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Commercial Reasonableness 
 
 In order to provide clarification regarding the commercial reasonableness determinations that are 
made in TFHD’s contracting process, Hooper, Lundy, and Bookman has prepared the following summary 
of commercial reasonableness. 
 
 The concept of the commercial reasonableness of arrangements with physicians arises primarily 
under the Stark law. Two of the Stark law’s exceptions that are commonly used to protect arrangements 
between hospitals and physicians, the Fair Market Value Exception and the Isolated Financial 
Transactions Exception, include a commercial reasonableness requirement.  The Isolated Financial 
Transaction Exception requires that the remuneration is provided under an agreement that would be 
commercially reasonable even if the physician made no referrals to the entity.  (42 C.F.R. Sec. 
411.357(f)(2)).  The Fair Market Value Exception requires that the arrangement is commercially 
reasonable (taking into account the nature and scope of the transaction) and furthers the legitimate 
business purposes of the parties.  (42 C.F.R. Sec. 411.357(l)(4)).  The third exception that is commonly 
used to protect physician arrangements, the Personal Services Arrangements exception, does not 
explicitly include a requirement that the arrangement be commercially reasonable.  However, it does 
include a somewhat similar requirement that the aggregate services contracted for under an arrangement 
do not exceed those that are reasonable and necessary for the legitimate business purpose of the 
arrangement.  (42 C.F.R. Sec. 411.357(d)(1)(iii)).   
 
 CMS has further explained the meaning of commercial reasonableness on two occasions, in 
commentary accompanying iterations of the Stark law regulations.  CMS first stated as follows:  “We are 
interpreting “commercially reasonable” to mean that the arrangement appears to be a sensible, prudent 
business agreement, from the perspective of the particular parties involved, even in the absence of any 
potential referrals.”  (63 Fed. Reg. 1700 (January 9, 1998).   Later CMS made the following statement:  
“An arrangement will be considered “commercially reasonable” in the absence of referrals if the 
arrangement would make commercial sense if entered into by a reasonable entity of similar type and size 
and a reasonable physician (or family member or group practice) of similar scope and specialty, even if 
there were no potential [designated health services] referrals.  69 Fed. Reg. 16054 (March 26, 2004).  
 
 Based upon the above regulatory language and commentary, Hooper Lundy and Bookman has 
been able to provide a synthesized understanding of commercial reasonableness as it relates to TFHD’s  
contract approval process.  The commercial reasonableness of an Agreement brought to the Board of 
Directors for approval is a factual determination to be made on a case by case basis, taking into account 
the specific circumstances of each arrangement.  To better reflect such factual determinations, TFHD 
hasincluded the following certification language to the Contract Routing Form to support the commercial 
reasonableness of each particular arrangement: 
 

“I certify that I am aware of the particular facts and circumstances of the 
proposed arrangement with [physician or medical group], and I have 
determined (1) that the services to be provided by [physician or medical 
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group] under the arrangement do not exceed those that are reasonable 
and necessary for the legitimate business purposes of TFHD, and (2) 
that this is a sensible, prudent business arrangement for TFHD and 
[physician or medical group] to enter into, and makes commercial 
sense, even if no referrals were made by [physician or medical group] to 
TFHD or any of its facilities.” 
 

 The certification language has been prepared by Hooper, Lundy and Bookmanto aid TFHD in 
documenting the factual determinations of commercial reasonableness that take place in the contracting 
process.  The signatures obtained for each certification are gathered at the operational level from the 
director with the most intimate knowledge of the specific circumstances for each arrangement.   
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