
 

 

December 28, 2020 

 

Allison Beattie  

Department of Health and Human Services 

200 Independence, Avenue, S.W., Room 713F 

Washington, D.C. 20201. 

 

RE: Regulatory Relief to Support Economic Recovery, Request for Information (2020-25812)  

 

Submitted Electronically via www.regulations.gov 

 

Dear Ms. Beattie, 

 

On behalf of the more than 54,000 members of the American Society of Anesthesiologists® 

(ASA), we are pleased to provide comment the Regulatory Relief to Support Economic 

Recovery Request for Information (RFI). ASA is the nation’s largest organization of physicians 

with medical expertise in anesthesia care, critical care (known as physician “intensivists”) and 

pain medicine. Our members are integral to combating the COVID-19 pandemic and 

establishing protocols for the safe and effective treatment of individual COVID-19 patients. We 

have provided brief comments below on several waivers currently in place during the Public 

Health Emergency (PHE). 

 

This document serves as a supplement to the detailed ASA comments that were submitted on 

in response to the following waivers, 42 CFR §482.52(a)(5), §485.639(c)(2), and §416.42 (b)(2), 

42 CFR §482.12(c)(1)– (2) and §482.12(c)(4). While those waivers are identified in the table 

below, we refer reviewers to our extended comments.  

 

Physician Anesthesiologists’ expertise in airway management, respiratory support and acute 

care have reinforced this medical specialty’s role as key front-line health care professionals in 

hospitals and ICUs during the pandemic. The guidance and waivers identified in this RFI were 

reviewed by our physician experts and their responses reflect an intimate knowledge of patient 

care during the pandemic – whether patients were diagnosed with COVID-19 or not. Each 

reviewer carefully determined the effects of these waivers and guidance as they relate to 

anesthesiology and our health care system. More specifically, those reviewers looked at how 

the waivers have allowed for advancements in medical device research, patient and device 

safety, and in modernizing the delivery of health care to patients.  

 

http://www.regulations.gov/


 

We thank you for your consideration of these additional comments and stand ready to work with 

HHS on improving our health care system. Please contact Matthew Popovich, ASA Director of 

Quality and Regulatory Affairs (QRA) at m.popovich@asahq.org or 202/591-3703 for further 

discussion and coordination on the topics listed below. 

 

Sincerely, 

 

 

 

 

Beverly Philip, M.D., FACA, FASA 

President 

American Society of Anesthesiologists  

mailto:m.popovich@asahq.org


 

 

 
 
 
 
 
 

HHS Ref. 
HHS 
Sub-
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Action 

Title of Action 
Brief Summary of 

Action 
Impact 

Recommended 
Action 

Comments/ Rationale 

191 CMS Waiver 
Hospital Care of 
Patients 

Waiving requirements 
under 42 CFR 
§482.12(c)(1)– (2) and 
§482.12(c)(4), which 
requires that Medicare 
patients be under the 
care of a physician. This 
waiver may be 
implemented so long as it 
is not inconsistent with a 
state’s emergency 
preparedness or 
pandemic plan. This 
allows hospitals to use 
other practitioners to the 
fullest extent possible 

This waiver is 
detrimental to 
patient care. 

Discontinue at 
the end of the 
PHE. 

The American Society of 
Anesthesiologists (ASA) 
has submitted extensive 
comments related to this 
waiver. Please see our 
separate comment 
submission for further 
explanation. 

193 CMS Waiver  
Anesthesia 
Services 

Waiving requirements 
under 42 CFR 
§482.52(a)(5), 
§485.639(c)(2), and 
§416.42 (b)(2) that a 
certified registered nurse 
anesthetist (CRNA) is 
under the supervision of a 
physician in paragraphs 
§482.52(a)(5) and 
§485.639(c)(2). CRNA 
supervision will be at the 
discretion of the hospital 
and state law. This waiver 
applies to hospitals, 

This waiver is 
detrimental to 
patient care. 

Discontinue at 
the end of the 
PHE. 

The American Society of 
Anesthesiologists (ASA) 
has submitted extensive 
comments related to this 
waiver. Please see our 
separate comment 
submission for further 
explanation. 
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CAHs, and Ambulatory 
Surgical Centers (ASCs). 
These waivers will allow 
CRNAs to function to the 
fullest extent of their 
licensure, and may be 
implemented so long as 
they are not inconsistent 
with a state’s emergency 
preparedness or 
pandemic plan. 

31 FDA Guidance 

Alternative 
Procedures 
for Blood and 
Blood 
Components 
During the 
COVID-19 
Public Health 
Emergency 

FDA issued this guidance 
to provide a notice of 
exceptions and 
alternatives to certain 
requirements in Title 21 
of the Code of Federal 
Regulations (CFR) 
regarding blood and 
blood components. This 
notice of exception or 
alternatives to certain 
requirements is 
being issued under 21 
CFR 640.120(b) to 
respond to a national 
public health need and 
address the urgent 
and immediate need for 
blood and blood 
components. We expect 

The impact of 
these waivers 
has been 
beneficial.  

Maintain beyond 
expiration of 
PHE. 

The initial blood shortages 
witnessed in March, April, 
and May 2020 have 
become less pronounced 
for most regions in the 
United States, perhaps 
because of these waivers.  
The blood donor eligibility 
waivers are more in line 
with European guidelines 
that were already in place 
before the pandemic. 
There is no evidence of a 
detrimental impact to 
patient safety in continuing 
the waiver beyond the 
PHE.  
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that the alternative 
procedures will improve 
availability of blood and 
blood components while 
helping to ensure 
adequate protections for 
donor health and 
maintaining a safe blood 
supply for patients. 

49 FDA Guidance  

Enforcement 
Policy for 
Gowns, Other 
Apparel, and 
Gloves 
During the 
Coronavirus 
Disease 
(COVID-19) 
Public Health 
Emergency 

FDA issued this guidance 
to provide a policy to help 
expand the availability of 
surgical apparel for health 
care professionals, 
including gowns (togas), 
hoods, 
and surgeon’s and patient 
examination gloves 
during 
this pandemic 

The impact of 
this policy is 
not detrimental 
for the duration 
of the PHE. 
 

Maintain until 
expiration of 
PHE. 

ASA appreciates FDAs 
issued guidance to expand 
the availability of gowns, 
other apparel, and gloves 
during the PHE when their 
use does not create undue 
risk for health care 
workers or patients. We 
believe that FDA should 
study and scrutinize this 
guidance with physician 
and infection control 
experts after the pandemic 
to assess future needs 
and safety considerations.     

50 FDA Guidance 

Enforcement 
Policy for 
Sterilizers, 
Disinfectant 
Devices, and 
Air Purifiers 
During the 

FDA issued this guidance 
to provide a policy to help 
expand the availability 
and capability of 
sterilizers, 
disinfectant devices, and 

The impact of 
this policy is 
not detrimental 
for the for the 
duration of 
PHE. 
 

Maintain until 
expiration of 
PHE 

The proposed policy 
changes only apply to 
limited modification and 
marketing of sterilizers, 
disinfectant devices and 
air purifiers as effective 
against SARSCoV-2. The 
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Coronavirus 
Disease 2019 
(COVID-19) 
Public Health 
Emergency 

air purifiers during this 
public health emergency. 

changes do not reduce the 
effectiveness of these 
devices in preventing 
transmission of infectious 
agents in health care 
settings. We believe that 
FDA should study and 
scrutinize this guidance 
with physician and 
infection control experts 
after the pandemic to 
assess future needs and 
safety considerations. 

53 FDA Guidance 

Enforcement 
Policy for 
Extracorporeal 
Membrane 
Oxygenation 
and 
Cardiopulmonary 
Bypass Devices 
During the 
Coronavirus 
Disease 2019 
(COVID-19) 
Public Health 
Emergency 

FDA issued this guidance 
to provide a policy to help 
expand the availability of 
devices used in 
extracorporeal membrane 
oxygenation (ECMO) 
therapy to address this 
public health emergency. 

This guidance 
has been 
beneficial. 

Maintain beyond 
expiration of 
PHE with 
modification, as 
needed. 

ASA urges HHS to 
maintain this enforcement 
policy beyond the PHE 
due to the progress that 
has been made in the 
development and use of 
such devices to treat 
COVID-19 positive 
patients. Extracorporeal 
membrane oxygenation 
(ECMO) can be a 
cornerstone for acute 
respiratory distress 
syndrome (ARDS) 
management. Since 
COVID-19 can lead to 
severe ARDS, there is 
benefit in making ECMO 
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available during and 
possibly after the PHE. We 
expect that this treatment 
may still be useful for 
lingering cases of ARDS 
caused by COVID-19 and 
believe that that further 
studies can enhance 
regulatory guidance and 
support for proven 
treatment options.  

54 FDA Guidance 

Enforcement 
Policy for 
Infusion 
Pumps and 
Accessories 
During the 
Coronavirus 
Disease 2019 
(COVID-19) 
Public Health 
Emergency 

FDA issued this guidance 
to provide a policy to help 
expand the availability 
and remote capabilities of 
infusion pumps and their 
accessories for health 
care professionals during 
the COVID-19 pandemic 

This guidance 
has been 
beneficial. 

Maintain beyond 
expiration of 
PHE with 
modification, as 
needed. 

Infusion pumps and other 
devices that have been 
used to care for COVID-19 
patients have evolved 
significantly in recent 
months. During the 
pandemic, our members 
have witnessed 
physicians, hospitals, and 
private industry collaborate 
and use this guidance to 
develop products and 
workflows to enhance 
patient care while 
protecting healthcare 
worker safety. This waiver 
presents an opportunity to 
encourage new and 
innovative technologies 
that would have been 
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delayed to some extent by 
regulatory burden. 
Removing this waiver after 
the PHE may 
unnecessarily pause 
advancements already 
being made.   
 
We encourage the FDA to 
work with medical 
societies and standard 
setting organizations to 
review and enhance this 
guidance after the PHE. 
We believe that having 
expert feedback and 
contributions will benefit 
patient safety and lead to 
greater discoveries and 
efficiencies in our health 
care system.   

56 FDA Guidance 

Enforcement 
Policy for 
Non-Invasive 
Remote 
Monitoring 
Devices Used 
to Support 
Patient 
Monitoring 

FDA issued this guidance 
to provide a policy to help 
expand the availability 
and capability of non- 
invasive remote 
monitoring devices to 
facilitate patient 
monitoring while reducing 
patient and healthcare 
provider contact and 

This guidance 
has been 
beneficial. 

Maintain beyond 
expiration of 
PHE. 

Non-Invasive Remote 
Monitoring Devices have 
evolved significantly in 
caring for COVID-19 
patients. During the 
pandemic, our members 
have witnessed 
physicians, hospitals, and 
private industry collaborate 
and use this guidance to 



 

HHS Ref. 
HHS 
Sub-

Agency 

Type of 
Action 

Title of Action 
Brief Summary of 

Action 
Impact 

Recommended 
Action 

Comments/ Rationale 

exposure to COVID- 19 
for the duration of the 
COVID-19 public health 
emergency 

develop products and 
workflows to enhance 
patient care while 
protecting healthcare 
worker safety. This waiver 
presents an opportunity to 
encourage new and 
innovative technologies 
that would have been 
delayed to some extent by 
regulatory burden. 
Removing this waiver after 
the PHE may 
unnecessarily pause 
advancements already 
being made.   
 
We encourage the FDA to 
work with medical 
societies and standard 
setting organizations to 
review and enhance this 
guidance after the PHE. 
We believe that having 
expert feedback and 
contributions will benefit 
patient safety and lead to 
greater discoveries and 
efficiencies in our health 
care system.  
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60 FDA Guidance  

Enforcement 
Policy for 
Ventilators 
and 
Accessories 
and Other 
Respiratory 
Devices 
During the 
Coronavirus 
Disease 2019 
(COVID-19) 
Public Health 
Emergency 

FDA issued this guidance 
to provide a policy to help 
expand the availability of 
ventilators as well as 
other respiratory devices 
and their accessories 
during this pandemic. 

The impact of 
this policy is 
not detrimental 
for the for the 
duration of 
PHE. 
 

 
Maintain until 
expiration of 
PHE. 

Ventilators can be 
lifesaving during and after 
the pandemic. Access to 
mechanical ventilation by 
devices other than 
approved critical care 
ventilators has 
undoubtably saved lives 
during the PHE. Specific 
guidance on the safe use 
for non-approved 
indications (e.g. 
anesthesia gas machines) 
also contributed to patient 
safety. We believe that 
lessons learned from the 
pandemic will be valuable 
should a similar PHE 
occur or an unexpected 
resurgence of this COVID-
19 takes place. 
 
We do not believe that 
discontinuing this waiver 
after the PHE will 
adversely affect patient 
care or safety since the 
FDA often uses its 
Emergency Use 
Authorizations to bypass 
usual approval processes. 
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65 FDA Guidance 

Policy for the 
Temporary 
Use of 
Portable 
Cryogenic 
Containers 
Not in 
Compliance 
With 21 CFR 
211.94(e)(1) 
For Oxygen 
and Nitrogen 
During the 
COVID-19 
Public Health 
Emergency 

FDA issued this guidance 
to communicate its policy 
for the temporary use of 
certain gas containers for 
oxygen and nitrogen 
intended for medical use 
for the duration of the 
current public health 
emergency. 

This guidance 
has been 
beneficial. 

Maintain beyond 
expiration of 
PHE with 
modifications as 
needed. 

Containers for oxygen 
have been beneficial for 
use during the 
management of COVID-19 
patients in and out of the 
ICU. This discretion policy 
should be made available 
with modification for a 
defined amount of time 
following the expiration of 
the PHE to ensure there is 
adequate availability of the 
containers for oxygen.  

66 FDA Guidance  

Temporary 
Policy on 
Repackaging 
or Combining 
Propofol 
Drug 
Products 
During the 
COVID-19 
Public Health 
Emergency  

FDA issued this guidance 
to communicate its 
temporary policy 
regarding the 
repackaging or 
combining of propofol 
drug products by a 
licensed pharmacist in a 
State licensed pharmacy, 
a Federal facility, or an 
outsourcing facility 
registered pursuant to 
section 503B of the 
Federal Food, Drug, and 
Cosmetic Act (FD&C Act) 

The impact of 
this policy is 
beneficial for 
the duration of 
the PHE. 
 
 

Maintain until 
the expiration of 
PHE. 

ASA has long been 
concerned about drug 
shortages and its impact 
on patient care, patient 
safety, and national 
security. Although current 
Propofol shortages appear 
to be based on increased 
demand shipping delays 
related to COVID-19, we 
believe that the FDA 
should continue to work 
after the PHE on a 
comprehensive solution to 
drug shortages that 
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(21 U.S.C. 353b) as 
outlined in this guidance 
for the duration of the 
public health emergency 
declared by the Secretary 
of Health and Human 
Services (HHS) on 
January 31, 2020, or for 
such shorter time as FDA 
may announce through 
updated guidance 

physicians and patients 
face each day. 

106 CMS 
Interim 
Final 
Rule 

Merit-based 
Incentive 
Payment 
System 
(MIPS) 
Updates 

BB. MIPS Improvement 
Activities Inventory 
Update to add new or 
make modifications to 
existing improvement 
activities in the Inventory 
through notice-and-
comment rulemaking. 
1. Table 1 in RIN 0938-
AU31 outlines the new 
improvement activity: 
COVID-19 Clinical Trials. 
2. To provide additional 
relief to individual 
clinicians, groups, and 
virtual groups for whom 
sufficient MIPS measures 
and activities may not be 
available for the 2019 
MIPS performance period 

Detrimental if 
continued 
beyond PHE.  

Maintain until 
expiration of 
PHE. 

ASA supports recent 
regulatory revisions to the 
MIPS Improvement 
Activities inventory update. 
We believe that Eligible 
Clinicians and their groups 
should receive credit for 
their work in treating 
COVID-19 patients and in 
scientific discovery. 
 
After the PHE, CMS 
should discontinue the 
blanket policy of 
uncontrollable 
circumstances as currently 
in place with regard to 
COVID-19. We believe 
that the previous, targeted 
policy for reweighting was 
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due to the PHE for the 
COVID-19 pandemic, 
extending the deadline to 
submit an application for 
reweighting the quality, 
cost and improvement 
activities performance 
categories based on 
extreme and 
uncontrollable 
circumstances from 
12/31/19 to 4/30/20. Also, 
modifying existing policy 
for the 2019 performance 
period/2021 MIPS 
payment year only. 

appropriate and could be 
expanded to include those 
areas that might 
unfortunately experience a 
surge or reoccurrence of 
COVID-19 patients. 
Extending this waiver 
beyond the PHE may lead 
to MIPS ECs and groups 
falling behind in quality 
improvement efforts, 
reporting, and data 
collection for future years.  

108 CMS 
Interim 
Final 
Rule 

Quality 
Reporting: 
Updates to the 
Extraordinary 
Circumstances 
Exceptions 
(ECE) Granted 
for Four 
Value-Based 
Purchasing 
Programs in 
Response to 
the PHE for 
COVID-19, 
and Update to 

This IFC updates the 
extraordinary 
circumstances exceptions 
(ECEs) we granted on 
March 22, 2020 for the 
ESRD Quality Incentive 
Program (QIP), Hospital-
Acquired Condition (HAC) 
Reduction Program, 
Hospital Readmissions 
Reduction Program, and 
Hospital Value-Based 
Purchasing (VBP) 
Program in response to 
the COVID-19 PHE, 

We make no 
assessment on 
this wavier. 

We make no 
assessment on 
this waiver.  

We encourage CMS to 
balance physician and 
hospital burden in 
reporting these measures 
with the ability for MIPS 
eligible clinicians and their 
groups to have access to 
the facility-based scoring 
mechanism.  
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the Performance 
Period for the 
FY 2022 SNF 
VBP Program 

revises the FY 2022 
performance period under 
the Skilled Nursing 
Facility (SNF) VBP 
Program as a result of the 
COVID-19 PHE, and 
changes the 
Extraordinary 
Circumstances Exception 
(ECE) policies for the 
Hospital VBP, HAC 
Reduction, Hospital 
Readmissions Reduction, 
ESRD QIP, and SNF 
VBP Programs, to 
provide that if, as a result 
of the extension of the 
ECE for the whole 
country or the submission 
of individual ECE 
requests, we do not have 
enough data to reliably 
compare national 
performance on 
measures, we would not 
score facilities based on 
such limited data or make 
the associated payment 
adjustments for the 
affected program year. 
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129 CMS 
Interim 
Final 
Rule 

Updates to the 
Quality Payment 
Program: Merit-
based Incentive 
Payment System 
(MIPS) Third 
Party 
Intermediary 
Approval Criteria 

R. Delaying the 
implementation by 1 year 
that beginning with the 
2022 performance period, 
QCDRs are required to 
collect data on a QCDR 
measure, appropriate to 
the measure type, prior to 
submitting the QCDR 
measure for CMS 
consideration during the 
self-nomination period so 
that they can complete 
QCDR measure testing 
and collect data. 

This guidance 
has been 
beneficial. 

Expand after the 
PHE has ended. 

Measure testing should be 
based on the availability of 
data and the quality of the 
data captured at the 
individual or group level. 
CMS should work with 
specialty societies and 
measure developers on 
the feasibility of 
conducting costly, 
extensive, and 
burdensome validity 
testing on quality 
measures. We believe 
there are other valid ways 
that measure stewards 
can ensure that the 
measures a MIPS eligible 
clinician or group reports 
are feasible, reliable, and 
valid.  

153 CMS Waiver Medical Records 

Waiving requirements 
under 42 CFR §482.24(a) 
through (c), which cover 
the subjects of the 
organization and staffing 
of the medical records 
department, requirements 
for the form and content 
of the medical record, 
and record retention 

The impact of 
this waiver is 
not detrimental 
for the for the 
duration of 
PHE. 
 

Maintain until 
expiration of 
PHE. 

This waiver is beneficial 
during the PHE to ensure 
patient care comes first. 
However, if continued 
beyond the PHE, the 
waiver could increase the 
risk that medical records 
would be incomplete and 
lead to suboptimal patient 
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requirements, and these 
flexibilities may be 
implemented so long as 
they are not inconsistent 
with a state’s emergency 
preparedness or 
pandemic plan. CMS is 
waiving §482.24(c)(4)(viii) 
related to medical records 
to allow flexibility in 
completion of medical 
records within 30 days 
following discharge from 
a hospital. This flexibility 
will allow clinicians to 
focus on the patient care 
at the bedside during the 
pandemic. CMS is 
waiving §482.24(c)(4)(viii) 
related to medical records 
to allow flexibility in 
completion of medical 
records within 30 days 
following discharge from 
a hospital. This flexibility 
will allow clinicians to 
focus on the patient care 
at the bedside during the 
pandemic. 

care and inefficiencies in 
the future.  
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218 CMS Waiver  

Quality 
assessment 
and 
performance 
improvement 
(QAPI) 
program 

Waiving 42 CFR 
§482.21(a)–(d) and (f), 
and §485.641(a), (b), and 
(d), which provide details 
on the scope of the 
program, the 
incorporation, and setting 
priorities for the 
program’s performance 
improvement activities, 
and integrated Quality 
Assurance & 
Performance 
Improvement programs 
(for hospitals that are part 
of a hospital system). 
These flexibilities, which 
apply to both hospitals 
and CAHs, may be 
implemented so long as 
they are not inconsistent 
with a state’s emergency 
preparedness or 
pandemic plan. We 
expect any improvements 
to the plan to focus on the 
Public Health Emergency 
(PHE). While this waiver 
decreases burden 
associated with the 
development of a hospital 
or CAH QAPI program, 

The impact of 
this waiver is 
not detrimental 
for the duration 
of the PHE. 

Maintain until 
expiration of 
PHE. 

Although this waiver may 
have been beneficial for 
hospitals that require its 
use, ASA has seen little 
impact on QAPI programs 
during the PHE because 
ongoing quality initiatives 
and the work of physicians 
and staff have, for the 
most part, continued.  
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the requirement that 
hospitals and CAHs 
maintain an effective, 
ongoing, hospital wide, 
data-driven quality 
assessment and 
performance 
improvement program will 
remain. This waiver 
applies to both hospitals 
and CAHs. 

272 CMS Waiver  

Ambulatory 
Surgical 
Center (ASC) 
Medical Staff 

Waiving the requirement 
at § 416.45(b) that 
medical staff privileges 
must be periodically 
reappraised, and the 
scope of procedures 
performed in the ASC 
must be periodically 
reviewed. This will allow 
for physicians whose 
privileges will expire to 
continue practicing at the 
ambulatory surgical 
center, without the need 
for reappraisal, and for 
ASCs to continue 
operations without 
performing these 
administrative tasks 
during the PHE. This 

The impact of 
this waiver is 
not detrimental 
for the duration 
of the PHE. 

Maintain until 
expiration of 
PHE. 

The lack of periodically 
reappraising medical staff 
privileges could lead to 
unintended consequences 
beyond the expiration of 
the PHE. We believe the 
previous regulation was 
adequate to ensure proper 
and routine privileging that 
ultimately protects patient 
safety.  
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waiver will improve the 
ability of ASCs to 
maintain their current 
workforce during the 
PHE. 

 
 
 
 
 


