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December 31, 2019 

Office of the Inspector General  
United States Department of Health and Human Services 
ATTN: OIG-0936-AA10-P, Room 5521 
Cohen Building 
330 Independence Ave., SW 
Washington, D.C. 20201  

Re: Comments regarding file code RIN 0936-AA10-P 
Medicare and State Healthcare Programs: Fraud and Abuse; Revisions to Safe 
Harbors Under the Anti-Kickback Statute, and Civil Monetary Penalty Rules 
Regarding Beneficiary Inducements  

To Whom It May Concern:  

Taxpayers Against Fraud (TAF) respectfully submits the following comments on the Proposed 
Rule issued by the Office of Inspector General entitled “Medicare and State Healthcare 
Programs: Fraud and Abuse; Revisions to Safe Harbors Under the Anti-Kickback Statute, and 
Civil Monetary Penalty Rules Regarding Beneficiary Inducements” and published in Volume 84 
of the Federal Register at page 55694 on October 17, 2019. This letter expresses the views of 
TAF only, and no government attorneys or professionals working on behalf of other 
organizations participated in the drafting or submission of these comments.  

TAF is the leading public interest non-profit organization dedicated to fighting fraud against the 
government by working to protect whistleblowers and strengthen the effective operation of the 
laws that empower them to expose misconduct and the theft of taxpayer dollars.  These laws 
include the federal and state False Claims Acts, the Securities and Exchange Commission, 
Commodity Futures Trading Commission and Internal Revenue Service whistleblower programs, 
and the Motor Vehicle Safety Whistleblower Act.  These laws empower and encourage citizens 
and organizations in the private sector to report incidents of fraud, waste, and abuse that 
improperly divert taxpayer funds from government agencies and programs. 

TAF and its sister organization, the TAF Education Fund (TAFEF), are uniquely situated to 
comment on the Proposed Rule because it would affect the government’s and relators’ ability to 
identify, remedy, and prevent fraud, waste, and abuse in the healthcare field.  Since 1986, 
TAFEF’s more than 400 members, in partnership with the Department of Justice (DOJ) and state 
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attorneys general, have represented whistleblowers in False Claims Act (FCA) matters that have 
generated tens of billions of dollars in civil and criminal recoveries in healthcare cases.  The 
FCA’s whistleblower provisions are recognized as DOJ’s chief civil fraud enforcement tool and 
have served as a model for the states and for other federal agencies that have adopted 
whistleblower statutes.  FCA enforcement has also yielded serious efforts to improve internal 
compliance within various sectors of the U.S. economy, including the healthcare industry, and is 
estimated to have saved tens of billions of dollars through deterrent effects.   

Many of the FCA whistleblower cases that TAFEF members have brought to the attention of 
government enforcers and successfully litigated have involved illegal kickbacks between 
healthcare providers and suppliers, including pharmaceutical manufacturers, hospitals, 
pharmacies, clinical diagnostic laboratories, nursing homes, drug wholesalers, health plans, and 
physicians.  In 2010, recognizing the prevalence of fraud in the healthcare system, Congress 
amended the Anti-Kickback Statute (AKS) to clarify that a claim to the government that includes 
items or services resulting from a violation of the AKS “constitutes a false or fraudulent claim” 
for the purposes of the FCA.  42 U.S.C. § 1320a-7b(g).  Consequently, TAFEF members are 
greatly concerned with ensuring that any changes to the AKS or additional proposed safe harbors 
protect, rather than undermine, the interests of honest patients and providers, and of the 
taxpaying public.  

Executive Summary 

TAF respectfully submits the comments and suggestions below for consideration by HHS-OIG 
with regard to the Proposed Rule.  TAF’s comments are summarized as follows: 

1. “Value-Based Activity” and “Value-Based Arrangement” (proposed 42 C.F.R. § 
1001.952(ee)(12)(iii) and proposed 42 C.F.R. § 1001.952(ee)(12)(iv)) 

It is unclear from the Proposed Rule what specific arrangements these safe harbors are intended 
to protect. Because the Proposed Rule is not addressing any specific, identifiable beneficial 
practice, its lack of precision may invite bad actors to attempt to conceal a variety of harmful and 
presently illegal practices under the veneer of VBAs.  This will lead to an increase in the harms 
the AKS was intended to prevent (including overutilization of healthcare services and increased 
costs to Government healthcare programs). 

It also will severely impede AKS enforcement.  First, OIG and DOJ will be forced to find and 
consider the legality of a wide spectrum of complex arrangements on a case-by-case basis.  
Second, the Proposed Rule’s deference to healthcare entities’ intentions and reasonable beliefs 
may preclude the Government from addressing remuneration-for-referral arrangements that the 
Government believes are abusive.  Third, the uncertainty created by the breadth and vagueness of 
the Proposed Rule may make it prohibitively difficult, as a practical matter, to demonstrate 
knowledge of wrongdoing under the FCA. 

Finally, the Proposed Rule’s VBE and VBA provisions do not satisfy the AKS’s requirements 
for new safe harbors.  These proposed safe harbors exceed the Secretary’s discretion under the 
statute, which allows the Secretary to propose safe harbors specifying acceptable payment 
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practices under the AKS.  Instead, the proposed changes sanction non-specified payment 
practices that may open the door to abuses the statute was designed to prevent.   

2. Personal Services and Management (proposed 42 C.F.R. § 1001.952(d)) 

TAF’s overriding concern with the proposed modifications to this safe harbor is that, similar to 
the proposed VBE safe harbor, many of the proposals are not specific enough to prevent fraud 
and abuse.  The proposal to eliminate the requirement to set aggregate compensation in advance 
and replace it with identification of “methodology” for determining compensation could allow 
entities to structure agreements that look acceptable on their face, but actually take into account 
the volume and value of referrals.  Further, the addition of an “outcomes-based” safe harbor for 
personal services arrangements, without any indication of how improvement can be measured or 
what specific outcomes are covered, invites arrangements that disguise payments in exchange for 
maintaining the status quo and encourage sham arrangements.  

To prevent fraud and abuse, TAF suggests that as a safe harbor allows increased flexibility as to 
the method of offering incentives to our system’s gatekeepers, it should be coupled with an 
increase in the amount of structure and documentation attendant to the arrangement itself. 

3. Warranties (proposed 42 C.F.R. § 1001.952(g)) 

TAF does not oppose the modifications proposed to the warranty safe harbor, subject to the 
inclusion of several proposed safeguards to protect against fraud and abuse. 

4. Cybersecurity Technology and Related Services (proposed 42 C.F.R. §1001.952(jj) 

Similarly, TAF does not oppose the addition of a safe harbor for cybersecurity technology, 
subject to the inclusion of several proposed safeguards to protect against fraud and abuse. 

5. Arrangements for patient engagement and support to improve quality, health 
outcomes, and efficiency (proposed 42 C.F.R. §1001.952(hh) 

TAF supports the limitations OIG has included to in-kind remuneration and would oppose the 
removal of the gift card, cash, and cash equivalent prohibitions and any additional broadening of 
this safe harbor to include those types of incentives to promote patient “adherence.”   
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1) “Value-Based Activity” and “Value-Based Arrangement” (proposed 42 C.F.R. § 
1001.952(ee)(12)(iii) and proposed 42 C.F.R. § 1001.952(ee)(12)(iv)) 

While we appreciate that OIG is attempting to modernize the AKS as the healthcare industry 
changes from a traditional fee-for-service model to a value-based model, the lack of clear and 
specific guidance as to what arrangements OIG is attempting to protect will permit VBA 
participants to conceal obligations to adhere to standards of care as a “value-based activity” for 
which remuneration could be offered.  There is no evidence in the record that the AKS has stifled 
any beneficial arrangements in the past.  Because there are no clear definitions given for what 
value-based care or activity is, TAF believes that the true innovation the Proposed Rule will 
spark is the creative recharacterization of abusive remuneration-for-referrals arrangements as 
patient-care initiatives. 

The Proposed Rule will also prevent the Government from effectively enforcing the AKS and 
preventing fraud and abuse.  The sheer variety of arrangements for which healthcare entities will 
assert protection may render it unlikely that the Government will have the time and resources to 
ensure that any new VBE/VBA safe harbors are working as intended.  As a result, the Proposed 
Rule will seriously impair the Government’s ability to rely upon the assistance of FCA 
whistleblowers—the Government’s most valuable resource in identifying the costliest and most 
difficult-to-detect kickback schemes—to police misconduct under the AKS.  It also will create 
barriers to DOJ’s ability to recover under the FCA, the Government’s principal civil enforcement 
tool for redressing fraud. 

Additionally, the Proposed Rule does not satisfy the AKS’s requirements for new safe harbors.  
The statute permits the Secretary to propose “safe harbors specifying payment practices that shall 
not be treated as a criminal offense” under the AKS because those particular practices do not 
pose the risks the AKS is intended to address.  42 U.S.C. § 1320a-7d (emphasis added).  The 
proposed safe harbors do not satisfy that requirement because they do not specify payment 
practices at all.  Instead, they outline a set of general principles under which unspecified 
practices that would otherwise violate the AKS might be deemed legal.  Accordingly, both as a 
legal and practical matter, the Proposed Rule’s VBE/VBA safe harbors fail to define the 
practices that they purport to protect with the specificity required by the statute. 

a) Concerns with Specific Provisions 
 
i) Definitions of “Value-Based Activity,” “Value-Based Arrangement,” and 

“Value-Based Enterprise” 

The proposed definitions of “value-based activity” (proposed 42 C.F.R. § 1001.952(ee)(12)(iii)) 
and “value-based arrangement” (proposed 42 C.F.R. § 1001.952(ee)(12)(iv)) are too broad and 
vague.  They would allow healthcare entities to form VBEs for the specific purpose of 
laundering abusive practices whose true purpose is to exchange remuneration for referrals as 
long as the participants are minimally creative enough to come up with a “value-based” pretext 
for the kickback.  Without articulating specific value-based activities that the Government has 
determined, after evaluation, are not abusive, these provisions would permit participants to mask 
existing obligations to adhere to standards of care as a “value-based activity” for which 
remuneration could be offered.  Moreover, as written, VBE arrangements could be used to 
protect valuable in-kind remuneration (such as free services or elimination of overhead) used to 
drive exclusivity to a particular provider or product, whether indirectly or directly. 
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Consider the following examples:  

Example 1:   There are two therapeutically interchangeable drugs, Drug A and 
Drug B, for the treatment of a common side effect from chemotherapy.  The 
reimbursement price of Drug A is many times greater than the reimbursement 
price of Drug B.  Pharmaceutical wholesalers make a far greater profit, in absolute 
dollars, when they sell Drug A than when they sell Drug B.  To induce greater use 
of Drug A, a pharmaceutical wholesaler offers to form VBEs with oncology 
practices and provide those oncology practices with a nurse whose salary is paid 
by the wholesaler.  The nurse will provide services only to patients who are using 
Drug A, and will additionally be tasked with responsibility for coordinating care 
with those patients’ other healthcare providers.  The oncology practice will pay 
15% of the cost of the nurse.  Many of the services the nurse provides would 
otherwise be performed by a nurse employed by the oncology practice or by the 
oncology practice’s staff.  As a result, the more often the oncology practice 
prescribes Drug A, the greater the portion of its nursing and care-coordination 
costs it can shift to the wholesaler.  In effect, the wholesaler has purchased the 
oncology practice’s prescriptions of the more expensive Drug A, creating an 
incentive for overutilization and increasing healthcare costs for Medicare and other 
Government programs.  

Example 2:   A home health care provider announces that it will form VBEs with 
hospitals that have a history of referring a high volume of patients for post-
discharge care.  Under the arrangement the home health care provider proposes, it 
will employ discharge coordinators to be stationed at the hospitals, replacing the 
discharge coordinators the hospitals already employ.  The hospital must pay 15% 
of the home health care provider’s cost in providing those discharge coordinators.  
The discharge coordinators will provide services to all discharged patients who are 
to receive post-discharge home health care services.  However, the home health 
care provider participating in the VBE is designated the hospital’s “preferred 
provider,” and the hospital must recommend its services to all patients, subject to 
the patients’ right to choose a different provider.  Although the written VBE 
contract does not require any minimum volume or value of referrals, it is for a term 
of only six months, renewable for six-month periods upon both parties’ approval.  
All parties understand, as a practical matter, that the home health care provider will 
not renew the contract if the hospital fails to refer a sufficient volume of business 
to the provider.  As a result, the hospital has an incentive to increase referrals for 
post-discharge care to ensure that it meets the home health care provider’s goals.  
In effect, the home health care provider has purchased the hospital’s referrals by 
defraying the hospital’s cost of employing discharge coordinators.  

In both of these hypothetical cases, the arrangements exchange remuneration for referrals, and 
are illegal under existing law.  In both cases, the offeror agrees to pay a cost that the recipient 
otherwise would pay itself, so the arrangement results in a direct, measurable financial benefit 
for the recipient.  In both cases, the arrangements implicate the harms the AKS was intended to 
prevent:  incentives for overutilization; increases in costs to Government healthcare programs; 
the risk that providers will make decisions based upon financial considerations rather than 
patient care; and harms to competition among healthcare vendors.  Yet in both cases, the 
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participants could claim that the existence of a “value-based” pretext for the arrangement (either 
improved patient care or care coordination) insulates the arrangements from the reach of the 
AKS. 

ii) Undue Deference to Healthcare Entities’ Subjective Beliefs 

The Proposed Rule does not merely protect arrangements that will actually advance the 
coordination and management of care.  Instead, it protects arrangements that are “reasonably 
designed” to achieve value-based purposes, or that meet criteria that VBE participants 
“reasonably anticipate” will advance the coordination and management of care.  Proposed 42 
C.F.R. §§ 1001.952(ee)(1), 1001.952(ee)(12)(iii).  Similarly, the Proposed Rule does not require 
termination of arrangements that do not demonstrably further the coordination and management 
of care.  Instead, it requires termination if “the VBE’s accountable body or responsible person 
determines that the value-based arrangement … is unlikely to further the coordination and 
management of care ….”  42 C.F.R. § 1001.952(ee)(9).  

As a result, the Proposed Rule requires extraordinary deference to the decisions of self-interested 
VBE participants.  To enforce the AKS and put an end to an abusive arrangement, it will not be 
enough for the Government to prove that an arrangement in fact has not improved coordination 
or management of care.  Instead, the Government arguably must prove that the VBA was not 
“reasonably designed” to achieve a value-based purpose, that the VBE lacks a “reasonable 
belief” that the arrangement will improve care in the future, or that the VBE’s accountable body 
has made a “determin[ation]” that the arrangement is “unlikely to further the coordination and 
management of care.”  This would make it substantially more difficult for the Government to 
prohibit remuneration-for-referral arrangements, even where the Government can demonstrate 
that the arrangements do not in fact promote patient care or coordination, because the safe 
harbor’s application depends upon the VBE’s intent or belief.  In effect, the VBE’s subjective 
intent would enable it to veto the Government’s determination that particular practices are 
abusive.  

This is a significant departure from the statutory structure that Congress enacted.  The AKS 
articulates a general background rule:  remuneration-for-referral arrangements are unlawful in 
the absence of a regulatory safe harbor.  42 U.S.C. § 1320a-7b.  Thus, the Government must 
consider and must formally approve, by regulation, a specific remuneration-for-referral practice 
before it can be exempted from the reach of the AKS.  Id.; 42 U.S.C. § 1320a-7d.  The proposed 
VBE/VBA safe harbors arguably reverse this presumption.  In instances where the Government 
and a VBE disagree about whether a practice is likely to improve the coordination or 
management of care, the Government may be unable to prohibit the practice, because the 
relevant criterion for protection under the new safe harbor is the VBE’s intent in designing the 
VBA, or its “reasonable belief” in the VBA’s efficacy, not the Government’s conclusion to the 
contrary.  

This will impede the Government’s ability to respond to abusive practices that clever healthcare 
entities cloak in “value-based” pretext.  Moreover, it will impair the Government’s ability to use 
its most valuable enforcement tool, the FCA, since healthcare entities will argue that the 
existence of any “reasonable belief” that their remuneration-for-referral arrangement will 
promote patient care defeats the FCA’s scienter element. 
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The Secretary should not adopt the proposed VBE/VBA safe harbor at all.  If it does so, 
however, it should eliminate that safe harbor’s reliance upon the VBE’s subjective 
beliefs.  Instead, the relevant provisions should read:  

(1) The VBE participants establish one or more specific evidence-based, valid 
outcome measures against which the recipient will be measured and which the 
parties reasonably anticipate will advance the coordination and management of 
care of the target patient population.  In any dispute concerning the applicability 
of this safe harbor, the VBE will bear the burden of proving, based upon objective 
evidence, that the measurements advance the coordination and management of 
care of the target patient population.   

… 

(9) The parties terminate the arrangement within 60 days if the information 
available to the VBE’s accountable body or responsible person indicates 
determines that the value-based arrangement: 

(i) Has not furthered Is unlikely to further the coordination and management of 
care for the target patient population; 

(ii) Has resulted in material deficiencies in quality of care; or 

(iii) Has not achieved Is unlikely to achieve the evidence-based, valid outcome 
measure(s).  

In any dispute concerning the applicability of this safe harbor, the VBE will bear 
the burden of proving that the information available to the VBE’s accountable 
body or responsible person does not require termination.  

… 

(12)(iii) Value-based activity 

(A) Means any of the following activities, provided that the activity is reasonably 
designed to achieves at least one value-based purpose of the value-based 
enterprise: … 

iii) “Commercial Reasonableness” 

The Proposed Rule’s VBA/VBE safe harbor includes a requirement that “The value-based 
arrangement is commercially reasonable, considering both the arrangement itself and all value-
based arrangements within the VBE.” 

While the requirement of commercial reasonableness is a critical component of any VBE/VBA 
safe harbor, the definition should specify that the arrangement must “make commercial sense if 
entered into by reasonable entities of a similar type and size in arms’ length transactions,  
without the potential for any referrals, recommendations, purchases, leases, or orders to be made 
under the arrangement for any goods, facilities, services, or items for which payment may be 
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made in whole or in part under a Federal health care program.”  This would make it clear that the 
economic substance of the arrangement cannot be dependent upon the exchange of remuneration 
for referrals or purchases of federally reimbursed healthcare items or services. 

iv) “Volume or Value” 

The Proposed Rule’s VBA/VBE safe harbors include a requirement that “The offeror of the 
remuneration does not take into account the volume or value of, or condition the remuneration 
on: (i) Referrals of patients who are not part of the target patient population; or (ii) Business not 
covered under the value-based arrangement.”  Proposed 42 C.F.R. §§ 1001.952(ee)(5), 
1001.952(ff)(5), 1001.952(gg)(5).  

This language appears to permit the offeror of the remuneration to take into account the volume 
or value of referrals of patients who are within the target patient population and covered by the 
value-based arrangement.  For example, in the hypothetical examples provided above, it would 
permit: (a) the pharmaceutical wholesaler to increase or decrease the number of nurse hours 
provided to the oncology practice depending upon how much of Drug A the practice purchased; 
and (b) the home health care provider to increase or decrease the number of discharge-
coordinator hours provided to the hospital depending upon the value of referrals the hospital 
provided.  Indeed, armed with information about the recipients’ costs, the offerors could directly 
tie the remuneration provided to the value of referrals:  the contracts could explicitly provide that 
the offers will provide $X worth of in-kind “value-based” services in exchange for $Y worth of 
referrals or purchases.  That is precisely what the AKS was designed to prevent.  

The term “volume or value” also is not broad enough to capture all types of remuneration-for-
referral arrangements.  Many such arrangements ensure a return on investment by specifying 
exclusivity or minimum loyalty commitments in lieu of a specific volume or value.  For 
example, if a vendor knows that a hospital consistently refers an aggregate $5 million a year to 
all market participants in its line of business, then an 80% loyalty commitment is effectively the 
same as a $4 million value commitment.  Other vendors may achieve the same result more subtly 
by requiring that they be designated the recipient’s “preferred vendor,” and that the recipient 
recommend their services to all potential patients.  Any “volume or value” requirement should 
close these loopholes.  

In addition, it is not clear whether this language prohibits the VBE participants only from 
explicitly tying the amount of remuneration to the volume or value of referrals of the excluded 
patients or business, or whether the VBE participants also are prohibited from considering that 
information when negotiating the amount of remuneration the offeror is to provide.  The latter 
has the same effect as the former, and therefore is equally harmful.  

The Secretary should not adopt the proposed VBE/VBA safe harbor.  If it does, however, it 
should close these loopholes to diminish the likelihood that VBE participants will use this safe 
harbor to legitimize harmful kickback arrangements.  At a minimum, we believe that Proposed 
42 C.F.R. § 1001.952(ee)(5) should read as follows:  

(5) In negotiating or defining the remuneration to be provided under the VBA, the 
VBE participants shall not consider, and the remuneration provided shall not 
depend upon, be conditioned upon, or be calculated on the basis of, the volume, 
value, or percentage of referrals, recommendations, purchases, leases, or orders 
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for any goods, facilities, services, or items for which payment may be made in 
whole or in part under a Federal health care program. 

v) Records Requirement 

The Proposed Rule’s VBA/VBE safe harbors require that the VBE or VBE participants “make[] 
available to the Secretary, upon request, all materials and records sufficient to establish 
compliance with the conditions of this paragraph ….”  42 C.F.R. §§ 1001.952(ee)(11), 
1001.952(ff)(7), 1001.952(gg)(8).  

In our experience, entities engaged in abusive kickback schemes often seek to defend themselves 
with post hoc justifications that have nothing to do with the reasons why they entered into the 
arrangements in the first place.  To guard against such conduct, if the Secretary intends to adopt 
a VBA/VBE safe harbor, we encourage him to add the following language to these provisions:  

Such documents must include contemporaneous documents certifying: (a) the 
VBE’s belief, at the time that the VBA was memorialized in writing, that the 
VBA is reasonably designed to achieve a value-based purpose; (b) the specific 
basis for such belief; (c) the VBE’s reasonable anticipation, at the time that 
measures were selected, that particular evidence-based, valid outcome measures 
will advance the coordination and management of care of the target patient 
population; and (d) the basis for any determination or decision by the accountable 
body or responsible person.  In any dispute concerning the applicability of this 
safe harbor, the factfinder shall not consider any arguments in favor of the 
applicability of the safe harbor not articulated in those contemporaneous 
documents.     

vi) Excluded Entities 

The Proposed Rule’s VBA/VBE safe harbors require that VBE participants not include “a 
pharmaceutical manufacturer; a manufacturer, distributor, or supplier of durable medical 
equipment, prosthetics, orthotics, or supplies [“DMEPOS”]; or a laboratory.”  Proposed 42 
C.F.R. § 1001.952(12)(vi).  

If the Secretary adopts a VBA/VBE safe harbor, this restriction is necessary.  As OIG stated in 
the preamble to the Proposed Rule, laboratories, pharmaceutical manufacturers, and DMEPOS 
manufacturers, distributors and suppliers do not meaningfully provide in-kind services or 
technology to facilitate the provision or coordination of patient care.  

These exclusions are incomplete, however.  We do not understand, for example, why the 
Secretary proposes to exclude DMEPOS distributors and suppliers, but not pharmaceutical 
wholesalers, distributors, and suppliers.  Pharmaceutical wholesalers, distributors, and suppliers 
play the same role in the healthcare ecosystem as DMEPOS distributors and suppliers, and their 
ability to provide remuneration in exchange for referrals or prescriptions implicates the same 
risks of overutilization, increased Government healthcare costs, profit-tainted medical decisions, 
and unfair competition.  

In some circumstances, pharmaceutical wholesalers’ incentives also are identical to those of 
pharmaceutical and DMEPOS manufacturers.  Like manufacturers, pharmaceutical wholesalers 
may profit from the overutilization of all drugs and, like manufacturers, they may benefit from 
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prescription of expensive, high-margin drugs rather than equally appropriate inexpensive, low-
margin drugs.  The Proposed Rule implicitly acknowledges that remuneration schemes involving 
pharmaceutical and DMEPOS manufacturers are so inherently suspect that they should be 
excluded from any VBE/VBA safe harbor.  For the same reasons, pharmaceutical wholesalers, 
distributors, and suppliers should also be precluded from using the pretext of “value-based 
arrangements” to steer their customers toward overutilization or higher-priced drugs.  For similar 
reasons, Pharmacies and Pharmacy Benefits Managers should also be excluded from this safe 
harbor. 

b) Potential Alternative to the VBE/VBA Safe Harbor 

As described above, our principal concern is that the VBE/VBA safe harbor is too broad, too 
vague, and too deferential to healthcare entities’ subjective determinations.  It is impossible to 
determine what arrangements healthcare entities will implement in response to this safe harbor, 
whether they will actually increase the quality of care for government healthcare program 
beneficiaries, or whether there is any way to prevent those new arrangements from resulting in 
overutilization and increasing government healthcare costs.  As written, the proposed safe harbor 
likely will prevent OIG, CMS, and DOJ from identifying and redressing abusive assertions of 
safe harbor protections.  

At the same time, we recognize OIG’s desire to empower healthcare entities to create innovative 
plans that improve care coordination and management and reduce healthcare costs.  One way to 
achieve that goal without enabling the use of “value” as a pretext for abusive kickback schemes 
is to implement a safe harbor for pre-approved arrangements that promote care coordination and 
management, reduce costs, or facilitate a transition to value-based care.  

OIG has already done much of the work necessary to propose such a safe harbor.  The Secretary 
could propose an exception under 42 C.F.R. § 1001.952 for “any arrangement that the Office of 
the Inspector General [or another office within HHS or CMS] determines is a value-based 
arrangement.”  The safe harbor could then incorporate most of the proposed safe harbors set 
forth in the current sections (ee), (ff), and (gg), except that it would grant OIG, not the VBEs 
themselves, the authority to decide whether an arrangement is likely to promote patient care or 
reduce costs. The safe harbor should be limited to specific value-based purposes delineated by 
OIG, and any arrangement with a purpose outside of those outlined by OIG would be required to 
be specifically “certified” by OIG. 

This pre-clearance structure would achieve several important goals.  First, it would require 
healthcare entities to justify at the outset (rather than after-the-fact) why their proposed 
arrangements benefit patients or payors.  Second, it would empower the Government to identify 
and prevent abusive practices, rather than allowing the participants in those practices to veto 
administrative judgments by adverting to their subjective intent or belief that their practices 
might later lead to beneficial results.  Third, it would eliminate the uncertainty caused by the 
vagueness of the proposed VBE/VBA safe harbors and enable all parties to know exactly what 
arrangements are permissible before they commence, rather than forcing parties to enter into 
those arrangements without knowing whether the Government (or a court) would find them 
unlawful. 
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2) Personal Services and Management (proposed 42 C.F.R. § 1001.952(d)) 

TAF is similarly concerned with the lack of specifics included in the modifications to the 
Personal Services and Management safe harbor and the addition of a safe harbor for “outcomes-
based” personal services arrangements. 

a) Elimination of Requirement to Set Aggregate Compensation in Advance 

The proposal to eliminate this requirement and replace it with identification of “methodology” 
for determining compensation could allow entities to structure agreements that look acceptable 
on their face, but actually take into account the volume and value of referrals.  Entities could 
structure agreements to provide for cash payments of transactional amounts to reach certain 
goals, without requiring any amount of services to be rendered to justify payment.  Moreover, 
any adjustment of that amount year-to-year could implicitly accommodate the volume or value 
of referrals but potentially take advantage of safe harbor protection by hiding that 
accommodation within lump sum amounts. 

We recognize that the proposal seeks to limit abuses by retaining the requirement that the 
methodology (rather than the amount) be consistent with fair market value in arms’ length 
transactions and not be determined in a manner that takes into account the volume or value of 
referrals or business otherwise generated between the parties and paid for in whole or in part by 
federal programs.  However, as the agency acknowledges, these concepts may be ephemeral as 
individuals and entities identify “methodology,” which may not yet have a market standard.  For 
this reason, TAF urges that, if this provision is implemented, the Final Rule require that 
methodologies that do not reflect payment through the use of hourly rates be accompanied with 
documentation of the commercial reasonability of the method and manner of payment.  
Specifically, to earn safe harbor protection for such methodologies, individuals and entities 
should be required to document how the payment amount was calculated through, for example, a 
valuation process or a proposal process.   

Moreover, outside the outcomes-based payment provisions, this provision would allow entities to 
structure an agreement with a physician for a medical directorship that would permit the hospital 
to pay the physician a base salary plus bonuses based on the amount of cost savings realized by 
the hospital in the department the physician will be directing.  Nothing would prevent the 
hospital from renegotiating the agreement in a year and raising the base salary based on the prior 
year’s referrals.  The lack of an explicit statement would not preclude the improper consideration 
of a secured referral stream. 

b) Elimination of Requirement to Specify Schedule of Part-Timer Arrangements 

While TAF recognizes that the elimination of this requirement gives increased flexibility for the 
provision of services, we are concerned that the elimination of this requirement also increases the 
risk that services will not be rendered and/or that the payment for services may vary based on 
referral patterns. In addition to the protections of the fair market value and commercial 
reasonableness provisions, TAF urges that the Final Rule require specification of the effort 
required to achieve a commercially reasonable purpose, such as by a written description of the 
amount of time anticipated to achieve the goal as part of the specificity required by (d)(1)(ii). In 
addition, a requirement that documentation be maintained for services performed on a periodic 
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basis would also ease concerns about abuses frequently seen in such arrangements. Often, parties 
to personal services arrangements will have records of payments made, but no records of 
services performed outside the post-hoc testimony of providers who are implicated in complaints 
of fraud and abuse. To qualify for safe harbor protection for cash transactions, particularly those 
involving alternate methodologies for calculating payments, TAF recommends that the Final 
Rule include tightened documentation requirements. 

c) Proposal to Protect Outcomes-Based Payments 

As we discussed in relation to the proposed VBE safe harbor, we are concerned that these 
provisions are not specific enough to prevent fraud and abuse. TAF believes that the inclusion of 
“maintaining improvement” as a proper outcomes-based payment could invite arrangements that 
disguise payments in exchange for maintaining the status quo or encourage sham arrangements. 
For example, such language could encourage incentives for maintaining quality of care standards 
that already comport with the minimal obligations of healthcare providers and suppliers. To 
prevent such sham arrangements, approved outcome measures should be specific and discrete, 
and should include specific requirements on how to measure achievement of specified outcomes. 

Because of the lack of verifiable data points, neither the Government nor providers will have 
certainty with respect to whether the payment arrangements providers enter into are legal, and a 
spectrum of complex payment arrangements will have to be evaluated on a case-by-case basis.  
This could lead to unintended consequences, such as the inability to enforce the statute 
effectively, to prove scienter or other elements of FCA actions, or to determine if the problem 
OIG is attempting to fix is actually being addressed by the safe harbor. 

As an example of the potential unintended consequences, consider the Government’s FCA 
settlement with Novartis involving (in part) allegations that Novartis paid kickbacks in the form 
of “rebates” to pharmacies in order to induce the pharmacies to increase their refills for 
Novartis’s drug Exjade. (U.S. ex rel. Kester v. Novartis, 11-cv-8196 (S.D.N.Y.) In order to 
achieve this goal, the pharmacies put in place a program through which their personnel, 
including nurses, would reach out to Exjade patients to encourage them to order refills, despite 
concerns over side effects and safety.  As part of the settlement Novartis admitted that it paid the 
pharmacies to deploy personnel to conduct “interventions” in order to persuade patients to order 
refills of Exjade under the guise of increasing “adherence.”  A similar scheme – for which the 
government recovered hundreds of millions of dollars in settlements with Novartis and the 
specialty pharmacies – could unjustifiably fall within the outcomes-based personal services safe 
harbor.  In this scenario, pharmacies that had personal services contracts with nurses deployed to 
convince patients to continue to refill their prescriptions, with the purportedly positive outcome 
of “adherence,” would escape liability when in reality the agreements were designed to increase 
their revenues and those of the pharmaceutical manufacturer.  

TAF is also concerned with the addition of the term “directly” to the consideration of volume or 
value of referrals.  This could open these agreements up to fraud and abuse by allowing parties to 
frame agreements so that the volume and value of referrals is considered while not explicitly 
stated.  Arrangements could ensure a return on investment by specifying exclusivity or minimum 
loyalty commitments in lieu of a specific volume or value.   

If this safe harbor is adopted, TAF supports the agency’s suggestion that specific types of 
qualifying payment arrangements be included in the final rule. The proposed practices included 
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should be narrow and should include specific requirements as to how outcomes are to be 
measured in each scenario. 

The agency also noted that it is considering limiting the allowance of outcomes-based 
arrangements under this safe harbor to VBAs/VBEs.  TAF urges that, if the safe harbor is 
adopted, this limit should be put in place. To prevent fraud and abuse, TAF suggests that as a 
safe harbor allows increased flexibility as to the method of offering incentives to our system’s 
gatekeepers, it should be coupled with an increase in the amount of structure and documentation 
attendant to the arrangement itself, such as through the limitation to VBAs/VBEs.  

If this safe harbor is adopted, TAF urges that the following be considered to curb fraud and 
abuse: 

 Outcome-based arrangements should include a service component.  The lack of any 
service component opens the door to sham arrangements that simply maintain the status 
quo. 
 

 Outcome measures should be specific.  The proposal suggests the parties must “establish 
one or more specific evidence-based, valid outcome measures against which the recipient 
of remuneration will be measured, and which the parties reasonably anticipate will 
advance the coordination and management of care of the target patient population.”  The 
proposal gives examples of what that could look like, but even those do not propose 
concrete methods to measure whether there has actually been improvement.  At the 
outset, TAF urges that the safe harbor be limited to a discrete set of specific outcome 
measures. Alternatively, the safe harbor should more specifically relate the outcomes to 
evidence-based goals. Instead of requiring selection based broadly on “clinical evidence 
or credible medical support,” these provisions should be tightened to require an outcome 
measure to appear in at least two peer-reviewed publications.  Without more specificity 
regarding what is protected, entities could, for example, use studies or publications by 
paid speakers or medical directors to support further paid transactions. 
 

 Benchmarking methodologies should be required and documented. While the agency 
concurs that outcome measures should be measurable and valid, the safe harbor itself 
should contain provisions for ensuring this in practice.  The safe harbor should 
specifically state that rewarding the status quo does not meet the requirement.  In 
addition, TAF agrees that fair market value and commercial reasonableness provisions 
must be included.  However, as the agency recognizes, standards may not exist for 
measuring outcomes-based payments, and these provisions will not prevent payments for 
referrals hidden within an agreement that looks valid on the surface.  Accordingly, TAF 
urges that the final rules include provisions for regular monitoring and assessment, and 
that these provisions contain specific requirements for demonstrating effective 
assessment.  For example, the parties’ writing under proposed (d)(2)(viii) should also 
include a requirement for a written plan with metrics for how to assess objectively its 
outcome measure(s); and documentation of the execution of that plan.  
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 Methodologies should be adjusted at least yearly.  TAF agrees that, without this 
requirement, “evergreen” arrangements could be used as a vehicle to discontinue 
legitimate outcome obligations and instead to reward referrals. 
 

 Parties to the arrangement should be required to maintain records created at the time they 
entered into the agreement identifying the basis for the determination of compensation 
and the materials considered, and in subsequent disputes should not be able to point to 
anything outside the materials.  This would help prevent post-hoc justifications for 
behavior that the parties did not actually believe was permissible at the time.  Parties 
should also be required to maintain contemporaneous documentation of the services 
performed and/or the outcomes achieved.  Lack of documentation is a frequent way 
individuals and entities try to hide lack of compliance with a safe harbor; the absence of 
such documentation invites actors to ask government enforcers to disprove a negative, 
rather than keep reasonable business records of lucrative transactions that affect federal 
healthcare beneficiaries.  
 

 The provision excludes payments by pharmaceutical manufacturers, suppliers of 
DMEPOS, or labs, and it should also exclude pharmacies, PBMs, wholesalers, and 
distributors.  In the same way that pharmaceutical and DME suppliers and distributors 
principally provide items and may not further care coordination, wholesalers’ incentives 
are aligned with manufacturers’ incentives, and they should also be excluded from 
eligibility from the safe harbor.  PBMs and pharmacies should also be excluded for the 
same reasons, especially given PBMs’ incentives to steer business to certain pharmacies 
and toward higher-priced drugs. 

In sum, we urge that this new safe harbor is too ambiguous and may invite abuse.  Sham safe 
harbor arrangements, particularly service arrangements, are still a frequent fact pattern in 
FCA cases litigated by TAF practitioners. 

3) Warranties (proposed 42 C.F.R. § 1001.952(g)) 

The agency proposed to include warranties for bundled items and services under the 
warranties safe harbor. TAF does not oppose this change so long as the following safeguards 
proposed by OIG are included: 

 that a bundled warranty not be conditioned on the exclusive use of one or more of the 
items/services covered by the warranty, or be subject to minimum-purchase 
requirements for warranted items or services.  
 

 all federally reimbursable items or services subject to a bundled warranty 
arrangement must be reimbursed by the same federal health care program and in the 
same payment.  TAF does not support the agency’s alternative proposal that the rule 
require that all items and services be reimbursed according to the same payment 
methodology, but not necessarily the same payment, or to include exceptions to this 
rule, as we believe that would encourage fraud and abuse. 
 

 the safe harbor would not protect warranties covering services only.  Services must be 
tied to one or more items. 
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 the safe harbor does not protect free or reduced-price items or services that a seller 
provides as part of a warranty or ancillary to a warranty. 
 

 the safe harbor would prohibit direct patient outreach by a seller offering a warranty.  
 

 a manufacturer or supplier may not pay any individual (other than a beneficiary) or 
entity for any medical, surgical, or hospital expense incurred by a beneficiary.  This 
would limit such payments to the cost of the items and services subject to the 
warranty. 
 

4) Cybersecurity Technology and Related Services (proposed 42 C.F.R. §1001.952(jj) 

OIG’s proposed rulemaking includes a new exception to “remuneration” under the AKS for 
donations of certain cybersecurity technology and related services.  

The exception is contingent on five requirements and two additional definitions, and these are 
vital to prevent fraud and abuse.  In particular, section (1) limits the safe harbor to technology 
and services that are “necessary and used predominantly to implement and maintain effective 
cybersecurity;” and section (6)(ii) excludes hardware “technology” from the safe harbor.  This 
provision ensures that all-purpose devices, including cell phones (a favorite inducement offered 
by those seeking to defraud Medicare) are not protected by the rule.  OIG should maintain all of 
the requirements it has proposed under new section (jj). 

5) Arrangements for patient engagement and support to improve quality, health 
outcomes, and efficiency (proposed 42 C.F.R. §1001.952(hh) 

TAF supports the limitations OIG has included to in-kind remuneration and would oppose the 
removal of the gift card, cash, and cash equivalent prohibitions and any additional broadening of 
this safe harbor to include those types of incentives to promote patient “adherence.”   

Conclusion 

TAF appreciates your consideration of these comments.  If you have any questions or would like 
any additional information, please do not hesitate to contact us. 

Sincerely, 

/s/ Jacklyn DeMar 
 
Jacklyn DeMar, Director of Legal Education 
TAF Education Fund 
1220 19th Street NW, Suite 501 
Washington, DC 20036 
(202) 296-4826, ext. 1300 
jdemar@taf.org 
 

/s/ Robert Patten 
 
Robert Patten, President and CEO 
Taxpayers Against Fraud 
1220 19th Street NW, Suite 501 
Washington, DC 20036 
(202) 296-4826, ext. 1000 
rpatten@taf.org 
 

 


