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(3) Requesting that the applicant 
conduct additional independent studies 
to confirm the results of the ques-
tioned study; and 

(4) Refusing to treat the covered clin-
ical study as providing data that can 
be the basis for an agency action. 

§ 54.6 Recordkeeping and record re-
tention. 

(a) Financial records of clinical inves-
tigators to be retained. An applicant who 
has submitted a marketing application 
containing covered clinical studies 
shall keep on file certain information 
pertaining to the financial interests of 
clinical investigators who conducted 
studies on which the application relies 
and who are not full or part-time em-
ployees of the applicant, as follows: 

(1) Complete records showing any fi-
nancial interest or arrangement as de-
scribed in § 54.4(a)(3)(i) paid to such 
clinical investigators by the sponsor of 
the covered study. 

(2) Complete records showing signifi-
cant payments of other sorts, as de-
scribed in § 54.4(a)(3)(ii), made by the 
sponsor of the covered clinical study to 
the clinical investigator. 

(3) Complete records showing any fi-
nancial interests held by clinical inves-
tigators as set forth in § 54.4(a)(3)(iii) 
and (a)(3)(iv). 

(b) Requirements for maintenance of 
clinical investigators’ financial records. 
(1) For any application submitted for a 
covered product, an applicant shall re-
tain records as described in paragraph 
(a) of this section for 2 years after the 
date of approval of the application. 

(2) The person maintaining these 
records shall, upon request from any 
properly authorized officer or employee 
of FDA, at reasonable times, permit 
such officer or employee to have access 
to and copy and verify these records. 
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Subpart A—General Provisions 
§ 56.101 Scope. 

(a) This part contains the general 
standards for the composition, oper-
ation, and responsibility of an Institu-
tional Review Board (IRB) that reviews 
clinical investigations regulated by the 
Food and Drug Administration under 
sections 505(i) and 520(g) of the act, as 
well as clinical investigations that sup-
port applications for research or mar-
keting permits for products regulated 
by the Food and Drug Administration, 
including foods, including dietary sup-
plements, that bear a nutrient content 
claim or a health claim, infant for-
mulas, food and color additives, drugs 
for human use, medical devices for 
human use, biological products for 
human use, and electronic products. 
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Compliance with this part is intended 
to protect the rights and welfare of 
human subjects involved in such inves-
tigations. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

[46 FR 8975, Jan. 27, 1981, as amended at 64 
FR 399, Jan. 5, 1999; 66 FR 20599, Apr. 24, 2001] 

§ 56.102 Definitions. 
As used in this part: 
(a) Act means the Federal Food, 

Drug, and Cosmetic Act, as amended 
(secs. 201–902, 52 Stat. 1040 et seq., as 
amended (21 U.S.C. 321–392)). 

(b) Application for research or mar-
keting permit includes: 

(1) A color additive petition, de-
scribed in part 71. 

(2) Data and information regarding a 
substance submitted as part of the pro-
cedures for establishing that a sub-
stance is generally recognized as safe 
for a use which results or may reason-
ably be expected to result, directly or 
indirectly, in its becoming a compo-
nent or otherwise affecting the charac-
teristics of any food, described in 
§ 170.35. 

(3) A food additive petition, described 
in part 171. 

(4) Data and information regarding a 
food additive submitted as part of the 
procedures regarding food additives 
permitted to be used on an interim 
basis pending additional study, de-
scribed in § 180.1. 

(5) Data and information regarding a 
substance submitted as part of the pro-
cedures for establishing a tolerance for 
unavoidable contaminants in food and 
food-packaging materials, described in 
section 406 of the act. 

(6) An investigational new drug appli-
cation, described in part 312 of this 
chapter. 

(7) A new drug application, described 
in part 314. 

(8) Data and information regarding 
the bioavailability or bioequivalence of 
drugs for human use submitted as part 
of the procedures for issuing, amend-
ing, or repealing a bioequivalence re-
quirement, described in part 320. 

(9) Data and information regarding 
an over-the-counter drug for human 
use submitted as part of the procedures 

for classifying such drugs as generally 
recognized as safe and effective and not 
misbranded, described in part 330. 

(10) An application for a biologics li-
cense, described in part 601 of this 
chapter. 

(11) Data and information regarding a 
biological product submitted as part of 
the procedures for determining that li-
censed biological products are safe and 
effective and not misbranded, as de-
scribed in part 601 of this chapter. 

(12) An Application for an Investiga-
tional Device Exemption, described in 
part 812. 

(13) Data and information regarding a 
medical device for human use sub-
mitted as part of the procedures for 
classifying such devices, described in 
part 860. 

(14) Data and information regarding a 
medical device for human use sub-
mitted as part of the procedures for es-
tablishing, amending, or repealing a 
standard for such device, described in 
part 861. 

(15) An application for premarket ap-
proval of a medical device for human 
use, described in section 515 of the act. 

(16) A product development protocol 
for a medical device for human use, de-
scribed in section 515 of the act. 

(17) Data and information regarding 
an electronic product submitted as 
part of the procedures for establishing, 
amending, or repealing a standard for 
such products, described in section 358 
of the Public Health Service Act. 

(18) Data and information regarding 
an electronic product submitted as 
part of the procedures for obtaining a 
variance from any electronic product 
performance standard, as described in 
§ 1010.4. 

(19) Data and information regarding 
an electronic product submitted as 
part of the procedures for granting, 
amending, or extending an exemption 
from a radiation safety performance 
standard, as described in § 1010.5. 

(20) Data and information regarding 
an electronic product submitted as 
part of the procedures for obtaining an 
exemption from notification of a radi-
ation safety defect or failure of compli-
ance with a radiation safety perform-
ance standard, described in subpart D 
of part 1003. 
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(21) Data and information about a 
clinical study of an infant formula 
when submitted as part of an infant 
formula notification under section 
412(c) of the Federal Food, Drug, and 
Cosmetic Act. 

(22) Data and information submitted 
in a petition for a nutrient content 
claim, described in § 101.69 of this chap-
ter, and for a health claim, described in 
§ 101.70 of this chapter. 

(23) Data and information from inves-
tigations involving children submitted 
in a new dietary ingredient notifica-
tion, described in § 190.6 of this chapter. 

(c) Clinical investigation means any 
experiment that involves a test article 
and one or more human subjects, and 
that either must meet the require-
ments for prior submission to the Food 
and Drug Administration under section 
505(i) or 520(g) of the act, or need not 
meet the requirements for prior sub-
mission to the Food and Drug Adminis-
tration under these sections of the act, 
but the results of which are intended to 
be later submitted to, or held for in-
spection by, the Food and Drug Admin-
istration as part of an application for a 
research or marketing permit. The 
term does not include experiments that 
must meet the provisions of part 58, re-
garding nonclinical laboratory studies. 
The terms research, clinical research, 
clinical study, study, and clinical inves-
tigation are deemed to be synonymous 
for purposes of this part. 

(d) Emergency use means the use of a 
test article on a human subject in a 
life-threatening situation in which no 
standard acceptable treatment is avail-
able, and in which there is not suffi-
cient time to obtain IRB approval. 

(e) Human subject means an indi-
vidual who is or becomes a participant 
in research, either as a recipient of the 
test article or as a control. A subject 
may be either a healthy individual or a 
patient. 

(f) Institution means any public or 
private entity or agency (including 
Federal, State, and other agencies). 
The term facility as used in section 
520(g) of the act is deemed to be syn-
onymous with the term institution for 
purposes of this part. 

(g) Institutional Review Board (IRB) 
means any board, committee, or other 
group formally designated by an insti-

tution to review, to approve the initi-
ation of, and to conduct periodic re-
view of, biomedical research involving 
human subjects. The primary purpose 
of such review is to assure the protec-
tion of the rights and welfare of the 
human subjects. The term has the 
same meaning as the phrase institu-
tional review committee as used in sec-
tion 520(g) of the act. 

(h) Investigator means an individual 
who actually conducts a clinical inves-
tigation (i.e., under whose immediate 
direction the test article is adminis-
tered or dispensed to, or used involv-
ing, a subject) or, in the event of an in-
vestigation conducted by a team of in-
dividuals, is the responsible leader of 
that team. 

(i) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are 
not greater in and of themselves than 
those ordinarily encountered in daily 
life or during the performance of rou-
tine physical or psychological exami-
nations or tests. 

(j) Sponsor means a person or other 
entity that initiates a clinical inves-
tigation, but that does not actually 
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 
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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; 74 FR 2368, Jan. 15, 2009] 

§ 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 
Food and Drug Administration or ap-
proved by the Environmental Protec-
tion Agency or the Food Safety and In-
spection Service of the U.S. Depart-
ment of Agriculture. 

[46 FR 8975, Jan. 27, 1981, as amended at 56 
FR 28028, June 18, 1991] 

§ 56.105 Waiver of IRB requirement. 

On the application of a sponsor or 
sponsor-investigator, the Food and 
Drug Administration may waive any of 
the requirements contained in these 
regulations, including the require-
ments for IRB review, for specific re-
search activities or for classes of re-
search activities, otherwise covered by 
these regulations. 


		Superintendent of Documents
	2012-06-08T07:09:57-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




