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may be responsible for co-insurance (a 
percentage of the allowable charge). 

If a lab holds an out-of-network posi-
tion, its business opportunities may be 
more problematic. Labs may bill 100% 
of their charges to an insurance company 
but, in order to remain competitive with 
in-network participating labs, they may 
write-off any patient balance (accepting 
as payment-in-full the amount from the 
insurance company). A lab may be liable, 
however, for waiver of co-insurance, 
deductibles, or balance obligations. This 
type of activity can raise issues under 
various fraud and abuse laws. 

As a simple example, a lab bills a test 
for $100 to an insurance company with 
the expectation that it will receive $80. 
In normal circumstances, the lab expects 
the patient to pay $20 co-insurance. If it 
waives the $20 patient co-payment, some 
regulators and/or prosecutors argue that 
the lab’s usual and customary charge actu-
ally becomes $80, not $100. Consequent-
ly, they assert that the insurer’s obligation 
should be $64, not $80, and they contend 
that billing $100 with the expectation of 
receiving a total of $80, rather than the 
billed $100, raises compliance issues. To 
avert this situation, some laboratories bill 
patients for the co-insurance amounts but 
do not aggressively pursue payment with 
multiple dunning notices. 

Pricing and custom profiles
If a particular state or insurance plan 
permits “doctor billing” of lab tests, sales 
representatives typically do offer discounts 
to test-ordering physicians wishing to 
purchase testing services. If a lab grants 
discounts, it should strive to match the 
prices at which it sells its testing to the 
tests’ fair market value. The HHS Office of 
the Inspector General may take exception 
to below fair market prices that are offered 
in return for referrals of testing that will be 
reimbursed by the federal programs. As 
noted previously, the anti-kickback statute 
makes it a criminal offense to knowingly 
and willfully offer, pay, solicit, or receive 
remuneration to induce service referrals 
reimbursable by federal healthcare pro-
grams. When a laboratory offers testing at 
a price that is less than fair market value, 
the OIG may infer — depending on the 
facts — that the below fair market value 
price was offered in exchange for higher 
paying federal healthcare program busi-
ness. The question, therefore, is whether 

the discounted price represents a fair 
market value rate.

As a side note, sales people must real-
ize that the anti-kickback statute ascribes 
liability to all parties of an impermissible 
kickback transaction (i.e., the lab, sales rep 
and the physician are equally involved). 

Sometimes, a physician may request a 
custom profile of tests that facilitates his 
test ordering. Compliance safeguards for 
custom profiles include annually securing 
the physician’s signature on a custom 
profile form that: a) identifies the tests 
that the physician wants included in the 
profile, b) recommends that the physician 
order the profile for his Medicare and 
Medicaid patients only when all of the 
tests that are included in it are medically 
necessary for the patient for whom the 
profile is being ordered, and c) discloses 
the Medicare reimbursement amount for 
each component of the profile. The lab 
must also inform the physician(s) that 
using a custom profile may result in the 
ordering of tests which are not covered, 
reasonable, or medically necessary. The 

doctor should sign and date the notice and 
return it to the laboratory 

Due to direct contact with their clients/
prospects, sales people are at risk for trip-
ping into the laws that regulate conduct 
between those who refer and those who 
receive referrals. Compliance programs 
exist to reduce the likelihood of inadvertent 
violation of the fraud and abuse laws. The 
penalties for violation of the fraud and 
abuse laws can be extremely severe. It 
behooves every laboratory to develop its 
own compliance plan and ensure that those 
individuals who interface with clients and 
prospective customers fully understand the 
legal “rules of the road.” 

Peter Francis is president of Clinical Laboratory Sales 
Training. For more information, visit www.clinlabsales.com. 
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Note: The discussion provided in this article equates to a 
broad overview for general informational purposes only. 
Any legal questions or advice should be discussed with 
an attorney, specifically one well-versed in laboratory-
related compliance.
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