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Food and Drug Administration, HHS § 54.2 

SOURCE: 63 FR 5250, Feb. 2, 1998, unless oth-
erwise noted. 

§ 54.1 Purpose. 

(a) The Food and Drug Administra-
tion (FDA) evaluates clinical studies 
submitted in marketing applications, 
required by law, for new human drugs 
and biological products and marketing 
applications and reclassification peti-
tions for medical devices. 

(b) The agency reviews data gen-
erated in these clinical studies to de-
termine whether the applications are 
approvable under the statutory re-
quirements. FDA may consider clinical 
studies inadequate and the data inad-
equate if, among other things, appro-
priate steps have not been taken in the 
design, conduct, reporting, and anal-
ysis of the studies to minimize bias. 
One potential source of bias in clinical 
studies is a financial interest of the 
clinical investigator in the outcome of 
the study because of the way payment 
is arranged (e.g., a royalty) or because 
the investigator has a proprietary in-
terest in the product (e.g., a patent) or 
because the investigator has an equity 
interest in the sponsor of the covered 
study. This section and conforming 
regulations require an applicant whose 
submission relies in part on clinical 
data to disclose certain financial ar-
rangements between sponsor(s) of the 
covered studies and the clinical inves-
tigators and certain interests of the 
clinical investigators in the product 
under study or in the sponsor of the 
covered studies. FDA will use this in-
formation, in conjunction with infor-
mation about the design and purpose of 
the study, as well as information ob-
tained through on-site inspections, in 
the agency’s assessment of the reli-
ability of the data. 

§ 54.2 Definitions. 

For the purposes of this part: 
(a) Compensation affected by the out-

come of clinical studies means compensa-
tion that could be higher for a favor-
able outcome than for an unfavorable 
outcome, such as compensation that is 
explicitly greater for a favorable result 
or compensation to the investigator in 
the form of an equity interest in the 
sponsor of a covered study or in the 

form of compensation tied to sales of 
the product, such as a royalty interest. 

(b) Significant equity interest in the 
sponsor of a covered study means any 
ownership interest, stock options, or 
other financial interest whose value 
cannot be readily determined through 
reference to public prices (generally, 
interests in a nonpublicly traded cor-
poration), or any equity interest in a 
publicly traded corporation that ex-
ceeds $50,000 during the time the clin-
ical investigator is carrying out the 
study and for 1 year following comple-
tion of the study. 

(c) Proprietary interest in the tested 
product means property or other finan-
cial interest in the product including, 
but not limited to, a patent, trade-
mark, copyright or licensing agree-
ment. 

(d) Clinical investigator means only a 
listed or identified investigator or sub-
investigator who is directly involved in 
the treatment or evaluation of re-
search subjects. The term also includes 
the spouse and each dependent child of 
the investigator. 

(e) Covered clinical study means any 
study of a drug or device in humans 
submitted in a marketing application 
or reclassification petition subject to 
this part that the applicant or FDA re-
lies on to establish that the product is 
effective (including studies that show 
equivalence to an effective product) or 
any study in which a single investi-
gator makes a significant contribution 
to the demonstration of safety. This 
would, in general, not include phase l 
tolerance studies or pharmacokinetic 
studies, most clinical pharmacology 
studies (unless they are critical to an 
efficacy determination), large open 
safety studies conducted at multiple 
sites, treatment protocols, and parallel 
track protocols. An applicant may con-
sult with FDA as to which clinical 
studies constitute ‘‘covered clinical 
studies’’ for purposes of complying 
with financial disclosure requirements. 

(f) Significant payments of other sorts 
means payments made by the sponsor 
of a covered study to the investigator 
or the institution to support activities 
of the investigator that have a mone-
tary value of more than $25,000, exclu-
sive of the costs of conducting the clin-
ical study or other clinical studies, 
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