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Laboratory Phlebotomists in Physician O�ces? 

States Increasingly Saying ‘No’

A
common practice among clinical laboratories is to place laboratory employ-

lab samples. This practice has been allowed, with some restrictions, under federal 
regulations. Increasingly, however, states are prohibiting this practice through their 
own anti-kickback and fraud regulations. Because of the far-reaching nature of these 
provisions, clinical laboratories should be mindful of state regulations before placing 

Federal Regulations

absence of state regulation, clinical laboratories placing phlebotomists in physician 

ensure that the phlebotomist does not perform any additional tasks that are normally 

The anti-kickback statute prohibits the exchange of anything of value made to 

-

law and that the anti-kickback statute might be implicated if the phlebotomist also 

prohibiting the phlebotomist from performing additional services alone was in 

performed.

Laboratories renting space from physicians for laboratory phlebotomists also must 
comply with the requirements of the Stark law since laboratory services are des-
ignated health services. The Stark law prohibits physician referrals of designated 

relationship with that entity, including compensation arrangements. An exception 
-

be exclusive to the tenant when being used by the tenant and the lease must be com-
mercially reasonable. To be commercially reasonable, the phlebotomist placement 
must satisfy the same business standards that a clinical laboratory would apply to 
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CLIA regulations apply to virtually all clinical laboratories, with the exception of 
those in certain states such as New York that have regulatory programs as stringent 
as CLIA. The CLIA program, operated by the Centers for Medicare and Medicaid 

CLIA is a comprehensive regulatory scheme, it only imposes a duty on laboratories to 
oversee the proper collection of laboratory samples and does not prohibit placement 

State Regulations
Certain states have prohibited or severely curtailed the practice of placing phle-

through legislation, while other states have limited the practice through administrative 

Pennsylvania and Florida

-
itly prohibit the placement of paid or unpaid clinical laboratory personnel in physi-

-
gardless of whether fair market value is paid. Similarly, 
both of these states prohibit clinical laboratories from leas-

also prohibits physicians from procuring clinical labora-

is at fair market value. As a result of the recent legislation, clinical laboratories can no 

The scope of the prohibition in both states is also similar and impacts all clinical 

this statute and a recommendation from AHCA to the appropriate licensing board that 
disciplinary action be taken. Therefore, clinical laboratories operating in neighboring 
states should be mindful of the recent statutory changes. Clinical laboratories with a 
national presence should consider enacting compliance procedures to ensure that no 

New York

New York regulates the behavior of clinical laboratories operating within its borders 
through regulations issued by the Wadsworth Center. The Wadsworth Center pro-
hibits placing clinical laboratory collection stations within any part of the practice, 

Certain states have prohibited or severely  
curtailed the practice of placing  

phlebotomists in physicians’ o�ces. 
Some of these states have created  

broad prohibitions through legislation, 
while other states have limited the  

practice through administrative agency 
e�orts, including regulations and  

advisory opinions.
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-
plying employees or agents to a referring physician to perform functions and duties 

Because New York requires any laboratory testing specimens originating in New 
York to hold a New York clinical laboratory license, the Wadsworth prohibitions 
will apply to any laboratory that tests New York specimens. Compliance with these 

-

New Jersey

of rent by clinical laboratories to physicians as a condition of provider enrollment 
in Medicaid. Because federal regulations, including the Stark law and the federal 
anti-kickback statute, require that the clinical laboratory pay fair market value rent 

stopped participating in Medicaid in order to continue to pay and receive rent for 

see
of monetary or nonmonetary remuneration to a physician to operate a collection sta-

The regulations provide an exception to the prohibition for freestanding collection 

that collection stations must meet to be deemed freestanding, including that these 

medical practice; and (2) be accessible through a public access entrance that clearly 
-

requirements of a freestanding collection station.

-
tories Division of the New Jersey Department of Health explained that the intention 
was not to prohibit the operation of collection stations entirely but to instead allow 
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-

California

While California does not have explicit legislative prohibitions on the placements 

kickback law, have been interpreted to prohibit laboratories from providing phle-

these statutes to prohibit the provision of 
professional courtesy services by clinical 
laboratories provided as compensation 
or inducement for referrals to a physi-

The opinion notes that even when there 
is no money changing hands there may 
still be improper consideration, which, 
if connected in any manner to the refer-
ral of patients, would violate Cal. Bus. 

absence of any legislative prohibition in California renders this practice permissible.

Conclusion
Clinical laboratories should be mindful of which state regulatory regimes prohibit the 

-
cal laboratories located in one state but looking to expand across the border to other 
states and to clinical laboratories with a national presence.

Clinical laboratories also should consider the impact of regulatory risk on their pro-

of the impact enforcement could have on their relationships with physicians.

have sparked a number of recent statutes and regulations severely limiting or prohibiting 

those licensed in these states—should be aware of state compliance requirements.     

Deborah Kantar Gardner, Esq., can be reached at 617-951-7207 or   
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As evidenced by Pennsylvania and 
Florida, prohibitions against placing 

phlebotomists in physicians’ o�ces are 
generally written broadly. The scope of 
these regulations will be of particular 

concern to clinical laboratories located 
in one state but looking to expand across 
the border to other states and to clinical 
laboratories with a national presence.


