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(f) Permission by parents or guard-
ians must be documented in accordance 
with and to the extent required by 
§ 50.27. 

(g) When the IRB determines that as-
sent is required, it must also determine 
whether and how assent must be docu-
mented.

§ 50.56 Wards. 
(a) Children who are wards of the 

State or any other agency, institution, 
or entity can be included in clinical in-
vestigations approved under § 50.53 or 
§ 50.54 only if such clinical investiga-
tions are: 

(1) Related to their status as wards; 
or 

(2) Conducted in schools, camps, hos-
pitals, institutions, or similar settings 
in which the majority of children in-
volved as subjects are not wards. 

(b) If the clinical investigation is ap-
proved under paragraph (a) of this sec-
tion, the IRB must require appoint-
ment of an advocate for each child who 
is a ward. 

(1) The advocate will serve in addi-
tion to any other individual acting on 
behalf of the child as guardian or in 
loco parentis. 

(2) One individual may serve as advo-
cate for more than one child. 

(3) The advocate must be an indi-
vidual who has the background and ex-
perience to act in, and agrees to act in, 
the best interest of the child for the 
duration of the child’s participation in 
the clinical investigation. 

(4) The advocate must not be associ-
ated in any way (except in the role as 
advocate or member of the IRB) with 
the clinical investigation, the investi-
gator(s), or the guardian organization.
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§ 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 
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