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Content and Origin of the Gift Rules

Every cost benefi t analysis of an initiative 
poses two basic questions. What is the 
initiative’s purpose, and how effectively is 
that purpose being met?

Healthcare is, of course, global and the 
standards on gifts to healthcare providers 
are not the same in every country. In 
the United States, the standards that 
speak to this activity require that all gifts 
must (i) confer a recognized benefi t to 
patients or doctors; (ii) be modest;1 and 
(iii) given only occasionally. Gifts that 
benefi t patients would include anatomical 
models, stethoscopes, and medical 
textbooks. Benefi ts to doctors are defi ned 
more broadly to permit items of nominal 
value associated with a doctor’s practice, 
but personal item gifts, which do not meet 
either of these criteria, are prohibited. 
These standards, which appear in the 
Advamed, Phmra, and American Medical 

Association codes on professional ethics 
(the ‘Codes’), have been widely adopted 
by many healthcare organizations as part 
of their HCC programs.

One key driver for those programs is the 
Federal Anti-kickback Act (the ‘Anti-
Kickback Act’), which makes offering 
or accepting anything of value with the 
intent to induce purchases of “any good 
or item for which payment may be made 
under a federal healthcare program” a 
felony.2 Another is that an organization’s 
HCC efforts can help mitigate 
punishment and avoid prosecution.

More specifi cally, the United States 
Sentencing Commission initially 
identifi ed compliance programs as an 
opportunity for law-breaking companies 
to reduce their criminal sentences in 1991.3 
Over time, the impact of that potential 
benefi t has increased,4 and the existence 
(or absence) of a compliance program is 

now a factor that every federal prosecutor 
must consider before deciding whether to 
charge a company criminally,5 but only if 
the compliance program is ‘effective’. 

As applied to the healthcare sector, the 
Offi ce of Inspector General, Department 
of Health and Human Services, has 
made clear that an effective HCC 
program requires, among other things, 
the organization’s adoption of policies 
addressing “specifi c areas of fraud and 
abuse, such as … sales and marketing 
practices” that may violate the Anti-
Kickback Act.6 Because gifts are things 
of value they are covered under the Act, 
and the policies pertaining to them speak 
to the effectiveness of particular HCC 
programs. 

Application 

One way to differentiate between gifts 
and compensation is by reference to a 
basic principle of contract law, called 
‘consideration’, which refers to a mutual 
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Many healthcare compliance (HCC) policies mitigate the legal risk posed by the 
gamut of physician-industry interactions. But not all of them do. 

This paper considers one HCC policy area—the gift rules—and evaluates their 
likely impact on an organization’s compliance capabilities, focus and culture. We 
conclude that the gift rules add relatively little compliance benefi t, and may actually 
increase legal risk. Several strategies for managing this situation generally, and in 
the auditing context, are then presented.

1 Each of the codes generally limits the dollar value of gifts to approximately $100, with the exception of Advamed, which permits the value of the medical textbooks and 
anatomical models to exceed that amount.

2 42 U.S.C.A. Section 1320a-7b (b) (2). Doctors who solicit remuneration from industry with the same improper purpose also face criminal liability under this statute. Id. 
at Section 7b(b)(1). Two civil sanctions (a civil money penalty and/or exclusion from federal health care programs) are also available when the Secretary of Health and 
Human Services determines that a doctor, health care facility, or company has violated the Act. See 42 U.S.C.A. Section 1320a-7a (a)(7). The potential reach of this statute 
was narrowed somewhat by the promulgation of statutory safe harbors that permit particular types of interactions —such as arm’s-length personal service contracts 
between companies and health care providers for legitimate work compensated at fair market value.

3 See, e.g., 18 U.S.C.A. Section 8C2.5 (f) (Culpability Score) (1991 ed.).
4 See 18 U.S.C.A. Chapter 8, Historical Notes to 2004 Amendments
5 December 12, 2006 Memorandum of Kevin McNulty, Deputy Attorney General, United States Department of Justice, Principles of Federal Prosecution of Business 

Organizations.
6 See Compliance Program Guidance for Pharmaceutical Manufacturers, 68 Fed. Reg. 23731, 23732 through 23734 (April 19, 2003). 

Gift rule limits 
speak not just to 
value, but also to 

purpose.
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exchange of value between two or more 
parties. In practice, this means that giving 
a doctor something of value for free, 
such as dropping off several pizzas for a 
doctor’s office staff, is a gift but paying 
that physician to act as a consultant is not.7

Not all gifts, however, are permitted. 
For example, food baskets cannot be 
given. Sales representatives cannot take 
physicians to a baseball game, pay their 
greens fees during a round of golf, or 
give them a $25 gift certificate to Borders 
at Christmas. Floral arrangements are 
likewise prohibited, except in narrow 
circumstances.

These and other entire categories of 
items are excluded because the gift rule 
limits speak not just to value, but also to 
purpose. Requiring gifts to provide an 
approved patient or office benefit yields 
the following result—branded pens 
and pads are allowed because they are 
commonly used in physicians’ offices. But 
t-shirts ordinarily do not have an office 
use, and are therefore excluded unless 
worn by a doctor or his to staff to stay 
warm in the operating room. All of which 
suggests a troubling disconnect between 
risk mitigation, rules and the real world. 

Benefits

Assessing whether the gift rules reduce 
legal risk requires an understanding of how 
the criminal justice system actually works. 
The core activity that the Anti-kickback Act 
criminalizes is bribes to induce product 
purchases, and what distinguishes a gift 
from a bribe is bad intent. Typically, such 
intent is inferred from the circumstances 
surrounding the gift, the most important 
of which will almost always be the amount 
actually given. 

In the healthcare context, though, what 
gift amount suggests a crime? Because in 
between the government and healthcare 
organizations stand juries, who act as 
a significant, and quite real, check on 
prosecutorial overreaching. And while 
most Anti-Kickback Act cases are resolved 
before trial, how any case will end is 
unknowable before it begins, requiring 
prosecutors to build Anti-Kickback Act 
proofs around the possibility that they 
will be heard by a jury. That jury’s likely 

reaction to those proofs therefore does, or at 
least should, inform a prosecutor’s decision 
about whether to pursue a case at all.  

Who, then, are these potential jurors? 
Many will be people whom, as patients, 
trusted physicians with their own health 
and, quite possibly, that of their children. 
How much is enough to convince these 
jurors that a doctor prescribed a specific 
medicine, or implanted a particular 
medical device, based upon a gift? How 
big, or frequent, do ‘improper’ gifts have 
to be before a jury concludes that a doctor 
has betrayed his trust as a healer? 

At times that answer will be clear. Not 
all gifts are ‘modest’, and some clearly 
do support an inference of bad intent. 
But we speak here of training on, and 
policing of, the current gift rule limits: of 
rules that are violated by giving away a 
golf ball sleeve, a free ticket to a baseball 
game, or a branded t-shirt or, in the 
case of pharmaceutical companies, such 
nominal value items as a branded pen, 
pencil, notepad, or coffee mug.8. Absent 
extraordinary circumstances, it is hard to 
imagine an Anti-kickback Act case based 
on such activities.

When viewed from a legal risk 
perspective, then, the current gift rules 
add little, if any protection. Though 

purportedly targeting potential bribes, 
they only actually do so when a gift is 
large enough, or frequent enough, to 
resemble a bribe. Gifts of that magnitude 
are already prohibited under the Anti-
Kickback Act. And, while it has been 
argued that the gift rules can nevertheless 
serve a prophylactic function regarding 
legal risk, that argument does not 
withstand scrutiny. No one in the 
healthcare sector believes, or will pretend 
to believe, that gifts valuable enough to 
suggest bad intent are proper under the 
Anti-Kickback Act, making the gift rules, 
to the extent they are even relevant to 
legal risk, redundant. 

What then, is the Value Proposition 
for the Gift Rules? 
If the above analysis is correct, or mostly 
so, then those rules more closely resemble 
a public relations initiative than a core 
component of an effective compliance 
program.

This is not to suggest that good public 
relations are unimportant. There is, after 
all, little upside to swimming against the 
rising tide of legislative activity in this 
area. For example, California, the District 
of Columbia, Maine, Minnesota, Vermont, 
and West Virginia have each passed laws 
requiring pharmaceutical companies to 

7 Physician meals and product training activities can therefore be considered gifts, but need not always be, as they often play a role in facilitating continuing education, 
promotional activities, and patient safety. For that reason, meals and training activities are outside the scope of this article.   

8 Phrma Code, Section 10, Prohibition of Non-Educational and Practice-Related Items (July 2008 revisions, effective January 2009). 
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report and/or limit gifts to physicians. 
Patients, as the ultimate consumers of 
health care products, may perceive the 
gift rules as an important limitation on 
conflicts of interest. 

Even these benefits, however, presuppose 
a high level of patient awareness about 
doctors’ receipt of gifts, and of the gift 
rule limits. There is no reason to believe 
that this awareness exists, or is being 
pursued. And, it may be argued that even 
from a patient perspective the recent 
revisions to the Phrma Code prohibiting 
branded pens, pencils, and notepads 
are so unlikely to resonate as to be 
purposeless. 

A different type of benefit—changing 
physicians’ expectations about gifts—has, 
by contrast, already been realized. And 
the metrics opportunity that the gift rules 
provide is undeniable. Gifts paid for with 
company credit cards can be tracked 
through existing audit systems, are easily 
measured, and present organizations 
with something that at least resembles 
a tangible return on an inherently 
ephemeral HCC investment. Moreover, 
this type of broad measure may provide 
insight into an organization’s overall 
culture of compliance. If, for example, 
a continuing violation of relatively 
straightforward gift limits could indicate 
that other, more complex, HCC policies 
are being similarly disregarded. 

All of which suggests that the gift rules do 
offer a modicum of value to the healthcare 
sector. Potentially, the rules could be used 
to reinforce positive patient perceptions 
about providers. They have already 
diminished physician expectations’ about 
the size and frequency of gifts from 
industry which, if nothing else, saves 
companies varying amounts of money. 
And measuring the degree of gift rule 
can provide a narrow window into an 
organization’s overall compliance profile. 
But at what cost? 

Costs 

Most large organizations have dedicated 
substantial resources to developing an 
effective HCC program organized around 
the OIG Guidance and the Codes. And 
in many of those organizations, much 
attention is paid to explaining the gift 
rules and policing their employees’ 
adherence to them. These rules can, 

however, easily produce other costs that 
are difficult, if not impossible, to quantify. 
Primary among them is the impact on a 
company’s compliance culture.

In health care supplier organizations, the 
key to survival is growth, which hinges 
upon relentless market development. 
Most companies increase sales by either 
reaching new doctors, expanding product 
usage to new patient populations, or 
both. One established pathway for doing 
so is clinical trials, another is continuing 
medical education (CME), and in each 
of them ‘thought-leaders’ predominate, 
either as participating clinical sites or as 
faculty lecturers. These thought-leaders 
also write much of the most impactful 
medical literature, serve on the editorial 
boards of key journals, sit on many 
FDA panels and train other physicians. 
For these reasons, competition among 
companies for these influential physicians 
is not only widespread, but also routine. 

The problem this poses for HCC is 
fundamental. At bottom, the OIG 
Guidance (and criminal statutes it 
references) require health care suppliers to 
compete solely on the quality, capability 
and price of their products. But to grow, 
or even simply maintain, market share, 
many companies feel compelled to 
continue competing for key physician 
relationships. As a result, HCC is tasked 
with the unenviable role of policing, and 
inhibiting, business practices that many 
companies rely on to generate their core 
revenue. 

This places the HCC function in 
a uniquely delicate and intensely 
scrutinized position. Most business 
leaders expect every cylinder of a 
company’s operations to contribute 
to or support revenue growth, and 
not to interfere with basic customer 
relationships. In companies where a 
mature compliance culture does not exist, 
HCC is often therefore perceived as a 
perplexing, expensive and ultimately 
unwelcome enigma. That dynamic makes 

it particularly important that whatever 
compliance policies are deployed be 
consistent with not only the law, but also 
with what the business perceives to be 
common sense. 

It can plausibly, and perhaps 
compellingly, be argued that the gift rules 
fall short of these criteria. This matters, 
because in an environment in which every 
handhold, real or imagined, is battled 
over there is a natural inclination to resist 
limitations on a sales representative’s 
ability to connect with his customers. 
Worse, gift rules unsupported by a solid 
rationale provide the employees of health 
care suppliers who are already indifferent 
to HCC with a strong reason to ignore it.  

Another likely gift rule cost, shared by 
health care suppliers and providers alike, 
concerns resource allocation within an 
organization’s HCC functions.  Despite 
the disconnect between authentic legal 
risk and the gift rules policing them 
has become, for many, the ‘face’ of 
HCC. To the extent that effort skews 
the compliance spend of organizations 
away from more complex, high dollar 
interactions with physicians, the gift 
rules may actually increase legal risk, not 
diminish it.

And that same disconnect may raise 
yet a third cost, referred to here as ‘false 
positives’. In effect, this is the flip-side 
of the previously identified ‘metrics’ 
rationale for the gift rules, (i.e., that 
widespread gift rule violations may 
indicate a similar disregard of other, more 
complex HCC policies). To illustrate this 
effect, assume a gift rule audit that reveals 
an 80 percent observation rate. Standing 
alone and unexplained, that finding is 
a powerful statistic. But what does this 
hypothetical audit sample really say? 
What percentage of those observations 
genuinely reflects bad intent, as opposed 
to individual decisions to simply ignore 
rules that have little apparent purpose, 
and no effective champion? Moreover, 
how many health care suppliers will 
spend the time and money needed to 
ferret out those distinctions? The answer 
is ‘virtually none’, raising the distinct 
possibility that gift rule audits may 
saddle an organization with self-created, 
potentially inaccurate compliance data 
that can actually increase the likelihood of 
prosecution. 

What distinguishes 
a gift from a bribe is 

bad intent.
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Solutions

We do not advocate eliminating the gift 
rules. But the way they are explained, 
deployed, and enforced should be 
carefully scrutinized and, where 
necessary, changed—in both for-profit 
and not-for-profit organizations, to 
achieve alignment with what those rules 
can realistically achieve.

More specifically, although the gift rules 
do not mitigate legal risk, they are a 
positive expression of physician ethics. As 
such, these rules can be trained on, and 
copies of them distributed, as a way of 
reinforcing patients’ trust in their doctors, 
and adding value to all concerned.

This same reality based focus can likewise 
yield dividends when applied to HCC 
and audit resource allocation, in terms of 
both frequency and content. HCC training 
should include, but not overly emphasize, 
the gift rules, which will rarely justify 
a stand-alone audit. But those rules can 
still be meaningfully policed, and more 
effectively used, as one part of a more 
comprehensive audit. Since, for example, 
all bribes rest on wrongful intent, an 
organization testing its Anti-kickback 
Act compliance profile should examine 
all relevant physician interactions. 
That audit scope suggests focusing on, 

among other things, links between an 
individual physician or hospital’s product 
purchasing patterns and the total value 
of everything received from the product 
vendor. Gifts, as one component of value 
received, should therefore be measured 
along with other pertinent monetized 
activities (e.g., consulting arrangements, 
advisory boards, grants, company 
sponsoring of CMEs, etc.).

When stand-alone gift rule audits are 
conducted, the audit plan should better 
reflect authentic legal risk. One way 
this can be done is by noting all gift 
rule activity, but defining observations 
to only capture high dollar value items 
or persistent violations by the same 
physician or employee. Another would 
be to define observations in terms of 
not only the value of a gift, but also the 
product usage pattern of the physician 
who received it. 

Conclusion 
It is very easy to announce an HCC 
function but, in many organizations, it has 
proved far more difficult to establish one. 
As a result, HCC officers may be reluctant 
to change existing rules in a way that 
other functions in the organization may 
perceive as a ‘dialing back’ of compliance. 
And one would expect this reluctance to 

be particularly pronounced when those 
rules are already embedded enough to be 
part of the face of HCC.  

We have argued here that the current gift 
rules, though widely accepted, do not 
reduce legal risk. It is a conclusion that 
can be disputed. Different organizations 
face different HCC challenges, and each of 
them has a unique compliance profile.

What cannot be argued, however, is that 
the compliance function’s real value is 
in accurately developing, protecting the 
integrity of, and acting on, facts. In that 
sense, the gift rules speak to more than 
the general effectiveness of compliance 
programs. They also speak to the 
complexity of HCC, and how that function 
will define itself in an unpredictable, 
dynamic enforcement environment. NP
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Do not hire a man who does your work for money, but him who does it for love of it. 
~ Henry David Thoreau


