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56.124 Actions alternative or additional to 
disqualification.

AUTHORITY: 21 U.S.C. 321, 343, 346, 346a, 348, 
350a, 350b, 351, 352, 353, 355, 360, 360c–360f, 
360h–360j, 371, 379e, 381; 42 U.S.C. 216, 241, 262, 
263b–263n.

SOURCE: 46 FR 8975, Jan. 27, 1981, unless 
otherwise noted.

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. 
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 
parts 812 and 813. 

(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. 
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