
 

 
   

601	13th	Street,	NW,	11th	Floor		•		Washington,	DC		•		20005		•		(202)	534-1773 

 
 
September 27, 2019 
 
 
The Honorable Seema Verma 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1713-P 
Mail Stop C4–26–05 
7500 Security Boulevard 
Baltimore, MD 21244–1850 
 
Re:  CMS-1713-P:  End-Stage Renal Disease Prospective Payment System, Payment for Renal 
Dialysis Services Furnished to Individuals with Acute Kidney Injury, End-Stage Renal Disease 
Quality Incentive Program, Durable Medical Equipment, Prosthetics, Orthotics and Supplies 
(DMEPOS) Fee Schedule Amounts, DMEPOS Competitive Bidding (CBP) Proposed 
Amendments, Standard Elements for a DMEPOS Order, and Master List of DMEPOS Items 
Potentially Subject to a Face-to-Face Encounter and Written Order Prior to Delivery and/or 
Prior Authorization Requirements 
 
 
Dear Administrator Verma: 
 
 The Council for Quality Respiratory Care (CQRC) would like to thank you for the 
opportunity to provide comments on the “Durable Medical Equipment, Prosthetics, Orthotics 
and Supplies (DMEPOS) Fee Schedule Amounts, DMEPOS Competitive Bidding (CBP) Proposed 
Amendments, Standard Elements for a DMEPOS Order, and Master List of DMEPOS Items 
Potentially Subject to a Face-to-Face Encounter and Written Order Prior to Delivery and/or 
Prior Authorization Requirements” proposed rule (Proposed Rule).1   
 
 We are pleased that CMS is taking a closer look at the DMEPOS documentation 
requirements and prior authorization.  The CQRC strongly supports eliminating fraud and abuse 
in the Medicare program.  These efforts should be rational, balanced, and targeted to ensure 
that limited Medicare funds are directed at activities that appropriately need to be curtailed, 
rather than focused on technical errors or “magic” words.   
 

As the face-to-face visit documentation requirements and audit process have evolved 
for home oxygen and home sleep therapies, it has morphed into a program that centers almost 
entirely on contractors denying claims based on medical record documentation that does not 
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meet a contractor’s expectations and subjective review, rather than on whether the equipment 
and services are actually medically necessary.  It is difficult to see the value of continuing the 
program in this manner to patients, providers, suppliers, or the federal government.  Even 
President Trump has called for “flexibility in the enforcement of the face-to-face requirement, 
eliminating this overly burdensome requirement for most Medicare providers and 
beneficiaries.”2 
 
 Thus, we are concerned that the Proposed Rule appears to codify in regulation a 
mandate for all DMEPOS that CMS subjects to the face-to-face/written order prior to delivery 
(WOPD) requirement to have the medical record progress note documentation,3 including for 
home respiratory and sleep therapies.  We are also concerned that the Proposed Rule seeks to 
limit the use of prior authorization to those DMEPOS items and services that are subject to the 
face-to-face/ WOPD requirements.  While we support streamlining the auditing process and 
agree that practitioners must be involved in the ordering of DMEPOS, we are concerned that 
the Proposed Rule would likely create greater confusion among practitioners, suppliers, and 
beneficiaries.   
 

These proposals seem out of step with CMS’ own Patients over Paperwork Initiative.  
With the intent to provide practical, common sense suggestions that balance the interest of all 
parties, we ask CMS:  
 

• Not to codify in regulatory text that review of the practitioner’s medical records are 
required to document and support all face-to-face visits. 
 

• To retain the product specific data elements, rather than standardizing a generic 
subset, for order/prescription requirements, regardless of the type of DMEPOS 
being prescribed.  

 
• Not to consolidate the prior authorization Master List with a face-to-face/WOPD and 

not to use the same criteria for determining to which products to these policies 
would apply. 

 
• To modify the criteria for subjecting a product to prior authorization, by using  

criterion focused on the improper payment rate. 
 

• To modify the criteria for applying the face-to-face/WOPD requirements to exclude 
a product when there is less than a 10 percent medical necessary error rate and the 
improper payment rate is the result of problems with the practitioner medical 
records progress notes, as evidence by CERT data. 

 
2President’s FY 2020 HHS Budget in Brief, 80, (2019). 
3Proposed Rule, Display Copy at 202.  
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As a result of adopting these recommendations, CMS would be responding to the 

comments and recommendations submitted by CQRC, as well as others in the home respiratory 
community to eliminate the medical record review associated with the face-to-face/WOPD for 
home oxygen and sleep therapies.  This step is appropriate given that CMS’ contractors have 
concluded there is no fraud or abuse related to medical necessity for these products.  Based on 
the most recent 10 years of CERT reports, these products are not “frequently subject to 
unnecessary utilization.”  Thus, rather than reinforce the overly burdensome requirements, 
eliminating the medical record documentation requirements would be an important step 
toward achieving CMS’ stated goal “to simplify and revise conditions of payment aimed at 
reducing unnecessary utilization and aberrant billing for items.”4    
 

In addition, we ask that CMS consider the following modifications to help further 
streamline the audit process and reduce regulatory red tape.   
 

• First, CMS should define the term “chronic stable state” so that it is used 
consistently across practitioners prescribing home respiratory therapies and applied 
in the same manner by the contract auditors.   

 
• Second, we recommend that CMS not rely upon supplier increases in utilization to 

target their audits.  As described below, the reduction in the number of suppliers 
due to the competitive bidding program (CBP) and the extension of those rates to 
non-competitive bidding areas (CBAs) has led to a substantial number of suppliers 
leaving the Medicare program.  Those remaining suppliers have taken on these 
patients, which results in an increase in these suppliers’ utilization.  These increases 
in utilization should not be assumed as a result of fraudulent behavior.   

 
• Third, we also ask that CMS instruct the contractors to audit all suppliers providing 

the same equipment in a geographic region when one supplier is being audited.  This 
step will prevent prescribers from being able to avoid the burdens associated with 
audits by simply shifting their referrals to another supplier in the area who is not 
subject to an audit.   

 
• Finally we also support developing appropriate mechanisms that allow remote 

patient monitoring services to be considered a fulfillment of the face-to-face 
requirements and phase-out of annual medical necessity documentation. 

 
We urge CMS to adopt these suggestions now.  We agree with CMS’ goal of moving to 

completely electronic records and ePrescribing, but timeline for that fix is too far into the 
future.  The 3-5 year timeframe CMS has set forth for getting to this point is simply too long to 

 
4Id. at 181. 
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allow the problems with the current system to prevail.  Therefore, we again ask CMS to take the 
steps outlined in this comment letter in the final rule to provide an interim solution and reduce 
unnecessary burdens on, and expenditures by, the federal government, suppliers, practitioners, 
and patients. 
 

I. The CQRC Asks that CMS Not Codify in Regulatory Text that Medical Records 
Are Required to Meet the Documentation when a Face-to-Face Visit Is 
Required and Not Introduce Subjective, Undefined Elements into the Review 
Process for Home Oxygen and Home Sleep Therapies. 

 
While eliminating the home oxygen and home sleep from the proposed list for face-to-

face/WOPD visits and medical record documentation requirements would eliminate the CQRC’s 
concerns, if CMS were not to take that step, we ask that CMS modify the language in the 
Proposed Rule regarding the use of medical records as the evidence documenting a face-to-face 
visit for home oxygen and sleep therapies.  While there is no question that the practitioners are 
documenting a visit took place, the contractors are demanding much more in the record.  This 
expanded review has resulted in a substantial number of denials during audits which are almost 
uniformly reversed and paid after months and years of appeals.   

 
Instead of the detailed review of medical record progress notes, we ask that CMS end 

this vicious cycle.   CMS should allow practitioners to submit the standardized data elements 
CMS has published in its templates and the Certificate of Medical Necessity, both of which 
include all of the information needed to establish medical necessity without having to ask 
contractors to dig through medical records.  This approach also would eliminate the burden on 
practitioners and suppliers who are forced to chase these documents and guess what words the 
contractors will accept to establish the medical necessity data elements.  It would also return 
the process to evaluating the objective standardized elements and eliminate the subjective 
review that contractors are not consistent with the existing coverage policies.  

 
As the CQRC has noted in our comments and responses to Request for Information 

about the Patients over Paperwork Initiative, as well as during several meetings with the 
Administration, we do not believe that CMS should continue applying to home oxygen or sleep 
therapies the face-to-face/written order prior to delivery (WOPD) requirement that a 
practitioner’s medical record be used to document the visit occurred and then use these 
records in the audit process as a tool for denying payment to suppliers.   

 
According to CMS’ own CERT reports, since 2011, less than 3 percent of claims for home 

oxygen or home sleep therapy have been denied for failing to be medical necessity.  The 
“medical error” rates reported are not due to supplier failures, but rather they are the result of 
insufficient documentation by prescribers as determined by Medicare audit contractors 
reviewing practitioner’s medical records progress notes.  For example, in the 2018 CERT report, 
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all oxygen claims reviewed met medical necessity requirements, yet 35.2 percent of claims 
were classified as “improper payments” because of medical record documentation problems.   

 
As we understand the goal set forth by the Congress in authorizing the face-to-

face/WOPD requirement, it is to target products that are “frequently subject to unnecessary 
utilization.”5  CMS’ stated purpose is to target products that are susceptible or vulnerable to 
fraud, waste and abuse.6   By stating that there are no, or virtually no, medically necessary 
denials for home oxygen and home sleep claims during the past 10 years, there is no 
unnecessary utilization.  The CERT report findings of documentation errors in medical records 
created by practitioners, and not the suppliers, should not be used to implement overly 
burdensome obligations on suppliers when they do nothing to protect beneficiaries or prevent 
unnecessary utilization.   

 
The CQRC agrees that “practitioner involvement in the DMEPOS ordering process, 

through the face-to-face and written order requirements assists in limiting waste, fraud, and 
abuse.”7  Independent of the face-to-face/WOPD requirements, home oxygen and sleep 
therapies have always been subject to in-person visits and follow-ups.  We do not believe that 
the objective coverage requirements should be changed.  What needs to be changed is the 
requirement that the medical record be used to document the visit occurred and serve as the 
basis for justifying the claim when the practitioner’s notes do not meet a less than transparent 
standard established by the contractors. 

 
As the history of the home oxygen and sleep audits demonstrate, requiring audits to 

review and sanction suppliers for statements made (or those not made) in a practitioner’s 
medical record does not “promote uniformity among practitioners and precision in rendering 
intended items”8 that CMS is seeking.  In fact, it has simply created more confusion and 
inconsistency.   

 
The following is only one of the many, many examples the CQRC has shared with CMS 

during the last several years in efforts to create a common-sense solution to this problem.  In 
this example, a contractor denied a claim for home oxygen therapy stating:   
 

The medical record documentation does not demonstrate the beneficiary’s 
underlying lung disease will require home oxygen therapy. Medical record 
documentation indicates "acute hypoxic respiratory failure, O2 protocol, wean as 
tolerated". The medical record documentation demonstrates hypoxia resulting 
from an acute condition rather than from an underlying lung disease. 

 

 
5Social Security Act § 1834(a)(15). 
6Supra note 3 at 183.  
7Id. at 186. 
8Id. 
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The practitioner prescribed home oxygen for the patient because the patient had two 
longstanding severe lung diseases (COPD and bronchiectasis).  The patient was weaned 
from 5 Liter to 3 Liters of oxygen as the patient moved from the acute hypoxic 
respiratory failure.  The patient had desaturated to 75 percent on RA overnight and was 
at 84 percent on ambulation while in the hospital right before discharge.  A 
reproduction of the actual sections of the medical record support this justification. 
 

 
 
 
 
Progress notes from hospital day 2 where weaning is mentioned state: 
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Progress notes from hospital day 5 where weaning is not mentioned: 

 
 
Yet, the contractor denied the claim.  Clearly, the face-to-face visit occurred, but the 
contractor did not accept the wording provided by the practitioner describing the 
patient’s condition.  As this example shows, without standardize formats and data 
elements, the potential for variation and confusion is very high.   
 

The CQRC agrees with the goal of creating uniformity which is why we continue to 
recommend creating an objective, standardized template that practitioners can complete 
(ideally electronically) so they know what elements are required and the contractors stop 
engaging in a game of “gotcha” with suppliers and look for reasons to deny the claim, as 
opposed to looking for reasons that the equipment is medically necessary.   

 
While we prefer that CMS indicate that home oxygen and sleep therapies will no longer 

be subject to the face-to-face/WOPD medical record documentation requirements, if it does 
not, we ask that it clarify that other forms of documentation, such as the CMS developed 
standardized data element templates or the Certificate of Medical Necessity, be acceptable in 
lieu of the medical record progress notes.  The preamble texts already seems to suggest that 
medical records are not mandatory: 
 

We propose at § 410.38(d)(3) to clarify the documentation necessary to support 
the face-to-face encounter and associated claims for payment. This 
documentation includes the written order/prescription and documentation to 
support medical necessity, which may include the beneficiary’s medical history, 
physical examination, diagnostic tests, findings, progress notes, and plans for 
treatment.9 

 
 

 
9Id. at 201.  



The Honorable Seema Verma 
September 27, 2019 
Page 8 of 15 
 

 
 

However, the proposed regulatory text seems to provide less of an option: 
 

The face-to-face encounter must be documented in the pertinent portion of the 
medical record (for example, history, physical examination, diagnostic tests, 
summary of findings, progress notes, treatment plans or other sources of 
information that may be appropriate). The supporting documentation must 
include subjective and objective beneficiary specific information used for 
diagnosing, treating, or managing a clinical condition for which the DMEPOS is 
ordered.10 

 
We ask that CMS clarify that medical records are not the only documentation accepted as 
recommended in the final rule. 

 
With regard to this language, the CQRC is also concerned that CMS seeks to add 

“subjective” criteria for all types of DMEPOS.  The current requirements for home oxygen and 
sleep therapy are and should remain objectively based on patient testing consistent with long-
standing CMS coverage criteria.  To avoid confusion, we ask that CMS remove this general 
statement because it will create substantial confusion at best and at worst introduce new, 
unspecified elements that are not standardized to the review process. 

 
Finally, the CQRC supports CMS reserving the authority to “suspend face-to-face 

encounter and written order prior to delivery requirements generally or for a particular item or 
items at any time and without undertaking rulemaking, except those items for which inclusion 
on the Master List was statutorily imposed.”11  And, to reiterate our recommendation, we 
believe it should be suspended for home oxygen and home sleep therapies immediately, 
because during the last 10 year, the medical necessity error rate has been less than 10 percent 
and the improper payment errors are due to statements written by practitioners rather than 
due to actions or inaction by the supplier. 
 

II. The CQRC asks CMS to retain the product specific data elements, rather than 
standardizing a generic subset, for order/prescription requirements, regardless 
of the type of DMEPOS being prescribed. 

 
CMS also proposes to establish a set of required elements to standardize all DMEPOS 

orders/prescriptions.  While the CQRC strongly supports standardization, we are deeply 
concerned that codifying an incomplete set of elements will create even more confusion among 
prescribers.  CMS proposes codifying that only the following elements are required: 

 
• Beneficiary Name or Medicare Beneficiary Identifier (MBI). 

 
10Proposed §410.38(d)(3)(ii).  
11Proposed §410.38(e).  
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• General Description of the item. 
• Quantity to be dispensed, if applicable. 
• Date. 
• Practitioner Name or National Provider Identifier. 
• Practitioner Signature.12 

 
Obviously, the coverage requirements for home oxygen and sleep therapy require substantially 
more, objective data to support a claim for these therapies.13  If the regulations state only the 
bulleted elements above, it will be even more difficult to get practitioners prescribing these 
therapies to provide the required elements. 
 
 To avoid this problem, we ask that CMS clearly state in the regulatory text the specific 
elements that are required for a practitioner to prescribe home oxygen and sleep therapies.  
We believe this recommendation is consistent with the intent of keeping practitioners involved 
in the provision of these therapies, as well as with the intent to provide a clear set of 
requirements that are easy to locate and understand.  We appreciate that CMS sought to 
achieve the latter goal by developing the documentation manuals.  Many of the DMEMACs 
have compiled similar documents over the years, but they have not improved the situation.  
Accessing manuals is not the problem.  The issue is that contract auditors ignore the 
standardized, objective elements and deny claims because the medical records do not – in their 
view – include the wording the contractors have decided is necessary.   This wording is not 
located in any manual or guidance.  Thus, the regulatory text would bring clarity to the required 
standardized, objective data elements once and for all.     
 

III. The CQRC Is Concerned about the Proposal to Consolidate the Prior 
Authorization Master List with a Face-to-Face/WOPD List. 

 
While we understand the interest in having a single list, we are concerned that by 

consolidating these lists, CMS will unnecessarily limit prior authorization in a way that the 
current Master List does not.  For more than a decade, the CQRC has encouraged CMS to apply 
prior authorization to home oxygen and sleep therapies not because of an inordinate amount 
of fraud, but because prior authorization would establish the standardization of objective data 
elements, take suppliers out of the middle of concerns contractors have with the way 

 
12Supra note 3 at 208.  
13Prior to the Secretary using the discretion to apply the face-to-face examination and written order prior to 
delivery requirements, home oxygen therapy equipment (including when delivered through a continuous positive 
airway pressure or bilevel positive airway pressure device) was (and continues to be) governed by a national 
coverage determination (NCD 240.2) and local coverage determination (LCD 33797). Both of these documents 
already required physician visits and written prescriptions. Thus, the addition of the face-to-face examination and 
the written order prior to delivery created additional requirements that layered onto those that previously existed. 
Similar requirements existed for home sleep therapy in terms of required elements for physician prescriptions and 
sleep tests. 
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practitioners draft their patients’ medical records, and eliminate the unfairness of suppliers 
providing equipment to beneficiaries before a contractor has agreed that the practitioner’s 
documentation is sufficient.  We ask that prior authorization remain an option and not be 
limited to only those produces that are also subject to the face-to-face/WOPD requirements. 

 
The purpose of prior authorization is not the same as the purpose of the face-to-

face/WOPD policy.  The Congress created the latter to allow CMS to collect additional 
documentation specifically for power mobility devices, which are prescribed based on a host of 
subjective criteria.  For products such as these, having the medical record detail is critically 
important to ensuring there is support for the subjective criteria.  In addition, there was a 
history of bad actors providing devices inappropriately, so requiring a WOPD was necessary to 
make sure a practitioner was actually prescribing the equipment.  This process envisions a 
retrospective review of the documentation. 

 
Prior authorization, on the other hand, is a tool used by many insurers – including 

commercial insurers, Medicare Advantage plans, and Medicaid agencies – to determine the 
appropriateness of a product or service before that product or service is delivered.  This process 
is prospective.   

 
In the Proposed Rule, CMS states that it “believe[s] there to be inherent similarities in 

those items posing vulnerabilities mitigated by additional practitioner oversight (face-to-face 
encounters and written orders prior to delivery) and those items posing vulnerabilities 
mitigated by prior authorization.”14  Thus, CMS recognizes that there are differences driving 
these policies.  The CQRC believes that these differences in purpose should be maintained by 
allowing products to be independently assessed for each policy.  We also believe these 
differences warrant different criteria be applied when assessing a product for inclusion on the 
list, as described below.  For example, it is possible that CMS may want to limit the utilization of 
a particular product by adopting a prior authorization policy, while not necessarily 
simultaneously subjecting the product to the intensive medical record documentation 
requirements.  A consolidated list would eliminate the flexibility that CMS has today to 
implement the policies independently of one another.   We ask that CMS maintain this 
flexibility and not finalize the consolidated list. 
 

IV. Modifying the Criteria for Subjecting an Item to Prior Authorization. 
 

The CQRC appreciates that CMS is reviewing the criteria for items to be added to the 
prior authorization Master List and is seeking comments on the specific recommendations.  
Specifically, CMS proposes adding the following criteria. 
 

 
14Supra note 3 at 190-91. 



The Honorable Seema Verma 
September 27, 2019 
Page 11 of 15 
 

 
 

• Any DMEPOS items included in the DMEPOS Fee Schedule that have an average 
purchase fee of $500 (adjusted annually for inflation using CPI-U, and reduced by the 
10-year moving average of changes in annual economy-wide private nonfarm business 
multifactor productivity (MFP) (as projected by the Secretary for the 10-year period 
ending with the applicable fiscal year (FY), year, cost reporting period, or other annual 
period)) or greater, or an average monthly rental fee schedule of $50 (adjusted annually 
for inflation using CPI-U, and reduced by the 10-year moving average of changes in 
annual economy-wide private nonfarm business MFP (as projected by the Secretary for 
the 10-year period ending with the applicable FY, year, cost reporting period, or other 
annual period)) or greater, or are identified as accounting for at least 1.5 percent of 
Medicare expenditures for all DMEPOS items over a recent 12-month period, that are: 
 

o Identified as having a high rate of potential fraud or unnecessary utilization in an 
OIG or GAO report that is national in scope and published in 2015 or later, or 
 

o Listed in the CERT 2018 or later Medicare FFS Supplemental Improper Payment 
Data report as having a high improper payment rate. 

 
• The annual Master List updates shall include any items with at least 1,000 claims and 1 

million dollars in payments during a recent 12-month period that are determined to 
have aberrant billing patterns and lack explanatory contributing factors (for example, 
new technology or coverage policies). Items with aberrant billing patterns would be 
identified as those items with payments during a 12-month timeframe that exceed 
payments made during the preceding 12- months, by the greater of: 

o Double the percent change of all DMEPOS claim payments for items that meet 
the above claim and payment criteria, from the preceding 12-month period, or 

o Exceeding a 30 percent increase in payments for the item from the preceding 12-
month period. 

 
• Any item statutorily requiring a face-to-face encounter, a written order prior to delivery, 

or prior authorization.15 
 
In the Proposed Rule, CMS also suggests that it may consider factors such as geographic 
location, item utilization or cost, system capabilities, emerging trends, vulnerabilities identified 
in official agency reports, or other analysis in selecting items for national or local 
implementation.16 
 
 Generally speaking, the CQRC supports the criteria and agrees with the proposals to 
reduce the fee schedule amount in light of the changes in the rates due to the competitive 

 
15Id. at 192-93.  
16Id. at 204.  
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bidding program.  We appreciate the utilization criterion.  If CMS were to finalize this criterion, 
it should include in the list of explanatory contributing factors the consolidation or elimination 
of suppliers in an area.  While we understand that CMS is looking at a global utilization in this 
instance and not utilization changes at the individual supplier level, a dramatic change in the 
number of suppliers in an area could result in short-term movements in the global utilization.  
Therefore, we ask that CMS consider such circumstances as well. 
 

The criteria for prior authorization should also allow CMS to use prior authorization to 
hold practitioners accountable for the documents they create.   We continue to be concerned 
that CMS in the area of home oxygen and home sleep therapies is focusing on improper 
payment rates that are due to factors completely outside the control of the supplier, yet only 
impact the supplier’s reimbursement.  Until practitioners also have “skin in the game,” it seems 
like this situation will not change. 
 
 To that end, the CQRC reiterates our recommendation that CMS focus on the actual 
fraud occurring, and in this case not occurring, by evaluating the medical necessity error rate or 
other supplier created documentation problems (such as proof of delivery) for determining 
whether or not a product should be subject to the medical record documentation review under 
the face-to-face/WOPD regulations.  This recognition would address the underlying problem 
that has led to the high improper payment rate, while protecting access to medically necessary 
equipment.  It seems contrary to the Patients over Paperwork initiative and the desire to 
eliminate red tape to subject a supplier to the review of a practitioner’s actions when the 
practitioner continues to be reimbursed and his/her patient receives the care required, 
regardless of the practitioner’s actions.  It is the supplier who is being asked to incur higher 
documentation and audit costs and risks having to provide services at no charge.  This situation 
needs to come to an end. 
 

Prior authorization serves a different purpose than the face-to-face/WOPD 
requirements.  As we have described, the CQRC only supports prior authorization for home 
respiratory therapies, if the practitioner is the one required to submit the request to the 
contractor and the contractor responds affirmatively to both the prescriber and the supplier.  
Only then with a prior authorization number, would a supplier deliver the equipment.  In this 
way, the practitioner will have “skin in the game,” because if medical documentation is 
rejected, it is the practitioner who must address the problem in order for the patient to receive 
the services.  This approach is only fair because it is the practitioner, and not the supplier, who 
creates and maintains the documentation the contractor wants.  It is time to take the supplier 
out of the middle.  Then, once the prior authorization is approved, the supplier would only be 
audited for actions that are within its power to control, such as proof of delivery. 

 
We understand that over time CMS has raised concerns about HIPAA not permitting 

such a review.  That is a red herring.  Under 45 C.F.R. § 145.512(a), a covered entity may 
disclose protected health information if the disclosure is required by law.  Mandating a prior 
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authorization program would be creating a required by law disclosure.  Similarly, CMS has 
raised concerns that it would take too long to review each claim.  That is only true if the 
contractors remain allowed to comb medical records to find reasons to deny claims.  If 
contractors used, even in paper form, the templates CMS has developed, the objective nature 
of this review would substantially reduce the time it takes to review each claim.  It would also 
standardized the process, consistent with CMS’ overarching goals, and create the predictability 
everyone seeks.  It is also important to note that managed care payors that are also subject to 
HIPPA have concluded that this type of prior authorization does not violate HIPAA. 

 
Thus, we continue to ask that the evaluation for prior authorization should be separate 

and take into account different criteria that those used for the face-to-face/WOPD 
determination.  In the case of prior authorization, we support using improper payment rates as 
a criteria.  We believe doing so in the case of home oxygen and home sleep therapy in 
particular could be an important step in addressing the underlying problems of the 
practitioner’s medical records being reviewed. 
 

V. Modifying the Criteria for Subjecting an Item to Face-to-Face/WOPD 
Requirements. 

 
The CQRC encourages CMS to use clear, objective criteria for determining whether a 

product is subject to the face-to-face/WOPD requirements.  When it comes to home respiratory 
therapies, we believe that this policy should be limited to eliminating actual fraud and abuse.  It 
should not be applied when a product has a less than 10 percent medical necessary error rate 
and the improper payment rate is the result of practitioner medical records review.  Therefore, 
we ask that CMS adopt this criterion in the final rule.  When doing so, we then ask for CMS to 
apply the criterion to home oxygen and sleep therapies to remove them from the face-to-
face/WOPD medical record documentation review requirement.  Practitioners would remain 
deeply involved in prescribing the equipment and conducting the objective tests required by 
the LCDs and other coverage guidance to support the claim.  This information would be 
conveyed using the CMN and/or the CMS created templates.  However, no review of a 
practitioner’s medical record progress notes would be required. 
 

CMS proposes that it may consider the following factors when evaluating products for 
this requirement.  They include  operational limitations, item utilization, cost-benefit analysis, 
emerging trends, vulnerabilities identified in official agency reports, or other analysis. The CQRC 
supports setting forth clear and predictable criteria.  The list should be exhaustive to ensure 
that practitioners and suppliers understand the rules and that the rules do not change without 
proper notice and comment.   We are concerned that if the recommended are too vague or 
open to other changes, the predictability necessary to operate the payment system will not be 
achievable.   
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VI. The Current Regulations are Overly Burdensome and Need To Be Modified 

Beyond the Proposals Outlined in the Rule. 
 

The CQRC is pleased that CMS is considering the burden of medical review under The 
Paperwork Reduction Act Record of Information Collection for medical review (CMS-10417; 
OMB-0938-0969).17   Unfortunately, the conclusion that “[m]edical review requests require[ing] 
the provider or supplier to submit all documentation necessary to demonstrate compliance 
with coverage and payment requirements, including the face-to-face encounter” and the 
proposed changes would not “create any new burdens for the medical review process,” is not 
correct.  The intent may be to reduce burden, but consolidating the prior authorization and 
face-to-face/WOPD requirements along with codifying the medical record review requirements 
will only exacerbate the already overly burdensome system, that the President has asked to be 
eliminated.  As noted in this letter and others, the burden of chasing medical records with 
progress notes, when CMS does not provide education to practitioners and prohibits the 
suppliers from doing so, results in suppliers having to spend in some cases 40 percent more per 
patient just to manage the requirements.18   

 
The benefit of the continued medical record review for home oxygen and sleep 

therapies remains unclear when the CMS contractors have determined that nearly all – or, 
according to last year’s CERT data, all of the patients require the therapy being provided. If the 
therapy is medically necessary, CMS should reimburse the supplier for providing it. 
 

VII. Other Steps CMS Could Take To Reduce the Unnecessary Burdens of the Audit 
Process 

 
In addition to the recommendations set forth above, the CQRC has identified three 

additional steps CMS could take to reduce the burden of the current audit process. 
 

First, CMS should define the term “chronic stable state” so that it is used consistently 
across practitioners prescribing home respiratory therapies and applied in the same manner by 
the contract auditors.  Contractors use different definitions and even among their own 
reviewers apply this concept different.  That practice results in a number of initial denials that 
are not warranted.  CMS should define the term in guidance as quickly as possible to create 
needed consistency and predictability in the application of this standard.  Ideally, CMS would 
provide this definition in the final rule as well. 

 
Second, we recommend that CMS not rely upon supplier increases in utilization to 

target their audits.  The reduction in the number of suppliers due to the competitive bidding 
program (CBP) and the extension of those rates to non-competitive bidding areas (CBAs) has led 

 
17Id. at 202.  
18Detailed data available from individual CQRC members upon request. 
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to a substantial number of suppliers leaving the Medicare program.  Those remaining suppliers 
have taken on these patients, which results in an increase in these suppliers’ utilization.  These 
increases in utilization should not be assumed as a result of fraudulent behavior.   

 
Third, we also ask that CMS instruct the contractors to audit all suppliers in a geographic 

region when one is being audited.  This step will prevent prescribers from being able to avoid 
the burdens associated with audits by simply shifting their referrals to another supplier in the 
area who is not subject to an audit.   
 

Finally, we also support develop appropriate mechanisms that allow remote patient 
monitoring services to be considered a fulfillment of the face-to-face requirements and phase-
out of annual medical necessity documentation. This step would align DMEPOS policy with 
similar in-person visit requirements in other parts of Medicare, including the End Stage Renal 
Disease program.19  Remote patient monitoring services allow physicians and other health care 
professionals to obtain information about diagnosing, treating, and managing clinical 
conditions.  The information obtained can be transferred directly into the patients’ electronic 
health record.  CMS should allow physicians and other health care professionals to leverage 
these innovative services to meet face-to-face requirements. 
 
 Together, these steps will help address some of the immediate problems suppliers of 
home respiratory therapies experience.  Yet, as noted already, the solution to this problem is to 
differentiate the medical record review requirements associated with the face-to-face/WOPD 
requirements and eliminate such review when there is a less than 10 percent medical necessity 
error rate and the improper payment rate is the result of practitioner’s statements in medical 
records. 
 

VIII. Conclusion 
 

On behalf of the CQRC, we again appreciate that CMS is focusing new attention on the 
medical record review and prior authorization policies.  We encourage CMS to refine the 
proposal for the final rule, consistent with the recommendations set forth in this comment 
letter.  Kathy Lester will be in touch to request further discussions with the team, but please 
feel free to reach out to her or me if you have questions or seek clarification in the interim. 

 
Sincerely, 

 
Dan Starck 
Chairman, Council for Quality Respiratory Care 

 
19Scott D. Bieber and Daniel E. Weiner, “Telehealth and Home Dialysis:  A New Option for Patients in the United 
States,” 13 CJASN 1288-90 (August 2018).  
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601!13th!Street,!NW,!11th!Floor!!•!!Washington,!DC!!•!!20005!!•!!(202)!534=1773!

!
!
!
February!29,!2016!
!
!
Claire!Brandewie!
Legislative!Assistant!
Office!of!Senator!Tim!Scott!
520!Hart!Senate!Office!Building!
Washington,!DC!20510!
!
!
Dear!Claire:!
!

Thank!you!again!for!meeting!with!me!and!my!colleagues!last!week!to!discuss!
our!concerns!with!the!current!implementation!of!the!modified!DMEPOS!fee!schedule!
rates.!!As!we!discussed,!CMS!has!not!provided!sufficient!time!to!understand!the!
impact!of!the!roughly!45!percent!cut.!!!

!
We!need!your!help.!!I!hope!that!Senator!Scott!will!tell!CMS!that!it!should!

extend!the!current!6=month!phase=in!of!the!rate!cut!so!that!there!is!sufficient!time!
and!data!to!evaluate!the!true!impact!of!the!cut.!!As!you!saw!from!the!map!we!shared!
with!you!during!our!meeting,!there!are!several!areas!in!South!Carolina!that!will!be!
forced!to!accept!the!competitive!bid!rate,!despite!the!fact!that!the!Congress!explicitly!
said!that!these!areas!should!not!be!competitively!bid.!

! !
! Please!do!not!hesitate!to!contact!me!or!Kathy!(klester@lesterhealthlaw.com!
or!202=534=1773)!if!you!have!any!questions.!
!
! Thank!you!again!for!taking!the!time!to!talk!with!us!this!week.!
!
! Sincerely,!
!

!
! Dan!Starck,!CEO!Apria!Healthcare!
! Chairman!!
! Council!for!Quality!Respiratory!Care!!
! !
!
!


