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136 Risk Management and Legal Issues for the Practice 
 
In the dynamic world of health care, the pathology practice must adapt and respond to a growing number of risk 
management and legal issues.  This session will prepare participants to meet these challenges by discussing 
current trends, issues, and strategies to adapt and survive in pathology practice. The ultimate goal is to help 
practices identify options to remain competitive in the future.  
 

• Participants will be provided information regarding potential liability issues in laboratory medicine. 
• The session will address common pitfalls in pathology and laboratory sales and marketing issues. 

 
FACULTY:  
 
Jane Wood 
 
Entire Pathology Team 
Laboratory/Business Management 
Laboratory & Business Management 
2.0 CME/CMLE Credits 
 
 
Accreditation Statement: The American Society for Clinical Pathology (ASCP) is accredited by the 
Accreditation Council for Continuing Medical Education to provide continuing medical education (CME) for 
physicians. This activity has been planned and implemented in accordance with the Essential Areas and Policies 
of the Accreditation Council for Continuing Medical Education (ACCME). 
 
Credit Designation: The ASCP designates this enduring material for a maximum of 2 AMA PRA Category 1 
Credits™. Physicians should only claim credit commensurate with the extent of their participation in the 
activity. ASCP continuing education activities are accepted by California, Florida, and many other states for 
relicensure of clinical laboratory personnel. ASCP designates these activities for the indicated number of 
Continuing Medical Laboratory Education (CMLE) credit hours. ASCP CMLE credit hours are acceptable to 
meet the continuing education requirements for the ASCP Board of Registry Certification Maintenance 
Program. All ASCP CMLE programs are conducted at intermediate to advanced levels of learning. Continuing 
medical education (CME) activities offered by ASCP are acceptable for the American Board of Pathology’s 
Maintenance of Certification Program.
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The marketing of pathology and laboratory services is very competitive, raising the 
compliance stakes with respect to marketing techniques to secure new clients and retain existing 
clients.  Any benefits provided to referral sources, however, must be carefully considered in light of 
applicable federal and state fraud and abuse regulations, many of which carry criminal penalties in 
addition to substantial civil monetary fines.  The most relevant federal restrictions are the following:

 The Medicare and Medicaid anti-kickback law prohibits the knowing and willful 
solicitation, offer, payment or receipt of any remuneration, whether direct or indirect, 
in cash or in kind, to induce or in return for referrals for items or service covered by
the Medicare, Medicaid or other government health program.  Violations are 
punishable by civil monetary penalties, criminal penalties, and exclusion from the 
Medicare and Medicaid programs.

 The Stark law prohibits a physician from making a referral for certain designated 
health services (including clinical laboratory and anatomic pathology services) for 
which payment may be made under the Medicare or Medicaid program, if the 
physician (or an immediate family member) has a financial relationship with the 
entity that provides the designated health services.  The Stark law contains limited 
exceptions.  The penalties include civil monetary penalties and exclusion from the 
Medicare and Medicaid programs.

It is important to review the guidance provided by the Office of the Inspector General 
(“OIG”) with respect to the marketing of pathology and laboratory services and is most often in the 
form of Fraud Alerts, Bulletins, and Advisory Opinions (http://oig.hhs.gov/):  

 Provision of Free Goods and Services (OIG letters dated July 1, 1997 and July 3, 
1997) – In these two letters, the OIG wrote about the provision of computers to 
referral sources of laboratory services.  If referral source is free to use it for a variety 
of purposes in addition to receiving test results, the computer may constitute an 
illegal inducement.  The OIG also explained that the analysis would be equally 
applicable to fax machines, consulting services, or gifts given to referral sources, 
either for free or at a cost below fair market value.

 Free Prostate Biopsy Needles (OIG letter dated August 4, 1997) – The OIG 
explained that biopsy needles have a clear independent value to physicians, and that 
the cost of the needles may already be included in the practice expense portion of the 
Medicare payment made to the physician.  Under these circumstances, an obvious 

mailto:jwood@mcdonaldhopkins.com
http://www.mcdonaldhopkins.com/
http://oig.hhs.gov/


{2952842:} 2

inference is that the biopsy needles are being provided to the physicians by the 
pathology laboratories in exchange for referrals.  

 Free Services Performed by Laboratories (OIG letter dated October 2, 1997) –
The OIG explained that a kickback violation could occur if a phlebotomist placed in a 
referral source’s office or facility by the laboratory performs clerical or medical 
functions not directly related to the collection or processing of laboratory specimens.  
This letter also described as suspect a situation where clinical laboratories provide a 
variety of chart review and infection control services for nursing homes free of 
charge.

 Arrangements for the Provision of Clinical Laboratory Services (Fraud Alert 
dated October 1994) – This fraud alert describes the following arrangements as
suspect under the Medicare and Medicaid anti-kickback law: the provision, without 
charge, of a phlebotomist in a physician’s office who performs additional tasks that 
are normally the responsibility of the physician’s office staff; below-market 
laboratory pricing for renal dialysis centers; free pickup and disposal of biohazardous 
waste products unrelated to the collection of specimens for the outside laboratory; the 
provision of computers or fax machines without charge, unless such equipment is 
integral to and exclusively used for the performance of the outside laboratory’s work; 
and provision of free laboratory testing for referring health care providers, their 
families and their employees.

The Stark self-referral law contains an exception for non-monetary compensation.  This 
exception permits a pathology or laboratory provider to provide certain non-monetary compensation 
to referring physicians, and avoid violation of the Stark law.  The Stark limit is adjusted for inflation 
every year, and currently is $365.00 annually per physician.  It is important to note that this 
exception covers only non-monetary compensation provided to a physician, and does not include 
cash, cash equivalence, or gift certificates.

In addition, in commentary to the Stark II regulations, the government provided guidance 
with respect to the provision of free supplies by laboratories for the collection of specimens.  The 
government explained that low cost supplies used solely to collect specimens for the laboratory may 
be provided without charge to a physician.  However, higher cost items used by the physician to 
perform the underlying surgical procedure, such as biopsy needles and snares, could violate the law.

Free Meals and Other Non-Monetary Compensation – Boxed lunches, dinner meals, 
coffee mugs, and other small items or gifts are commonly provided by pathologists and laboratories 
to referring physicians.  These are subject to the Stark $362.00 per physician non-monetary 
compensation limit.  For example, in a physician office with five physicians, up to $1,810.00 worth 
of free meals may be provided annually, presuming no other monetary compensation is provided to 
any of the physicians during the year.  It is prudent for the pathology or laboratory provider to 
maintain a detailed log of all such meals provided during the year, the cost of the meals, the date the 
meals were provided, and the physicians for whom the meals were provided.  

It is important to note that the annual non-monetary compensation limit would cover all 
non-monetary items provided to physicians, including free coffee mugs, pens, and other incidental 
supplies, in addition to meals.  Gift certificates to restaurants and other vendor gift certificates are 
strictly prohibited and the provision of these items would violate the Stark law.
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Pap Results and Reminders – The provision of Pap results cards and annual appointment 
reminder cards poses difficult compliance issues.  If a laboratory bears the expense of printing Pap 
result cards or reminder cards with the name and address of the referring clinician and/or if the
laboratory bears the postage expense involved in sending these cards, the government would likely 
view such activities to violate the federal fraud and abuse laws. This is because the laboratory is 
picking up an expense on behalf of the referral source. However, there is much less concern if a 
laboratory sends its own notice (referencing only the laboratory) informing the patients of the results 
of the laboratory testing performed by the laboratory.  Therefore, while bearing the expense of a Pap 
results card with the clinician’s name on the card would be problematic from a compliance 
standpoint, the compliance risks are substantially reduced if the laboratory sends its own results card 
providing the results of its testing to the patients.  Similarly, there are relatively minimal compliance 
risks if a laboratory sends a reminder card to patients for whom it has provided testing in the past, 
reminding the patients to contact their clinicians (who should remain unnamed on the card) to 
schedule their annual examinations.

Speculums, Biopsy Needles and Snares – Disposal speculums are clearer compliance risk.  
As explained above, the commentary to the Stark II regulations clearly explains that laboratories may 
only provide low cost items that are used solely for collection purposes.  The government 
commentary explains that the items “must be used solely to collect, transport, process or store 
specimens for the laboratory …, such as cups used for urine collections or vials used to hold and 
transport blood to the [laboratory] … [The government] does not regard specialized equipment such 
as disposal or reusable aspiration and injection needles and snares as solely collection or storage 
devices.  Instead, these items are also surgical tools that are routinely used as part of a surgical or 
medical procedure.”  Speculums are used as part of the pelvic examination, for which the clinician 
submits a claim for his or her services.  The speculum is not used solely for the collection or 
transportation of the specimen that will be sent to the laboratory.  Therefore, the provision of disposal 
speculums without charge by a laboratory to a clinician would appear to be a violation of the Stark 
law, subjecting both the laboratory and the clinician to the significant penalties for violation of the 
Stark law.

Similarly, the provision of biopsy needles and snares without charge would violate the Stark 
law.  The text quoted above from the Stark II regulatory preamble clearly refers to biopsy needles 
and snares as surgical devices that are used by the clinician for the underlying surgical or medical 
procedure, and are not items or devices that can be provided without charge to the physician.

It is important to keep in mind that violation of the Stark law or the Medicare and Medicaid 
anti-kickback law subjects both parties to civil and criminal penalties, so the clinician is equally at 
risk with the laboratory.  Pathologists and laboratories also should consider any applicable state fraud 
and abuse laws.
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inference is that the biopsy needles are being provided to the physicians by the 
pathology laboratories in exchange for referrals.  

 Free Services Performed by Laboratories (OIG letter dated October 2, 1997) –
The OIG explained that a kickback violation could occur if a phlebotomist placed in a 
referral source’s office or facility by the laboratory performs clerical or medical 
functions not directly related to the collection or processing of laboratory specimens.  
This letter also described as suspect a situation where clinical laboratories provide a 
variety of chart review and infection control services for nursing homes free of 
charge.

 Arrangements for the Provision of Clinical Laboratory Services (Fraud Alert 
dated October 1994) – This fraud alert describes the following arrangements as
suspect under the Medicare and Medicaid anti-kickback law: the provision, without 
charge, of a phlebotomist in a physician’s office who performs additional tasks that 
are normally the responsibility of the physician’s office staff; below-market 
laboratory pricing for renal dialysis centers; free pickup and disposal of biohazardous 
waste products unrelated to the collection of specimens for the outside laboratory; the 
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and provision of free laboratory testing for referring health care providers, their 
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every year, and currently is $365.00 annually per physician.  It is important to note that this 
exception covers only non-monetary compensation provided to a physician, and does not include 
cash, cash equivalence, or gift certificates.

In addition, in commentary to the Stark II regulations, the government provided guidance 
with respect to the provision of free supplies by laboratories for the collection of specimens.  The 
government explained that low cost supplies used solely to collect specimens for the laboratory may 
be provided without charge to a physician.  However, higher cost items used by the physician to 
perform the underlying surgical procedure, such as biopsy needles and snares, could violate the law.

Free Meals and Other Non-Monetary Compensation – Boxed lunches, dinner meals, 
coffee mugs, and other small items or gifts are commonly provided by pathologists and laboratories 
to referring physicians.  These are subject to the Stark $362.00 per physician non-monetary 
compensation limit.  For example, in a physician office with five physicians, up to $1,810.00 worth 
of free meals may be provided annually, presuming no other monetary compensation is provided to 
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maintain a detailed log of all such meals provided during the year, the cost of the meals, the date the 
meals were provided, and the physicians for whom the meals were provided.  
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non-monetary items provided to physicians, including free coffee mugs, pens, and other incidental 
supplies, in addition to meals.  Gift certificates to restaurants and other vendor gift certificates are 
strictly prohibited and the provision of these items would violate the Stark law.
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