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October 26, 2018 

Ms. Susan Edwards 
Office of Inspector General 
Department of Health and Human Services 
Attention:  OIG-0803-N 
Room 5513 
Cohen Building 
330 Independence Avenue, S.W. 
Washington, D.C. 20201 Submitted electronically to www.regulations.gov 

Re: Comments on OIG-0803-N, “Medicare and State Health Care Programs:  Fraud 
and Abuse; Request for Information Regarding the Anti-Kickback Statute and 
Beneficiary Inducements CMP.”  

Dear Inspector General Edwards: 

The American Association for Homecare (AAHomecare) is pleased to submit comments on the 
Office of Inspector General’s (OIG’s) above captioned Request for Information (Request). 
AAHomecare members include a cross section of suppliers, manufacturers, and other industry 
stakeholders that assist, make or furnish Durable Medical Equipment, Prosthetics, Orthotics and 
Supplies (DMEPOS) that Medicare beneficiaries use in their homes. Our members are proud to 
be part of the continuum of care that assures Medicare beneficiaries receive cost effective, safe 
and reliable home care products and services. As such, our comments are primarily focused on 
the Request as it pertains to DMEPOS.  

Importance of Coordination of Care 

AAHomecare agrees with the OIG that providers and suppliers need to be encouraged to 
coordinate with each other in providing care to patients covered by federal government health 
care programs. DME suppliers are central to such coordination furnishing equipment and 
products designed to allow patients to live independently in their homes (as opposed to living in 
more expensive facilities) and reduce the incidences of physician and hospital visits. Unlike most 
other providers, DME suppliers have regular communications with patients and their caregivers. 
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These communications allow DME suppliers to report to, and coordinate with, treating physicians 
and other clinicians.  

Providers that should collaborate include hospitals, physicians, therapists (respiratory, physical 
and occupational), DME suppliers, home health agencies, pharmacies, labs and skilled nursing 
facilities. When such collaboration occurs, patients are treated more cost effectively, patients 
avoid unnecessary physician and hospital visits, and patients save money. 

Coordination of Care and its Relationship to Preventing Fraud 

When providers and suppliers work together in delivering patient care, challenges arise. 
Specifically, any time one provider refers a patient to another provider and there is a payment of 
compensation or sharing of reimbursement, then there is a risk of a kickback in violation of the 
federal anti-kickback statute (AKS).1 Likewise, any time a provider works with and/or incentivizes 
a patient with the goal of improving the patient’s health, then there is a risk of an inducement in 
violation of the beneficiary inducement statute (Inducement Statute).2 And yet, referrals, sharing 
of compensation, and incentivizing patients are necessary for there to be effective coordination 
of care. While it is important to encourage coordination, it is equally important that protection 
against fraud be maintained.  

Impact of the AKS on Care Coordination 

The AKS is designed to prevent a person or entity from receiving anything of value in exchange 
for referring (or arranging for the referral of) a patient. The AKS has a number of safe harbors. A 
safe harbor is designed to permit an arrangement that will enhance treatment of a patient but 
that, without the safe harbor, may violate the AKS. While the existing safe harbors have served 
patients well, they are proving to be inadequate as health care moves to a coordination of care 
model (New Model). As such, AAHomecare supports the goal of modifying and expanding the 
AKS safe harbors to facilitate coordination of care. 

Impact of the Inducement Statute on Care Coordination 

The Inducement Statute is designed to prevent a provider from offering anything of value to a 
patient in order to induce the patient to purchase a good or service from the provider or supplier. 
The nominal value exception to the Inducement Statute allows a provider or supplier to give a 
gift of “nominal value” to the patient.3 Currently, a provider can offer one gift that has a retail 
value of $15 or less.4 The provider can offer multiple gifts to a patient so long as the gifts, in the 
aggregate, do not exceed $75 in retail value over a 12 month period.5 These gifts cannot be in 

1 42 U.S.C. § 1320a-7b(b). 
2 42 U.S.C. § 1320a-7a(a)(5). 
3 Health Care Programs: Fraud and Abuse; Revised OIG Civil Money Penalties Resulting from Public Law 104-191, 

65 FR 24410, 24411 (Apr. 26, 2000). 
4 U.S. Dep’t. Health and Human Serv., Office of Inspector General, Office of Inspector General Policy Statement 

Regarding Gifts of Nominal Value to Medicare and Medicaid Beneficiaries (Dec. 7, 2016), 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/OIG-Policy-Statement-Gifts-of-Nominal-Value.pdf.   
5 Id. 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/OIG-Policy-Statement-Gifts-of-Nominal-Value.pdf
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the form of money or money equivalents (such as gift cards).6 While the existing nominal value 
exception has served patients well, it is proving to be inadequate as health care moves to the 
New Model. As such, AAHomecare supports the goal of modifying and expanding the nominal 
value exception to facilitate coordination of care.  

New Safe Harbor for Collection of Copayments 

A provider/supplier is required to make a reasonable effort to collect copayments from patients.7 
“Reasonable effort” is not defined. However, in a Fraud Alert8 and in Advisory Opinions,9 the 
Office of Inspector General (OIG) has set out guidance for providers to follow when collecting 
copayments. The OIG advises providers not to advertise in advance that if the patient can show 
a financial inability to pay the copayment, then the provider might waive or reduce the 
copayment.10 Making such an alternative available before the patient decides to obtain services 
from the provider will likely be construed as an inducement in violation of the Inducement 
Statute and a kickback in violation of the AKS.11 The OIG suggests that when the provider provides 
services/products, the provider should explain to the patient that he/she is obligated to pay the 
copayment. Only when the patient expresses an inability to pay the copayment can the provider 
explain that the copayment might be waived or reduced if the patient can show an inability to 
pay.12 

This course of action can result in patients not seeking medical care from physicians, DME 
suppliers and other health care providers thereby resulting in more expensive hospitalization as 
the patient’s health deteriorates. This course of action also thrusts uncertainty on providers. The 
unknown issues for the provider include: (i) what constitutes a “reasonable effort” to convince a 
patient to pay his/her copayment; and (ii) what kind of information must the patient submit to 
the provider to justify a waiver or reduction of the copayment?  

AAHomecare suggests that a new OIG safe harbor be published that addresses a provider or 
supplier disclosing in advance (before the patient decides to obtain services and/or a product 
from the provider) when the provider will waive or reduce the patient’s copayment obligation. 
AAHomecare suggests that providers and suppliers be allowed to disclose to patients in advance, 
that if a patient’s income is at or below 300% of the Federal Poverty Guidelines (FPG), then the 
patient’s copayment obligation will automatically be waived and if a patient’s income is greater 
than 300% of the FPG, then the provider will gather financial information from the patient and 
then decide as to whether the provider will waive or reduce the copayment. The financial 
information gathered will include expenses of the patient and the number of dependents who 
are wholly or partially dependent on the patient.  

6 U.S. Dep’t Health and Human Serv., Office of Inspector General, Special Advisory Bulletin: Offering Gifts and 

Other Inducements to Beneficiaries (Apr. 2002), 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/SABGiftsandInducements.pdf.  
7 U.S. Dep’t Health and Human Serv., Office of Inspector General, Advisory Opinion No. 97-4 (Sept. 25, 1997).  
8 U.S. Dep’t Health and Human Serv., Office of Inspector General, Publication of Special Fraud Alerts, 59 Fed. Reg. 

242 (1994), available at https://www.gpo.gov/fdsys/pkg/FR-1994-12-19/html/94-31157.htm.   
9 See, e.g., U.S. Dep’t Health and Human Serv., Office of Inspector General, Advisory Opinion No. 97-4 (Sept. 25, 

1997); Advisory Opinion No. 03-09 (Apr. 17, 2003); Advisory Opinion No. 01-14 (Aug. 27, 2001). 
10 Publication of Special Fraud Alerts, 59 Fed. Reg. 242 (1994). 
11 Id. 
12 Id. 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/SABGiftsandInducements.pdf
https://www.gpo.gov/fdsys/pkg/FR-1994-12-19/html/94-31157.htm
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If patients know that waiver or reduction of the copayment is available to them if certain metrics 
are met, then the patients will likely be more inclined to seek services and products before their 
health deteriorates to the point that hospitalization is required.  

Modification to Personal Services and Management Contracts (PSMC) Safe Harbor to the AKS 

The PSMC safe harbor states that if the elements set out in the safe harbor are met, then payment 
by a provider to a person/entity (in the position to generate referrals to the provider) for services 
is protected from liability under the AKS.13 For example, assume that (i) a physician refers patients 
to a DME supplier, (ii) the physician also provides substantive services to the DME supplier, and 
(iii) the DME supplier pays that physician for his/her services. According to the PSMC safe harbor,
the compensation paid by the provider for the services must be fixed one year in advance, be fair
market value (FMV), and cannot consider the anticipated volume of business between the
parties.14

The challenge is that it is almost impossible for the provider and the other party (e.g., physician) 
to establish a fixed annual fee without considering the anticipated volume of business between 
them. By contrast, the Personal Services exception to Stark allows a provider to pay a physician 
on a “per service” basis.15 While the total payments to the physician for the year will vary based 
on the business between the physician and provider/supplier, the physician is only paid for the 
actual services that he/she renders. In addition, the compensation must be FMV.16 The 
compensation methodology in the Personal Services exception to Stark is more practical than the 
compensation methodology in the PSMC safe harbor.  

AAHomecare suggests that the PSMC safe harbor be modified so that it is consistent with the 
Personal Services exception to Stark. That is, under the PSMC safe harbor, instead of the 
compensation having to be fixed one year in advance, the compensation can be calculated on a 
“per service” basis. While doing so will result in the compensation to the referral source varying 
based on the volume of business generated between the parties, risk to the Medicare program 
will be minimal so long as the compensation is for legitimate services and is the FMV equivalent 
of the services provided by the referral source to the provider. 

Changing the compensation methodology from a fixed annual fee to “per service” compensation 
will enhance coordination of care and improve patient outcomes. Home health agencies, DME 
suppliers, pharmacies, therapy clinics and other providers will be more inclined to work with 
physicians, hospitals and other referral sources to benefit patients. Specifically, providers will be 
more comfortable in paying referral sources for legitimate services that will improve the chances 
of positive patient outcomes.  

New Non-Monetary Compensation Safe Harbor 

13 42 C.F.R. § 1001.952(d). 
14 Id. at (4)-(5). 
15 42 C.F.R. § 411.357(d). 
16 Id. at (1)(v). 
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The Stark non-monetary compensation exception allows a provider/supplier to spend up to a 
certain dollar amount each calendar year on a physician.17 For 2018, the dollar amount is $407.18 
This amount will increase each year in accordance with inflation. The expenditures cannot be 
cash or cash equivalents such as gift cards.19 The expenditures can be for educational 
lunches/dinners and for social activities. Because the dollar amount is low, expenditure of this 
dollar amount should not affect the physician’s independent clinical judgment. From a practical 
standpoint, if the physician and the provider become familiar (and comfortable) with each other, 
then it will be easier for them to work together to enhance treatment of patients. 
 
With the above in mind, AAHomecare suggests that the OIG adopt a safe harbor that mirrors the 
Stark non-monetary compensation exception. Doing so will memorialize what Stark already 
allows. Doing so will also remove the conflict between the AKS and Stark - that is - in spending up 
to a certain dollar amount each calendar year on a physician, the provider will comply with Stark 
but is at risk of violating the AKS. Adopting a non-monetary compensation safe harbor will 
eliminate this unnecessary risk under the AKS. 
 
It is also important that a provider/supplier have as good of a relationship with a physician’s staff 
as it is for the provider to have a good relationship with the physician. The physician’s staff play 
an integral role in the provision of health care to patients. Because there is currently no non-
monetary compensation safe harbor/exception for the physician’s staff, any money spent on 
behalf of the staff (e.g. educational lunches) possibly implicate the AKS. In order to eliminate this 
uncertainty, AAHomecare suggests that the new non-monetary compensation safe harbor be 
adopted that includes expenditures on behalf of the physician’s staff.  
 
Modification to Small Investment Interest Safe Harbor - Relaxation of the Two “60 - 40 Tests” 
 
A “joint venture” arises when two or more people/entities own something together. A joint 
venture can be elaborate or simple. There are a number of opportunities for providers/suppliers 
to form joint ventures that will combine skill sets for the benefit of patients.  
 
However, there is hesitation on the part of providers and suppliers to do so. This is because if one 
joint venturer is a referral source to the other joint venturer, which is often the case, then there 
is a concern that the joint venture will be construed as a prohibited kickback under the AKS. An 
improperly structured joint venture can result in a kickback if the arrangement is a “sweetheart 
deal” for the joint venturer that is a referral source to the other joint venturer.  
 
The Small Investment Interest safe harbor is inadequate to provide safety to joint ventures. This 
is because of the two 60 - 40 tests set out in the safe harbor. These two tests state that in order 
for the joint venture to meet the terms of the safe harbor, then (i) not more than 40% of the joint 
venture can be owned by a party that is in the position to refer to, or transact business with, the 
joint venture, and (ii) not more than 40% of the business generated by the joint venture can come 

                                                 
17 42 C.F.R. § 411.357(k). 
18 CENTERS FOR MEDICARE & MEDICAID SERVICES, CPI-U Updates (Nov. 16, 2017), 

https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/CPI-U_Updates.html.   
19 42 C.F.R. § 411.357(k)(1). 

 
 

https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/CPI-U_Updates.html
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from one of the parties to the joint venture.20 When one of the parties to the joint venture is a 
referral source, it is virtually impossible to comply with the two 60 - 40 tests.  
 
Not complying with the safe harbor does not mean that the joint venture violates the AKS. Rather, 
it means that a more in-depth analysis needs to be conducted under other OIG guidance and case 
law. Besides Advisory Opinions that might exist, the only OIG guidance are (i) the 1989 Special 
Fraud Alert entitled “Joint Ventures”21 and (ii) the April 2003 Special Advisory Bulletin 
(“Contractual Joint Ventures”).22 While the Fraud Alert and Special Advisory Bulletin are detailed 
and helpful, they nevertheless result in ambiguity as to when a joint venture is proper and when 
it is improper.  
 
Accordingly, AAHomecare suggests that the two “60 - 40 test” be removed from the safe harbor 
and in their place, the OIG set out clear guidelines (consistent with the Special Fraud Alert and 
Special Advisory Bulletin) that govern when a joint venture falls within the Small Investment 
Interest safe harbor.  
 
Properly structured joint ventures should be encouraged by the OIG and CMS. Examples include 
(i) a DME supplier jointly owned by a hospital and an existing DME supplier and (ii) a pharmacy 
jointly owned by a physician and an existing pharmacy. Joint ventures, such as these, will result 
in coordination of care for beneficiaries. For example, the DME joint venture (owned by the 
hospital and the independent DME supplier) can have a “hands on” approach with patients who 
are discharged from the hospital. The joint venture DME supplier can coordinate with the patient, 
and his/her caregivers and physician, with the goal of the patient (i) taking his/her medications 
as prescribed, (ii) making scheduled physician office appointments, and (iii) eating well and 
hydrating. These simple steps will decrease the risk of the patient being readmitted to the 
hospital soon after discharge.  
 
New Preferred Provider Safe Harbor 

 
Under the Hospital Readmission Reduction Program, if a patient is treated at a hospital for a 
specifically enumerated disease (e.g., chronic obstructive pulmonary disease [COPD], congestive 
heart failure, or pneumonia) and then if the patient is readmitted soon after discharge (normally 
30 days) for the same disease, then the hospital will realize a reduction in Medicare 
reimbursement during the next calendar year.23 For this and other reasons, hospitals are focused 
on the health of their patients following discharge.  
 
Increasingly, hospitals and other providers (DME suppliers, pharmacies, home health agencies, 
etc.) are entering into preferred provider arrangements (PPAs) along the following lines:  
 

                                                 
20 42 C.F.R. § 1001.952(a)(2)(i), (vi). 
21 See U.S. Dep’t Health and Human Serv., Office of Inspector General, Publication of OIG Special Fraud Alerts, 59 

FR 65372 (December 19, 1994). The Special Fraud Alert is also available at 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/121994.html.   
22 U.S. Dep’t Health and Human Serv., Office of Inspector General, Special Advisory Bulletin: Contractual Joint 

Ventures (April 2003), available at https://oig.hhs.gov/fraud/docs/alertsandbulletins/042303SABJointVentures.pdf.   
23 42 U.S.C. § 1395ww(q); 42 C.F.R. § 412.154. 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/121994.html
https://oig.hhs.gov/fraud/docs/alertsandbulletins/042303SABJointVentures.pdf
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• If a physician orders a post-discharge service or product for the patient, then the hospital 
will offer freedom of choice (i.e., the patient can choose his/her post-discharge provider 
of services and products). If the patient does not express a preference, then the hospital 
can recommend the hospital’s “preferred provider.” 

 

• In return for being designated as the preferred provider, the ancillary provider commits 
to providing value-added services and products for the patient with the goal being to keep 
the patient healthy so that he/she is not readmitted soon after discharge.  

 

• The provider’s services may include calling the patient and his/her caregiver to remind 
them (i) of an upcoming physician’s appointment; (ii) that the patient needs to take 
his/her prescription drugs; and (iii) that the patient needs to eat regular healthy meals 
and to hydrate.  

 
These value-added services do not result in a direct financial benefit to the hospital and these 
services can be categorized as additional value-added services that an innovative provider should 
provide in the normal course and scope of its business. Nevertheless, there is a risk that such 
value-added services by the provider will be construed as “something of value” to a referral 
source, thereby implicating the AKS. 
 
A preferred provider arrangement between a hospital and a provider is a clear example of how 
coordination of care should be implemented: the hospital “hands off” the patient to the provider 
upon discharge and the provider then works with the patient and his/her caregiver with the goal 
of keeping the patient healthy.  
 
AAHomecare suggests that the OIG publish a safe harbor that gives protection to these types of 
preferred provider arrangements. Such a safe harbor should not be limited to relationships 
between providers and hospitals. The safe harbor should be broad enough to encompass similar 
preferred provider arrangements between ancillary providers on the one hand and physicians, 
wound care centers, skilled nursing facilities (SNFs) and similarly-situated providers on the other 
hand.  
 
Modification to Electronic Health Records (EHR) Safe Harbor 
 
The EHR safe harbor provides kickback protection to arrangements in which a provider (e.g., 
pharmacy) furnishes software to a long term care facility (facility) that enables the facility to 
implement an EHR system.24 In order for the provider and facility to avail themselves of this safe 
harbor, a number of requirements must be met, the most important of which is 
interoperability.25 Interoperability means that the facility can utilize the EHR for multiple 
purposes; such use is not limited to the relationship between the facility and the provider that 

                                                 
24 42 C.F.R. 411.357(y).  
25 Id. at (2). 
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furnishes the software.26 Another important element is that the facility must pay at least 15% of 
the cost of the software.27 
 
While the provision of EHR software is “something of value” to a referral source, which normally 
would implicate the AKS, the OIG acknowledges the importance of facilities moving from hard 
copy documents to electronic records.28 The elements of the safe harbor are designed to reduce 
the risk that the donation of the software results in a prohibited kickback.  
 
AAHomecare suggests that the EHR safe harbor be expanded to cover other contributions of 
products and services to referral sources in which such products/services enhance coordination 
of care and patient outcomes. Specifically, AAHomecare suggests that the safe harbor be 
expanded to include the following: 
 

• Contributions of EHR software to providers other than facilities, such as rural hospitals, 
rural health clinics, physician offices, physical/respiratory/occupational therapy clinics, 
behavioral health clinics, SNFs, hospices, wound care centers, and assisted living facilities.  

 

• Contributions of other types of technology such as computers, tablets, video conferencing 
capabilities, and diagnostic equipment. 

 
As a result of such contributions, health care providers will share the cost of technology that will, 
in turn, contribute to care coordination and better patient outcomes.  
 
Consistency Among the AKS, Stark and Inducement Statute 
  
There are inconsistencies among the AKS, Stark and the Inducement Statute. For example: 
  

• Stark allows a provider to spend a certain dollar amount each year on non-cash/non-cash 
equivalent items for a physician.29 In 2018, this amount is $407.30 However, there is not a 
similar exception or safe harbor under the AKS. Technically, if a provider spends e.g., $395 
on a physician in 2018, then while the provider will not violate Stark there is a risk that 
the provider will be construed to violate the AKS. 

  

• The Stark Personal Services exception allows a provider to pay a physician on a “per 
service” basis so long as the payments are FMV.31 On the other hand, the Personal 
Services and Management Contracts safe harbor to the AKS requires payments to a 
physician for services to be set one year in advance (e.g., $12,000 over the next 12 

                                                 
26 Id. at Note to Paragraph (“[I]nteroperable shall mean able to communicate and exchange data accurately, 

effectively, securely, and consist3ently with different information technology systems, software applications, and 

networks, in various settings[.]”). 
27 42 C.F.R. § 411.357(y)(11). 
28 See generally U.S. Dep’t of Health & Human Serv., Office of Inspector General, Advisory Opinion No. 14-03 

(Apr. 1, 2014) (“The OIG believes that the efficient exchange of health information between health care providers, 

practitioners, and suppliers is a laudable goal.”). 
29 42 C.F.R. § 411.357(k). 
30 CENTERS FOR MEDICARE & MEDICAID SERVICES, CPI-U Updates (Nov. 16, 2017) 

https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/CPI-U_Updates.html.   
31 42 C.F.R. § 411.357(d). 

https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/CPI-U_Updates.html
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months, or $1000 per month).32 Technically, if a provider pays a physician on a “per 
service” basis, then while the provider will not violate Stark there is a risk that the provider 
will be construed to violate the AKS.  

• The “nominal value” exception to the Inducement Statute allows a provider to provide
minimally valued gifts to beneficiaries ($15 retail value per gift and $75 in the aggregate
over 12 months).33 However, there is not a similar exception or safe harbor to the AKS.
Technically, if a provider provides gifts to beneficiaries in accordance with the nominal
value exception, then there is nevertheless a risk that the provider will be construed to
violate the AKS.

AAHomecare suggests that the OIG issue a fraud alert that states that if an arrangement is 
acceptable under one of these three statutes, but if the arrangement might nevertheless 
technically violate one of the other two statutes, the OIG will not bring an enforcement action 
on the basis of violation of the other statute.  

Sincerely, 

Kimberley S. Brummett, MBA 
Vice President, Regulatory Affairs 

32 42 C.F.R. § 1001.952(d)(4)-(5). 
33 Health Care Programs: Fraud and Abuse, 65 FR 24400, 244010 (Apr. 26, 2000); U.S. Dep’t Health and Human 

Serv., Office of Inspector General, Office of Inspector General Policy Statement Regarding Gifts of Nominal Value 

to Medicare and Medicaid Beneficiaries (Dec. 7, 2016), https://oig.hhs.gov/fraud/docs/alertsandbulletins/OIG-

Policy-Statement-Gifts-of-Nominal-Value.pdf.   

https://oig.hhs.gov/fraud/docs/alertsandbulletins/OIG-Policy-Statement-Gifts-of-Nominal-Value.pdf
https://oig.hhs.gov/fraud/docs/alertsandbulletins/OIG-Policy-Statement-Gifts-of-Nominal-Value.pdf

