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Food and Drug Administration, HHS § 56.104 

conduct the investigation, i.e., the test 
article is administered or dispensed to, 
or used involving, a subject under the 
immediate direction of another indi-
vidual. A person other than an indi-
vidual (e.g., a corporation or agency) 
that uses one or more of its own em-
ployees to conduct an investigation 
that it has initiated is considered to be 
a sponsor (not a sponsor-investigator), 
and the employees are considered to be 
investigators. 

(k) Sponsor-investigator means an in-
dividual who both initiates and actu-
ally conducts, alone or with others, a 
clinical investigation, i.e., under whose 
immediate direction the test article is 
administered or dispensed to, or used 
involving, a subject. The term does not 
include any person other than an indi-
vidual, e.g., it does not include a cor-
poration or agency. The obligations of 
a sponsor-investigator under this part 
include both those of a sponsor and 
those of an investigator. 

(l) Test article means any drug for 
human use, biological product for 
human use, medical device for human 
use, human food additive, color addi-
tive, electronic product, or any other 
article subject to regulation under the 
act or under sections 351 or 354–360F of 
the Public Health Service Act. 

(m) IRB approval means the deter-
mination of the IRB that the clinical 
investigation has been reviewed and 
may be conducted at an institution 
within the constraints set forth by the 
IRB and by other institutional and 
Federal requirements. 

[46 FR 8975, Jan. 27, 1981, as amended at 54 
FR 9038, Mar. 3, 1989; 56 FR 28028, June 18, 
1991; 64 FR 399, Jan. 5, 1999; 64 FR 56448, Oct. 
20, 1999; 65 FR 52302, Aug. 29, 2000; 66 FR 20599, 
Apr. 24, 2001] 

§ 56.103 Circumstances in which IRB 
review is required. 

(a) Except as provided in §§ 56.104 and 
56.105, any clinical investigation which 
must meet the requirements for prior 
submission (as required in parts 312, 
812, and 813) to the Food and Drug Ad-
ministration shall not be initiated un-
less that investigation has been re-
viewed and approved by, and remains 
subject to continuing review by, an 
IRB meeting the requirements of this 
part. 

(b) Except as provided in §§ 56.104 and 
56.105, the Food and Drug Administra-
tion may decide not to consider in sup-
port of an application for a research or 
marketing permit any data or informa-
tion that has been derived from a clin-
ical investigation that has not been ap-
proved by, and that was not subject to 
initial and continuing review by, an 
IRB meeting the requirements of this 
part. The determination that a clinical 
investigation may not be considered in 
support of an application for a research 
or marketing permit does not, how-
ever, relieve the applicant for such a 
permit of any obligation under any 
other applicable regulations to submit 
the results of the investigation to the 
Food and Drug Administration. 

(c) Compliance with these regula-
tions will in no way render inapplicable 
pertinent Federal, State, or local laws 
or regulations. 

[46 FR 8975, Jan. 27, 1981; 46 FR 14340, Feb. 27, 
1981] 

§ 56.104 Exemptions from IRB require-
ment. 

The following categories of clinical 
investigations are exempt from the re-
quirements of this part for IRB review: 

(a) Any investigation which com-
menced before July 27, 1981 and was 
subject to requirements for IRB review 
under FDA regulations before that 
date, provided that the investigation 
remains subject to review of an IRB 
which meets the FDA requirements in 
effect before July 27, 1981. 

(b) Any investigation commenced be-
fore July 27, 1981 and was not otherwise 
subject to requirements for IRB review 
under Food and Drug Administration 
regulations before that date. 

(c) Emergency use of a test article, 
provided that such emergency use is re-
ported to the IRB within 5 working 
days. Any subsequent use of the test 
article at the institution is subject to 
IRB review. 

(d) Taste and food quality evalua-
tions and consumer acceptance studies, 
if wholesome foods without additives 
are consumed or if a food is consumed 
that contains a food ingredient at or 
below the level and for a use found to 
be safe, or agricultural, chemical, or 
environmental contaminant at or 
below the level found to be safe, by the 
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