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        April 25, 2016 

 

Centers for Medicare & Medicaid Services 

Department of Health and Human Services  

Attention: CMS-6058-P 

Mail Stop C4–26–05 

7500 Security Boulevard 

Baltimore, Maryland 21244–1850 

 

Submitted via www.regulations.gov .  

 

Re:  CMS- 6058-P Program Integrity Enhancements to the Provider Enrollment Process 

        81 Fed. Reg. 10720 (March 1, 2016). 

 

To whom it may concern: 

 

The National Association for Home Care & Hospice (NAHC) is the largest trade association in 
the country representing home health care agencies. NAHC members represent the entire 
spectrum of home care agencies, including Visiting Nurse Associations, government-based 
agencies, multi-state corporate organizations, health system affiliated providers, and 
freestanding, proprietary home health agencies and hospices. NAHC members serve over several 
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million Medicare home health care and hospice beneficiaries each year. NAHC members are 
significant stakeholders in Medicare and Medicaid, particularly Medicare home health services 
and hospice care. 

We appreciate the opportunity to submit comments regarding the above-entitled proposed rule. 
NAHC has spearheaded efforts to improve program integrity in the Medicare home health and 
hospice benefits for many years with innovative and successful policy and operations reforms. 
NAHC maintains a Code of Conduct as part of its membership standards that requires the highest 
level of compliance with program requirements. It is in this spirit that we offer the following 
comments on the proposal to enhance the provider enrollment process, expand the application of 
the physician enrollment requirements, and modify the standards for moratoria on new providers.   

 

 

A. Program Integrity Measures Should Meet Standards of Reasonableness 

 

As part of our comments, we submit that any program integrity measure should be evaluated 
against a comprehensive set of guiding principles to ensure that the measure does not create 
more harm than good. Those evaluation principles should achieve effectiveness while avoiding 
unnecessary costs and burdens. Not all program integrity measures are effective or necessary, no 
matter how well intentioned. Also, while program integrity is a high priority in Medicare, some 
measures can bring significant adverse consequences to beneficiaries, compliant providers, and 
the Medicare program itself. To achieve the best results from program integrity efforts, any 
measure should be evaluated under the following principles: 

 

1. The program integrity measure must be best targeted to the fraud, waste, and abuse 
of concern. 

A random, untargeted program integrity measures can bring harm to Medicare beneficiaries and 
all other stakeholders. For example, a measure could raise barriers to access to timely care for 
beneficiaries duly entitled to coverage. Likewise, Medicare providers can be forced to incur 
unnecessary costs to comply with a new rule and respond to a new integrity effort when a broad-
based action is taken to address the abusive, but isolated conduct of a few providers. 
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2. Program integrity measures should be evidence-based with a demonstrated return 
on investment. 

Return on Investment (ROI) is at the core of any sensible action. For example, it is bad policy to 
spend a billion dollars to gain a return of a million dollars. An ROI should not be based in 
conjecture, but should be supported by concrete evidence. 

 

3. The most effective program integrity measures are those that avoid or prevent 
fraud, waste, and abuse.  

Abusers of the Medicare program generally do not evolve into abusers over time. Instead, it can 
be expected that they come into Medicare with original intent to commit fraud. As such, program 
integrity measures that prevent such providers from entering into Medicare should be considered 
and implemented as a priority approach. 

 

4. Stakeholder support is essential to achieving success in program integrity. 

It is axiomatic that the vast majority of Medicare providers and beneficiaries are honest and 
compliant with Medicare requirements. These stakeholders should be viewed as partners with 
Medicare on program integrity. The home health community’s creation of program integrity 
measures to combat abusive providers is shown in two recent reforms: the 10% outlier cap and 
the targeted moratorium authority on new providers. Partnering with the provider community in 
the development and implementation of program integrity measures pays dividends for all. 

 

5. Program integrity measures should be developed in a transparent manner that 
assures the opportunity for public input. 

While on a real granular level, Medicare cannot disclose how it engages in program integrity 
oversight and enforcement. However, with broad-based policy changes, Medicare must utilize 
the longstanding public input process of formal rulemaking. Both the outlier cap and moratorium 
standards successfully followed that transparent path. 

 

6. There must be clear legal authority for any program integrity measure. 

The rules apply to all. Medicare should not move forward with a program integrity measure 
unless there is clear authority to employ that measure. Concerns regarding fraud do not supplant 
the requirement that the Medicare administration must maintain integrity too. 
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7. A program integrity measure should not erect a barrier to appropriate care access. 

The underlying purpose in the establishment of Medicare is to provide access to care for 
Medicare enrollees. While program integrity is a crucial part of Medicare operations, it should 
not be done in a manner that subordinates that core goal. 

 

8. The least burdensome method of dealing with Medicare fraud and abuse is the best 
path to success. 

Efficiency is a hallmark of any process. Any program integrity measure proposed or in existence, 
should be evaluated relative to the burdens it creates for any and all stakeholders. While this is 
also part of the ROI evaluation, there can be situations where the nature of the burden created is 
of greater concern than the conduct intended to be addressed through the program integrity 
effort. 

 

9. Any reforms or remedies should properly distinguish fraud from unintentional 
noncompliance. 

Remedies to address unintended noncompliance are generally different than those needed to 
prevent or prosecute fraud. For example, if the core problem is the adequacy of the 
documentation, provider education, revised and clarified standards, and contractor guidance fit 
better than a broad-based rule that creates a new process to evaluate the same documentation. 

 

10. The outcome of the program integrity measures should be reliable with no 
“innocent victims” resulting 

There truly is no level of innocent victims that is acceptable when dealing with Medicare 
program integrity measures. It must be recognized that even the best “appeal system” is 
inadequate to fully remedy beneficiary harm. Likewise, upstanding providers should not be 
forced to apply limited financial resources to correct erroneous action operating in the name of 
program integrity. What harms providers of services harms Medicare beneficiaries.   

 

The proposed changes meet most of these standards, but not all. As such, we recommend 
modifications set out below while also seeking clarifications to ensure compliance.  
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B. Overall Comments 

 

While the NPRM offers a well-conceived and thoughtful reform of provider enrollment 
standards, it can be improved through a series of clarifications and enhanced structure relative to 
the process and standards for determining whether a particular set of facts trigger a finding of 
“undue risk.” Further, it is essential that CMS promulgate both expanded standards for 
determining whether a potentially disclosing party knew or should reasonably have known 
whether reportable information exists. The breadth of the proposed requirements is so vast that 
stakeholders should have a clear understanding of individual and organizational obligations as 
the consequences would include the potential closure and destruction of a health care provider as 
Medicare and Medicaid participation and enrollment is often a core part of the operation. 
Decision-making subjectivity should be eliminated whenever possible to ensure consistent 
decision outcomes. 

 

C. Areas Needing Clarification  

There are several areas of the proposal that could benefit from some degree of clarification. 
NAHC’s questions as to the meaning of the proposal are as follows: 

1. When referencing Medicare, Medicaid, and CHIP “overpayments,” are these 
“overpayments” limited to those that have not been fully repaid or do they include 
“overpayments” that have been fully repaid? NAHC recommends limiting the subject 
“overpayments” only to those that have not been fully repaid. 

2. When referencing denials, revocations, and terminations of enrollment, do these include 
enrollment denials, revocations, and terminations that have been reversed on appeal 
and/or informal review? NAHC recommends that such actions be limited to those that are 
final and/or those that have not been reversed by CMS. 

3. With respect to voluntary terminations of provider enrollment, the NPRM refers to a 
limiting standard of “to avoid a potential revocation or termination.” What does this 
qualifying standard mean and how would it be applied? It may be impossible for some 
potentially disclosing parties to discern the difference between subject voluntary 
terminations and those to which disclosure rules do not apply. NAHC recommends that 
CMS promulgate detailed standards for distinguishing between affected and non-affected 
voluntary terminations. 



6 
 

4. The NPRM offers a standard requiring disclosure when the party knew or should have 
reasonably known of a discloseable event. What is the process for a party to employ in 
the event of a disagreement on the application of that standard? Is it limited to a post-
revocation appeal?   NAHC recommends that CMS establish a “reasonableness” test that 
sets out what constitutes a sufficient effort to obtain information. Where there is a dispute 
as to whether the test has been met, no final enrollment action should be taken until all 
rights of appeal are exhausted. 

5. The NPRM uses an “attempt to evade” standard with regard to parties who open a new 
provider organization to replace a revoked entity. Can you clarify whether such standard 
actually applies or is it automatically determined that if the two involved businesses meet 
the “commonality” test that the new provider is trying to evade the revocation or 
enrollment bar?   

6. The NPRM references the existing rule, 424.535(a)(8)(ii), that permits the revocation of 
Medicare billing privileges if the provider “has a pattern or practice of submitting claims 
that fail to meet Medicare requirements.” While the NPRM proposes to extend that 
authority to apply to Part B and D drugs, concerns about what CMS means by a “pattern” 
continue. NAHC recommends that CMS define, in objective terms, what is meant by a 
“pattern” of submitting noncompliant claims. 

7. One of the events that may trigger an enrollment revocation is the referral of an unpaid 
debt to the Department of the Treasury. There have been instances when such a referral 
has occurred when the debt has been or was in the process of repayment through an 
agreed-upon repayment plan. Also, Treasury referrals have occurred regarding an 
individual when a corporate debt had not been timely repaid. Can CMS clarify when the 
Treasury referral applies to the enrollment determination and what is the remedy for 
erroneous referrals? 

8. The NPRM proposes to expand the application of 424.530(a)(7) regarding denial of 
enrollment in certain payment suspension situations. Does the payment 
suspension/enrollment authority apply if a suspension is later lifted or reversed? 

9. What is the penalty for a physician who fails to maintain documentation under 
424.516(f)? Is there any penalty for the provider of services that supplied the care 
ordered, certified, or referred to by the involved physician?   

 

D. Specific Comments    

 

a. Provider Enrollment 
i. Need for objective application of revocation/denial standards 
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The provider enrollment proposals are highly complicated and leave too much room for 
subjective application. To begin with, the “reasonably should know” standard is burdened with 
unknowns. At the same time, it is difficult to understand how an individual can be expected to 
gain the knowledge needed to trigger a discloseable event when many of the affected parties are 
not in a position of sufficient control to determine whether past, present, or future employment, 
engagements, or relationships may involve an event that could affect Medicare and Medicaid 
enrollment. To our knowledge, there is no comprehensive database of this information. 

Most notable is the subjectivity that is at the core of a decision as to whether a past or present 
action creates “undue risk” or whether a party should reasonably know about a past event that 
may have occurred before the individual became involved with the party or after that individual 
ended involvement with that party. While factors are presented that a decision-maker can 
consider in rendering enrollment determinations, the lack of objective standards creates a high 
risk of inconsistent determinations on comparable facts.  

RECOMMENDATION:  CMS should establish a decision matrix that includes decision 
weights on the relevant factors under consideration. While such a decision matrix still may 
involve a degree of subjectivity, it reduces the level of subjectivity that could apply thereby 
increasing the likelihood of consistent decisionmaking. Under this model, each of the factors 
outlined in the NPRM that is considered in an “undue risk” and “reasonably should know” 
evaluation is assigned a weight of importance that creates a score that would be tied to a decision 
outcome. For example, if the party was a 5% owner, the weight would be less than if the party 
was a majority owner. CMS has used decision matrixes in other areas, most recently with the 
Civil Monetary Penalties provisions of the home health intermediate sanction rules.  

ii.  Lookback periods should be modified 

The NPRM proposes five year or unlimited lookback period depending on the subject area. This 
creates significant administrative burdens, increases the potential for innocent reporting errors, 
and creates an assumption that parties cannot be reformed.  

RECOMMENDATION: Limit lookback period to 2-3 years and limit lookbacks to timeframes 
following the acquisition of an entity and prior to the sale of an entity. 

iii. Extending a revocation to related providers should be qualified 

The NPRM would authorize the extension of an enrollment/reactivation bar to providers and 
other entities that are related to an affected entity even where the entity is managed and operated 
separately and under different participation standards than the primary affected entity. In some 
situations it may be a Medicare provider of one type that is related to a Medicaid provider of a 
wholly different type in a completely different location and with day to day operations under the 
control of different management.  
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RECOMMENDATION: The proposed rule should be modified to require a separate 
justification for extending an enrollment/reactivation bar to related entities. While the standard 
may be different than the one applied to the primary affected entity, the standard should include 
a requirement that the secondary entities be found to create “undue risk” beyond the fact that the 
entity is related to an entity subject to a warranted enrollment/reactivation bar. Further, there 
should be no extension of an enrollment/reactivation bar until all appeals by the primary affected 
entity are concluded. 

iv. Penalties for failure to timely notify of practice location changes should 
be modified 

The NPRM proposes to permit CMS to impose a revocation action against a provider entity that 
fails to report a practice location change within 30 days. While practice location changes are 
important matter for CMS to know, the imposition of an enrollment revocation is an overly 
severe penalty for what might be no more than an administrative oversight. NAHC is aware of 
revocation actions that occurred as a result of revalidation surveys where the entity erroneously 
reported the wrong suite number in an office building where it was located. The actual suite 
number was clearly displayed on the building’s legend of tenants. 

RECOMMENDATION: Require advance notice and opportunity for information correction or 
rebuttal of allegations of noncompliance prior to the imposition of an enrollment revocation for 
failure to timely report changes of practice location.   

 

b. “Ordering, Referring, Certifying, and Prescribing” Physician Enrollment 

The NPRM proposes to greatly expand the requirement of physician enrollment for ordering, 
referring and certifying physicians beyond the current application home health services. The 
experience of home health agencies should demonstrate that the application of such a 
requirement is significantly problematic as physicians that have the enrollment obligation trigger 
penalties for providers that supply the ordered services while the providers do not control the 
physician actions. Further, the availability of real-time physician enrollment status data is 
limited.  

Additionally, the current application of this requirement in home health services limits its affect 
to certifying physicians. In some instances the ordering and referring physician can be different 
than the certifying physician. Likewise, the drug prescribing physician may be different that all 
of the others while a primary physician is managing the overall home health services or hospice 
care plan.   
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RECOMMENDATION: Maintain the current standard that limits the application of the rule to 
the certifying physician. Alternatively, CMS should bar any retroactive affect of the rule 
interpretation change.  

c. Moratoria 

CMS proposes to clarify the application of any temporary moratoria by applying the moratoria to 
include entities whose office is located outside the moratoria area, but that operate within the 
practice area of moratoria. This would prevent an entity from relocating its office into the 
moratoria area while maintaining its existing service area. As a result, the moratoria would erect 
unnecessary barriers to enhancement of care quality and block the cost efficiencies that 
relocation could bring. 

The NPRM also proposes to limit the application of any moratoria to entities that have not 
submitted an application for provider participation in Medicare. NAHC strongly supports this 
proposal as parties have invested significant time and capital prior to final Medicare approval. 

RECOMMENDATIONS:   CMS should amend its proposal to permit the practice location 
change from outside the moratoria areas to inside the areas when a provider can demonstrate that 
it currently has the moratoria area as a service area. 

CMS should finalize its proposal to permit providers that have applied for Medicare participation 
prior to the moratoria notice to enroll in Medicare.  

E.  Conclusion  

NAHC is a leader in the development and implementation of program integrity innovations. 
NAHC has long partnered with Medicare and other payers in rooting out the fraud, waste, and 
abuse through creative policy changes. The proposed provider enrollment standards are mostly 
proper and effective program integrity measures. Still, some modifications and clarifications of 
the proposals is need as discussed above. NAHC stands ready to work in partnership with CMS 
as this matter proceeds.   

Very truly yours, 

 

William A. Dombi 

Vice President for Law 

wad@nahc.org  
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