians, CMS did not engage with the society or our member physicians to evaluate how 
clinical practice may have evolved over time and led to an increase in utilization. As discussed 
earlier in this letter there are valid clinical reasons that may account for the growth in utilization 
for these procedures. Additionally, this method for identifying services greatly departs from the 
initial prior authorization proposal in the CY 2020 OPPS final rule. The purpose of utilization 
management programs is to identify and address inappropriate utilization. We do not believe the 
methodology employed by CMS in this instance has identif ied inappropriate utilization. ASA 
welcomes the opportunity to partner with the agency to ensure the right beneficiary is receiving 
the right care from the right physician at the right time.  
 
 
 
 
CY 2021 Proposal to Eliminate the Inpatient Only (IPO) List (Section IX.B.)  
 
ASA recognizes CMS’ efforts to continue to allow physicians to leverage clinical judgement to 
ensure patients are receiving care in the most appropriate setting. However, while ASA 
supports policies that allow for physicians to use clinical judgement to determine the 
most appropriate site of care, we urge the agency to delay the implementation of the 
proposal to eliminate the IPO list until a complete analysis is conducted and more 
information is available on how the proposed policy would be implemented. 
 
The Inpatient Only (IPO) list was created to identify services that are required to be furnished in 
an inpatient setting due to the invasive nature of the procedure, the need for a 24 hour post -
operative stay, or an underlying physical condition requiring the procedure be performed in an 
inpatient setting. These services would not paid by Medicare under the OPPS. In CY 2020, 
there are 1,740 services on this list. 
 
ASA urges CMS to delay the elimination of the IPO list to in order for the agency to 
appropriately evaluate how this proposal would impact payment rates, physician clinical 
decision making and administrative burden, and beneficiary access to quality care. This is a 
significant proposal that will impact a large number of services across a range of medical 
specialties. It entails clinical issues related to determining medical necessity for the appropriate 
site of care as well as complex administrative policies that set payment rates for outpatient 
services. We believe a proposal of such magnitude requires a more robust plan that addresses 
the overall impact of this proposed policy, as well as more details on how the agency plans to 
implement the proposal. Additionally, we urge the agency to incorporate feedback from 
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stakeholders in the design and implementation of this proposal. We do not believe all of this can 
be accomplished during this rule cycle. We are especially concerned because this year the final 
rule is not scheduled to be released until December 1. This does not provide sufficient time for 
hospitals to prepare for a change of this size.  
 
Specifically, ASA recommends that the agency provide further details in two areas: setting 
payment rates in the outpatient environment for services historically performed in the inpatient 
setting and the process CMS will utilize to review claims for medical necessity for site of service.  
 

• How does the agency plan on setting OPPS payment rates for services that historically 
have been performed in the inpatient environment? The agency has provided APC 
crosswalks for many of the codes they are proposing to remove from the IPO list in 2021 
(Table 31). Unfortunately, few details have been provided on how these proposed 
crosswalks were determined. As previously mentioned in this letter there are a large 
number of services on the IPO list. Even if this is phased-in over a multi-year period this 
requires rate setting for a large number of codes each year. Does the agency have the 
bandwidth to propose new rates for such a large number of codes in such a rapid 
fashion? Use of whatever limited claims data there may be under the relevant codes is 
not likely to reflect actual resources for performing these services in the hospital 
outpatient setting for Medicare beneficiaries as these services generally have not been 
performed in the outpatient setting under Medicare, and were not supposed to be 
covered by Medicare, so whatever claims exist are likely to be spurious and non-
representative. 
 

• We appreciate the agency proposes to exempt for two calendar years services newly 
exempt from the IPO list from the two-midnight rule for site of service claim denials. We 
believe this will be very helpful, but we believe there are other instances where further 
guidance will be required. For example, there are certain instances in which a patient 
may receive care in an outpatient setting, but will then require care to be escalated to an 
inpatient facility. How will the agency view such claims? ASA is concerned that without 
clear guidance from the agency on how they will handle this and other similar types of 
scenarios. Physicians may receive pressure from their facilities to move services to the 
outpatient setting to avoid scrutiny of inpatient stays—even stays that otherwise may be 
medically necessary to perform in an inpatient setting. ASA urges the agency to provide 
further guidance in this area. 

 
ASA is also concerned that despite the agency’s best intentions to give deference to clinical 
judgement and streamline administrative processes, this proposal may have unintended impact 
of increasing the administrative burden on hospitals and physicians. This could be especially 
true if there is not clear guidance and rules around the intent and implementation of this 
proposal. Prior to implementing this proposal, ASA recommends CMS evaluate how these 
policies will affect the care delivery team and increase administrative burden for physicians. 
Especially during the COVID-19 pandemic, CMS should critically evaluate how each policy adds 
additional burdens to the frontline providers who are care for the most vulnerable and severely 
ill patients.  
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Thank you for your consideration of our comments. We would be very glad to follow up with you 
as necessary on any issues for which you need additional information or would like further 
discussion. Please contact Please contact Sharon Merrick, M.S. CCS-P, ASA Director of 
Payment and Practice Management at (202) 289-2222. 
 
 
Sincerely, 
 

 
Mary Dale Peterson, MD, MHA, FACHE, FASA 
President 


