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Overview 

“The anti-kickback statute prohibits in the 

health care industry some practices that are 

common in other business sectors, such as 

offering gifts to reward past or potential new 

referrals.”  See OIG Supplemental Compliance 

Guidance for Hospitals, 70 FR at 4861  

(Jan. 31, 2005)  
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Federal Anti-Kickback Statute  

42 U.S.C. § 1320a-7b(b) 
• Prohibits anyone from  

– Knowingly and willingly 

– Offering or paying (soliciting or 

receiving) 

– Any remuneration (kickback, bribe or 

rebate) 

– Directly or indirectly, overtly or 

covertly 

– In cash or in kind 

– To any person  to induce such person 

to  

– purchase, lease, order or arrange for 

or recommend purchasing, leasing, or 

ordering any good, facility, service or 

item for which payment may be made, 

in whole or in part 

– Under a Federal Healthcare Program 
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Examples of “Remuneration” 

 • Free or below-market goods or services 

provided to the referral source 

• Absorbing a cost that the referral source 

otherwise must absorb 

• “Cross-referral” promises – e.g., you send me 

your patients and I’ll send you mine 

• Contractual Joint Ventures 

• Swapping 
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Caution! 

Almost  

Any  

Benefit  

by and between  

Medical Providers  

can be considered  

“Remuneration” 
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Intent Standard: “One Purpose” Test 

• As interpreted by OIG and some federal courts, the 

“one purpose” test means that if just one of your 

many purposes in paying the remuneration is to 

influence referrals, you have violated the law. 

• Due to the “one purpose” test, enforcers have 

unlimited discretion to prosecute an arrangement that 

implicates the AKS but does not fully meet an 

exception/safe harbor. 
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Anti-Kickback Statute 

Penalties 

• Criminal and civil penalties 

• $25,000 per offense 

• Imprisonment up to 5 years 

• Civil monetary penalties (exclusion and 

$50,000) 

• Possible False Claims Act liability 
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Safe Harbors 

• The OIG has established “safe harbors” that will 

protect an arrangement from enforcement if all of 

the requirements of the safe harbor are met.  

• Failure to comply with a safe harbor is not a per 

se violation of the Anti-kickback Statute, but may 

increase the risk that the arrangement may be 

scrutinized by the OIG. 

• Safe harbors overlap in many respects with the 

Stark exceptions, but safe harbors are voluntary.  
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Examples of Safe Harbors 

• Investment Interests 

• Bona fide employment arrangements 

• Personal Services and management arrangements 

• Space and Equipment Leases 

• Certain discounts 

• Payments to group purchasing agents 

• Risk-sharing arrangements with managed care plans 

• Waivers of coinsurance for federally qualified health 

centers 
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Safe Harbors - Caveat 

• Even if an arrangement complies with all of the 

applicable safe harbor requirements, the OIG 

maintains that safe harbor still may not protect any 

profit from the arrangement if the intent or purpose of 

the arrangement is to provide a referral source with 

the opportunity to generate or retain a profit from its, 

his, or her referrals.  

• Nonetheless, a key compliance tip is to fit an 

arrangement within a safe harbor wherever possible.  
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Proceeding Outside a Safe Harbor 

 
• Failure to bring an arrangement within a 

safe harbor arrangement will not violate the 

Anti-Kickback Statute per se. 

• The situation will be analyzed on a 

facts/circumstances basis.  

• Government may infer bad intent from 

certain facts/circumstances. 
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Key AKS Compliance Inquiries for 

Transactions Between Referral 

Sources 
 • Is the remuneration  

– fair-market value?  

– in an arm’s-length transaction? 

– for reasonable and necessary services that are 

actually rendered? 

• What is the legitimate business purpose?  Is there 

any service provided other than referrals? 

• Is the remuneration conditioned in whole or in part on 

referrals or other business generated between the 

parties? 
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Assessing Fair Market Value 
 

• Is a third-party valuation necessary? 

• Is the determination of fair-market value based 

upon a reasonable methodology that is 

uniformly applied and properly documented? 

• Is there any potential for “double-dipping,” i.e., 

paying a facility for services for which it is 

already receiving a composite rate? 
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Assessing Commercial 

Reasonableness 
 

 

 

 

 
• Would a reasonable commercial entity 

undertake the arrangement absent a 

potential for referrals? 

• Is there any potential for “swapping” or 

“cross-referrals” between the parties? 

• Is patient choice respected?  What 

safeguards are in place? 
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Key Question 

• Any time a health care business offers 

something to a physician or other referral 

source for free or at below fair market value, 

the question should be: 

 

 “Why?”  

 



Takeaways 



Tip #1: Hug a safe harbor or advisory 

opinion as closely as possible. 
 

• Document reasons why full compliance with 

an applicable safe harbor is not possible. 

• Adopt principles from relevant OIG 

guidance to the extent possible. 
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Tip #2: Don’t rely on safety in numbers. 

 

• Avoid being the next 

“national project.” 

• Be sensitive to areas 

of heightened 

scrutiny. 
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Tip #3: Be careful with gifts. 

• Sporting event tickets and recreational 

events 

• Fancy dinners  

• A “holiday basket” may be too much 
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Tip #4: Greed is NOT Good. 

The #1 red flags to investigators are: 

 

• Return on investments  

that appears excessive 

• Compensation that  

appears excessive 
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Tip #5: Fair Market Value is Your Best 

Friend. 

 
• For necessary, justifiable 

services/investments 

• By an independent,  

reliable source 

• Using recognized  

methodology 
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Tip #6: DOCUMENT! DOCUMENT! 

DOCUMENT! 

 
• All Legitimate business purposes 

• All Fair Market Values 

• All Services to be provided and time spent 

providing them 

 

But…documentation can be  

a two-edged sword if it is  

inaccurate when created or  

not fulfilled going forward. 
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Tip #7: Check compliance on an 

ongoing basis. 

Continually reassess to be certain that: 

• Deal is properly implemented 

• Parties fulfilling substantive 

responsibilities 

• Ongoing documentation  

is properly maintained 
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Tip #8: Think before you speak. 

• Use caution when 

drafting emails or leaving 

voicemails. 

• Consult a regulatory 

attorney about all 

potential regulatory 

issues. 
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Simple Guidelines 

• Four Objective questions: 

1. Does the arrangement or practice have a 

potential to interfere with, or skew, clinical 

decision-making? 

2. Does the arrangement or practice have a 

potential  to increase costs to Federal health 

care programs? 

3. Does the arrangement or practice have a 

potential to increase the risk of over utilization or 

inappropriate utilization? 

4. Does the arrangement or practice raise patient 

safety or quality of care concerns? 
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Questions 

 

Anna M. Grizzle, Esq. 

agrizzle@bassberry.com  

 

 

 

 


