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November 16, 2010 

 

Centers for Medicare and Medicaid Services 

Department of Health and Human Services 

Attention:  CMS-6028-P 

P.O. Box 8020 

Baltimore, MD 

21244-8020 

 

Subject: CMS-6028-P; Medicare, Medicaid, and Children’s Health Insurance Programs; 

Additional Screening Requirements, Application Fees, Temporary Enrollment Moratoria, 

Payment Suspensions and Compliance Plans for Providers and Suppliers 

 

Dear Sir or Madam: 

 

Thank you for the opportunity to submit our comments on CMS’s proposed rule to 

implement provisions of the Affordable Care Act concerning new requirements for fraud, waste 

and abuse prevention in Medicare, Medicaid and CHIP.  As CMS considers issues pertinent to 

implementing the new fraud, waste and abuse prevention requirements, the National Community 

Pharmacists Association (NCPA) appreciates the opportunity to share our perspectives. 

 

NCPA represents the interests of America's community pharmacists, including the 

owners of more than 23,000 independent community pharmacies, pharmacy franchises, and 

chains. Together they represent a $93 billion health-care marketplace, have more than 315,000 

employees including 62,400 pharmacists, and dispense over 41% of all retail prescriptions.  

NCPA members are the primary providers of drugs and pharmaceutical supplies to millions of 

Americans.   

 

NCPA members work hard to avoid creating waste within the Medicare, Medicaid and 

CHIP programs.  Moreover, NCPA members are not a source of the major fraud and abuse 

problems within the latter three programs.  NCPA and its members enthusiastically support 

CMS’s efforts to strengthen the integrity of the three programs and to fight against fraud, waste 

and abuse within those programs.  Accordingly, NCPA generally supports the goal of CMS’s 

proposal.  However, given that community pharmacies are a not major source of fraud, waste and 

abuse within the three programs, NCPA urges CMS to revise some of the requirements that it 

intends to impose upon community pharmacies under the proposed rule in order to ease the 

unnecessary and heavy administrative and financial burdens on community pharmacies that will 

likely follow from the proposed rule, if implemented.     
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Suspension of Payments 
 

 NCPA supports the general concept that CMS suspend payments to DME suppliers who 

are likely to have committed fraud.  However, NCPA is concerned that the process and 

procedures that CMS intends to use to determine the suspension of payments for a given supplier 

are too broad and could lead to CMS suspending payments for those who have not committed 

any fraud.   

 

Under the Proposed Rule, credible allegations of fraud can arise from any source, 

including hotline complaints.
1
  The fact that allegations can come from any source and even an 

anonymous tip from a hotline raises major concerns that tipsters operating for their own benefit 

will abuse the fraud reporting system.  For example, a tipster who is a competitor of a 

community pharmacy could phone in an anonymous false fraud tip against a community 

pharmacy and trigger an investigation and possible suspension of payments to that community 

pharmacy, even though that community pharmacy has not engaged in fraud.  This same scenario 

could arise with regard to disgruntled former pharmacy employees.  In other words, tipsters may 

falsely report fraud in order to trigger payment suspensions in an effort to eliminate competition 

or to seek revenge against a former employer.   

 

To make matters worse, CMS proposes to treat an allegation of fraud as credible, 

provided it has an “indicia of reliability,” a term which is undefined in the Proposed Rule.  The 

definition of what is credible or reliable under the Proposed Rule is completely circular; an 

allegation is reliable if it has an “indicia of reliability.”  The ability to determine what allegations 

are or are not reliable for purposes of triggering payment suspensions is made even more 

difficult by the Preamble’s indication that CMS and its contractors must determine the “indicia 

of reliability” on a case-by-case basis.
2
 

 

The proposed standards, terms and definition of terms that CMS uses in the Proposed 

Rule for determining payment suspensions are simply too loose and could easily allow false 

tipsters to abuse the system for their own private gain.  NCPA encourages CMS to tighten the 

definition of sources of “credible allegations of fraud” and the term “indicia of reliability” to 

prevent such abuse.  Moreover, NCPA strongly urges CMS to develop a system or process for 

exposing and penalizing those who make false fraud complaints, in order to discourage abuse of 

the fraud reporting system.   

 

If CMS does not set a higher standard than is proposed for suspending payments to 

community pharmacies, then some community pharmacies who are not even committing fraud 

will have difficulty providing access to Part B products and supplies to their patients, pending 

investigations and resolution of these false fraud claims.  Community pharmacies are small 

businesses, averaging only a little over $4 million in annual sales in 2009.
3
  Moreover, in 2009, 

14% of their prescriptions were Medicaid prescriptions, demonstrating that government sources 

                                                 
1
 75 Fed. Reg. at 58222. 

2
 Id. 

3
Cardinal Health, 2010 NCPA Digest, at 6. 
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of prescriptions, such as Medicaid, are an important source of revenue and income.
4
  If those 

payments are suspended pending resolution of investigations of false fraud claims, community 

pharmacies will have difficulty continuing to provide services to their patients and some may be 

forced to close their businesses.  This is particularly problematic given that fraud investigations 

could drag on for many months before being resolved.           

 

On a final note with regard to payment suspensions, NCPA urges CMS to provide 

clarification that the Proposed Rule’s payment suspension provision does not apply to the 

Medicare Part D program.  Otherwise, the Proposed Rule would seem to conflict with legislation 

and CMS’s promulgated rules regarding prompt payment of Medicare Part D claims.
5
  

 

Temporary Moratorium on New Enrollment of Potentially High Risk Providers and 

Suppliers 

 

 As with the proposed standards governing when CMS can suspend payments, NCPA is 

concerned that CMS’s proposed standards for implementing a temporary moratorium on new 

enrollment of potentially high risk providers and suppliers is too broad.  More specifically, 

NCPA is concerned that CMS may potentially impose a moratorium on new enrollment of all 

DME suppliers, even though only a subset of suppliers or a particular region or state poses a high 

risk of fraud.  Under either of these two scenarios, community pharmacies that do not pose a 

high risk of fraud may be unfairly grouped together with DME suppliers who do pose such a 

risk, or they may be inappropriately grouped in geographically with a group of suppliers who 

pose such a risk.  Accordingly, NCPA urges CMS to revise its proposed moratorium standards to 

clarify that it will impose temporary moratoria at no greater a level of specificity than required to 

address the fraud concerns triggering the moratoria.  In other words, CMS should specify that it 

will narrowly limit the moratoria to those provider types or those narrow geographic regions that 

generate the fraud concerns.   

 

Unless CMS provides assurances that any moratoria will be narrowly tailored to address 

the source of the fraud, the fear of potentially overbroad moratoria may have a chilling effect on 

the willingness of new community pharmacies or expanded locations of existing community 

pharmacies to begin the process of moving towards selling DME in certain high risk areas of the 

country.  Those community pharmacies face the danger that, in the midst of preparing to open 

up, CMS will impose a moratorium.  This chilling effect would likely have a significant negative 

impact on beneficiary access to needed DME supplies.      

 

Of equal concern to the proposed moratoria provision being overly broad, is NCPA’s 

concern regarding CMS’s proposal to include the establishment of new practice locations within 

the scope of a moratorium on new enrollees.
6
  Briefly stated, NCPA urges that the expansion of 

an existing community pharmacy DME supplier does not pose a fraud risk and such an 

expansion should not be subject to a possible moratorium.  

 

                                                 
4
 Id. at 24. 

5
 42 C.F.R. § 423.520. 

6
 75 Fed. Reg. at 58221. 
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Community pharmacists are state licensed and are overseen by state boards of pharmacy.  

Generally speaking, community pharmacies are already heavily regulated by both the states and 

federal government.  CMS already requires community pharmacy DME suppliers to meet 26 

national supplier standards,
7
 to purchase surety bonds,

8
 and to either be accredited or to meet 

accreditation exemption requirements, which demonstrate that a particular community pharmacy 

is a low risk of fraud.
9
  Community pharmacies are also required to obtain professional and 

product liability insurance.  Moreover, CMS has already indirectly designated community 

pharmacy DME suppliers to be a low fraud risk by deeming them to have complied with Part D 

fraud, waste and abuse training requirements by merely enrolling in the Part B program.
 10

   

 

If, for a given location, a community pharmacy has already met all of the requirements 

above, then there should be virtually no fraud risk for that pharmacy to enroll a new location as a 

DME supplier, provided the new location is under the same ownership.  If the pharmacy is 

accredited and has met the fraud prevention requirements listed above, then it has provided 

reasonable assurances, accepted by CMS, that it is a low risk for fraud.  Alternatively, if the 

pharmacy has met those same requirements and is exempt from accreditation, then CMS has also 

essentially deemed that community pharmacy to be a low risk for fraud.  Accreditation exempt 

pharmacies in fact must provide an attestation that they have not had a final adverse action 

against them in the past five calendar years.  Either way, CMS should have no fraud concerns 

regarding that community pharmacy adding a new location for providing DME supplies.  In fact, 

CMS stated earlier this year that such a supplier who is enrolled in Medicare Part B or accredited 

as a DME supplier is exempt from Part D fraud, waste and abuse training requirements, thereby 

inferentially indicating that such a supplier poses a low fraud risk.
11

 

    

The Proposed Rule, as stated, would unfairly impose a restraint on the ability of low risk 

community pharmacies to grow to meet beneficiary demand.  The Proposed Rule would also 

potentially impede beneficiary access to needed DME supplies.  It is logically inconsistent for 

CMS to require a community pharmacy and that pharmacy’s owner to meet various rigorous 

standards with the purpose of demonstrating that the pharmacy is a low fraud risk, to ratify that 

demonstration by accrediting that community pharmacy and/or allowing that pharmacy to sell 

DME and then to turn around and prevent that pharmacy owner from expanding under a 

moratorium, which exists solely because of fraud risk concerns.  Therefore, NCPA urges CMS to 

allow existing community pharmacy owners, who have met the fraud, waste and abuse standards 

listed above, to add new locations as DME providers, even if there is a moratorium on new 

pharmacy DME providers in general or on new DME providers in a particular geographic area.            

 

  

                                                 
7
 42 C.F.R. 424.57(c). 

8
 42 C.F.R. 424.57(d). 

9
 42 U.S.C. § 1395m(a)(20). 

10
 Memo from Cynthia Tudor & Danielle Moon re Effective date of final Medicare Part C and D policy and 

technical changes regulation, April 30, 2010. 
11

 Memo from Cynthia Tudor & Danielle Moon re Effective date of final Medicare Part C and D policy and 

technical changes regulation, April 30, 2010. 
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Supplier Risk Categories  

 

Under the proposed rule, community pharmacies that are currently enrolled or revalidate 

as DME suppliers are categorized as a moderate risk for fraud and abuse, while community 

pharmacies newly enrolling as DME suppliers are categorized as a high risk for fraud and 

abuse.
12

  Accordingly, the former, in addition to being subject to the screening requirements for 

low risk suppliers, will be subject to unannounced pre- and/or post-enrollment site visits.
13

  

Moreover, the latter, as high risk suppliers, will be subject to the screening requirements for low 

and moderate risk suppliers, as well as being subject to criminal background checks and 

fingerprinting.
14

  NCPA believes that the moderate and high risk categorizations for community 

pharmacies are inappropriate and contends that all existing community pharmacy DME 

suppliers, as well as new locations of existing community pharmacy DME suppliers, should be 

categorized as low risk.  Moreover, newly enrolling community pharmacy DME suppliers should 

be treated as posing a moderate risk. 

 

In the preamble to the proposed rule, CMS states that it is designating certain groups of 

providers and suppliers as low risk because “these professionals are State licensed and we are not 

aware of any recent studies or other evidence that indicates that these suppliers, as a category, 

pose an elevated risk to the Medicare program.”
15

  While some other DME suppliers may not be 

State licensed and may be the subject of studies demonstrating an elevated risk to the Medicare 

program, community pharmacies do not fall within that group of DME suppliers.   

 

First, like physicians who are designated as low risk by CMS, community pharmacists 

are state licensed.  As discussed above, community pharmacies are already heavily regulated by 

the states and federal government through state boards of pharmacy, as well as CMS 

requirements that community pharmacy DME suppliers meet 26 national supplier standards, 

purchase surety bonds, and either be accredited or meet accreditation exemption requirements.    

 

Second, community pharmacies are not a major source of fraud and abuse within 

Medicare, Medicaid or CHIP.  In fact, from January, 2009 through July, 2010 only 0.2% of 

pharmacists and pharmacy owners were added to the OIG’s list of excluded suppliers.
16

  CMS 

cites a series of studies for support in designating existing DME suppliers as being of moderate 

risk, but only two of those reports even mention pharmacies.
17

   

 

 

 

                                                 
12

 75 Fed. Reg. at 58209-58213. 
13

 Id. at 58208. 
14

 Id. 
15

  Id. at 58209.   
16

  Compiled using data from the United States Department of Health & Human Services, Office of Inspector 

General, List of Excluded Individuals/Entities.   
17

 75 Fed. Reg. at 58212, citing the OIG reports “Los Angeles County Suppliers’ Compliance with Medicare 

Standards:  Results from Unannounced Visits” and “South Florida Suppliers’ Compliance with Medicare Standards:  

Results from Unannounced Visits.” 
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Third, another reason why community pharmacies are not a major source of fraud and 

abuse is that it makes no business sense for community pharmacies to engage in such behavior.  

DME sales comprise only a very small portion of community pharmacy business.  Based on 

survey data that NCPA collects, we estimate that for 2009, DME sales accounted for only a very 

small percentage of our members’ average total sales.  Accordingly, it would make no sense for 

community pharmacies to attempt to perpetrate a fraud against the government on such a small 

line of business.  If they get caught, the ramifications extend to their entire business and they will 

no longer be able to sell any Medicare or Medicaid drugs or supplies, or provide any Medicaid or 

Medicare services. 

 

Fourth, CMS contends that existing community pharmacies that sell DME should be 

categorized as a moderate risk because it is easy for DME suppliers to “enter a line or business 

without clinical or business experience, for example by leasing minimal office space and 

equipment.”
18

  This may be true of some rogue DME suppliers, but not of community 

pharmacies with real operations.  In order to even get a pharmacy license, a community 

pharmacist must have a physical facility, have it inspected, obtain a state pharmacy permit 

number, obtain a NPI number, obtain a controlled substance registration number, obtain a DEA 

registration number, obtain a NCPDP provider ID, obtain third party insurances and obtain 

accreditation (or attest to meeting certain exemption criteria), which for new pharmacies requires 

an onsite inspection process.  The entire process takes at least several months to complete.  

Accordingly, before a community pharmacy even begins to sell DME, it has gone through an 

extensive licensing process designed to assure that its operations are legitimate.    

 

For the reasons outlined above, NCPA contends that CMS should designate existing 

community pharmacy DME suppliers, as well as their expansion stores, as low risk suppliers, 

while designating newly enrolling community pharmacy DME suppliers as moderate risk 

suppliers.  However, even if CMS declines to re-categorize community pharmacy DME suppliers 

in this manner, CMS should still provide a method by which existing community pharmacy 

DME suppliers may become eligible for low risk categorization.  More specifically, NCPA urges 

CMS to incorporate into its final rule the same exemption criteria that CMS’s uses to exempt 

certain community pharmacies from DME supplier accreditation requirements.   

 

By implementing an accreditation exemption program for certain community pharmacies, 

Congress has already acknowledged that small community pharmacies do not pose an inherent 

fraud risk in terms of DME sales and has therefore waived accreditation requirements for those 

pharmacies.  There is no reason why the accreditation exemption criteria should not also apply 

for purposes of categorizing certain community pharmacy DME suppliers as low risk suppliers.  

More specifically, NCPA urges CMS to categorize community pharmacies as low risk suppliers 

provided they meet the following requirements:  1) They have had a supplier number for at least 

five years; 2) Their DME sales are less than 5% of their total sales over the last three years; and 

3) They have not received a final adverse action against them in the past five years.  

 

                                                 
18

 75 Fed. Reg. at 58210. 
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More generally, NCPA contends that CMS’s proposed categorizations of risk are too 

broad.  In the Proposed Rule, CMS appears to take the view that all providers or suppliers of a 

particular type fall within a given level of fraud risk, regardless of location.  NCPA submits that, 

at least in the case of DME suppliers, there may be a fraud problem with DME suppliers in 

certain areas of the country, such as Florida and California, which justifies a high risk 

categorization there.  However, that does not mean that those problems in Florida or California 

justify high risk categorization for those type of suppliers in all other areas of the country.  

Accordingly, NCPA urges CMS, at a minimum, to more narrowly tailor its risk categorization of 

provider or supplier types by geography, so that DME suppliers in many areas of the country are 

not unfairly grouped into a higher risk category merely because those same DME supplier types 

pose major fraud risks in other limited areas of the country.  

 

Should CMS decide to implement the Proposed Rule as it stands, NCPA seeks 

clarification on whether an existing community pharmacy DME supplier that seeks to add a new 

DME supplier store would fall under the moderate or high risk category under the Proposed 

Rule.  Moreover, NCPA seeks clarification on whether someone who purchases an existing 

community pharmacy DME supplier store will be screened as a moderate or high risk supplier 

during reenrollment.  NCPA urges CMS to view the former as a low risk category and the latter 

as a moderate risk category.   

  

As mentioned above, DME sales are but a small portion of genuine community pharmacy 

sales.  Accordingly, the proposal regarding unannounced pre- and/or post-enrollment site visits 

for moderate risk suppliers and criminal background checks and fingerprinting for high risk 

suppliers may prove unbearably costly and burdensome to community pharmacies.  The 

proposed rule could lead to such increased administrative and financial burdens on community 

pharmacies that some decide to stop supplying DME products.  This could further result in major 

patient access problems as community pharmacies are often the only available DME supplier for 

miles around in many small rural communities within the United States.  Therefore, existing 

community pharmacy DME suppliers and their expansion stores should be categorized as low 

risk suppliers, or at least provided with the exemption proposed above, while newly enrolling 

community pharmacy DME suppliers should be categorized as posing a moderate risk.  By 

adopting these suggested revisions, CMS will help maintain rural beneficiary access to much 

needed DME supplies.         
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$500 Application Fee for Suppliers 
 

 NCPA urges CMS to make two changes with regard to its proposal to impose an 

application fee on DME suppliers.  First, NCPA urges CMS to adopt specific guidance to the 

effect that application fees that are received will be processed and credited to the United States 

Treasury in a timely manner.  NCPA is concerned that the lack of such an assurance in the 

existing Proposed Rule could result in community pharmacies properly submitting their 

application fees, but being forced to endure long processing delays. 

 

 Second, NCPA contends that the $500 application fee is too high for most community 

pharmacies.  As outlined above, community pharmacies are small businesses which generate 

only a small amount of their revenue from DME sales.  The $500 fee imposes a heavy financial 

burden on most if not all community pharmacy small businesses, given that the fee must be 

submitted each time that a community pharmacy revalidates every three years.  Faced with such 

a high and repetitive fee, some community pharmacies may cease providing DME products, 

given the small revenue generated by their DME sales.  Accordingly, NCPA urges CMS to either 

impose a $500 fee upon initial enrollment and in the case of the addition of new practice 

locations without imposing any fees for revalidation, or to impose a lower fee of $200 if the fee 

will apply to revalidation, as well as initial enrollment and adding new locations. 

 

Mandatory Compliance Programs 

 

 NCPA is concerned that CMS’s proposed imposition of mandatory compliance programs 

on community pharmacies will be overly burdensome in light of the fact that community 

pharmacies are overwhelmingly small businesses with relatively small revenues and an average 

of less than eleven full-time employees per community pharmacy location.
19

  For example, 

maintaining a complaint hotline would be an expensive endeavor for a small business with few 

employees, an approach that is more applicable to larger businesses with more employees.  

Similarly, requiring the creation and designation of internal bodies to monitor an entity’s 

compliance program is a practice that would be easier for larger entities with more employees to 

adopt than small businesses, like independent community pharmacies.  In other words, NCPA 

urges CMS to adopt separate compliance program requirements for smaller entities, like 

community pharmacies, versus larger entities with more employees and more complex 

operations.  The separate requirements for smaller entities should be based on the number of 

employees within those entities, the level of fraud risk posed by that entity and the volume of 

DME sales by that entity.  In other words, the requirements applicable to small community 

pharmacies with few employees, low DME sales and a low fraud risk should be streamlined, less 

costly to implement, less complex and less burdensome than the requirements applicable to 

larger entities which have more employees or greater DME revenue or pose a higher fraud risk. 

 

  

                                                 
19

 Cardinal Health, 2010 NCPA Digest, at 9. 
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As discussed above, all community pharmacy DME suppliers are either accredited or 

exempt from accreditation.  In the former case, those pharmacies are already low risk because 

they have been accredited, and therefore CMS should not impose overly burdensome compliance 

requirements on those pharmacies.  In the latter case, accreditation exempt pharmacies are also 

low risk because that is why CMS has exempted them from accreditation.  Therefore, neither 

category of community pharmacy should face additional compliance standards or requirements 

as burdensome as those for non-accredited entities.  To that effect, NCPA seeks clarification on 

what role, if any, the fact that community pharmacy DME suppliers are either accredited or 

exempt from accreditation will play in terms of meeting CMS’s compliance program 

requirements.          

 

Along with urging CMS to impose less burdensome compliance program requirements 

on community pharmacies, NCPA also seeks clarification from CMS regarding what steps will 

be taken to ensure that CMS coordinates the compliance program requirements with other 

existing federal, state and private compliance standards or requirements, such that there is no 

costly duplication and repetition.  Duplication and repetition of compliance efforts can take a 

financial and human resources toll on small community pharmacies that may significantly inhibit 

their ability to provide drugs and supplies to their patients. 

   

To reiterate a common theme throughout these comments, if small community pharmacy 

DME suppliers are forced to implement costly, complex and burdensome compliance programs, 

then they may have no choice but to cease to provide DME supplies, given the small amount of 

revenue generated by such supplies.  If small community pharmacies cease providing DME 

supplies, then patients will face greater difficulty in maintaining access to the DME supplies that 

they need. 

           

Conclusion 
 

NCPA appreciates the opportunity to comment on CMS-6028-P, CMS’s proposed rule 

regarding Medicare, Medicaid, and Children’s Health Insurance Programs; Additional Screening 

Requirements, Application Fees, Temporary Enrollment Moratoria, Payment Suspensions and 

Compliance Plans for Providers and Suppliers.  Please do not hesitate to contact me at 

chris.smith@ncpanet.org, (703) 600-1185, if you have any questions.   

 

Sincerely, 

 
John M. Coster, Ph.D., R.Ph. 

Senior Vice President, Government Affairs 
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