
304 

21 CFR Ch. I (4–1–08 Edition) § 58.1 

SOURCE: 43 FR 60013, Dec. 22, 1978, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 58.1 Scope. 

(a) This part prescribes good labora-
tory practices for conducting nonclin-
ical laboratory studies that support or 
are intended to support applications 
for research or marketing permits for 
products regulated by the Food and 
Drug Administration, including food 
and color additives, animal food addi-
tives, human and animal drugs, med-
ical devices for human use, biological 
products, and electronic products. 
Compliance with this part is intended 
to assure the quality and integrity of 
the safety data filed pursuant to sec-
tions 406, 408, 409, 502, 503, 505, 506, 510, 
512–516, 518–520, 721, and 801 of the Fed-
eral Food, Drug, and Cosmetic Act and 
sections 351 and 354–360F of the Public 
Health Service Act. 

(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. 

[43 FR 60013, Dec. 22, 1978, as amended at 52 
FR 33779, Sept. 4, 1987; 64 FR 399, Jan. 5, 1999] 

§ 58.3 Definitions. 
As used in this part, the following 

terms shall have the meanings speci-
fied: 

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

(c) Control article means any food ad-
ditive, color additive, drug, biological 
product, electronic product, medical 
device for human use, or any article 
other than a test article, feed, or water 
that is administered to the test system 
in the course of a nonclinical labora-
tory study for the purpose of estab-
lishing a basis for comparison with the 
test article. 

(d) Nonclinical laboratory study means 
in vivo or in vitro experiments in 

which test articles are studied prospec-
tively in test systems under laboratory 
conditions to determine their safety. 
The term does not include studies uti-
lizing human subjects or clinical stud-
ies or field trials in animals. The term 
does not include basic exploratory 
studies carried out to determine 
whether a test article has any poten-
tial utility or to determine physical or 
chemical characteristics of a test arti-
cle. 

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

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

(2) A food additive petition, described 
in parts 171 and 571. 

(3) 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 use, which use results or may rea-
sonably 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 and 570.35. 

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

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

(7) Data and information regarding 
an over-the-counter drug for human 
use, submitted as part of the proce-
dures for classifying such drugs as gen-
erally recognized as safe and effective 
and not misbranded, described in part 
330. 

(8) Data and information about a sub-
stance submitted as part of the proce-
dures for establishing a tolerance for 
unavoidable contaminants in food and 
food-packaging materials, described in 
parts 109 and 509. 

(9) [Reserved] 
(10) A Notice of Claimed Investigational 

Exemption for a New Animal Drug, de-
scribed in part 511. 

(11) A new animal drug application, de-
scribed in part 514. 

(12) [Reserved] 
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(13) An application for a biologics li-
cense, described in part 601 of this chap-
ter. 

(14) An application for an investiga-
tional device exemption, described in 
part 812. 

(15) An Application for Premarket Ap-
proval of a Medical Device, described in 
section 515 of the act. 

(16) A Product Development Protocol for 
a Medical Device, described in section 
515 of the act. 

(17) Data and information regarding a 
medical device submitted as part of the 
procedures for classifying such devices, 
described in part 860. 

(18) Data and information regarding a 
medical device submitted as part of the 
procedures for establishing, amending, 
or repealing a performance standard 
for such devices, described in part 861. 

(19) 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. 

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

(21) 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. 

(22) Data and information regarding 
an electronic product submitted as 
part of the procedures for granting, 
amending, or extending an exemption 
from any electronic product perform-
ance standard, as described in § 1010.5. 

(23) A premarket notification for a 
food contact substance, described in 
part 170, subpart D, of this chapter. 

(f) Sponsor means: 
(1) A person who initiates and sup-

ports, by provision of financial or other 
resources, a nonclinical laboratory 
study; 

(2) A person who submits a nonclin-
ical study to the Food and Drug Ad-
ministration in support of an applica-

tion for a research or marketing per-
mit; or 

(3) A testing facility, if it both initi-
ates and actually conducts the study. 

(g) Testing facility means a person 
who actually conducts a nonclinical 
laboratory study, i.e., actually uses the 
test article in a test system. Testing fa-
cility includes any establishment re-
quired to register under section 510 of 
the act that conducts nonclinical lab-
oratory studies and any consulting lab-
oratory described in section 704 of the 
act that conducts such studies. Testing 
facility encompasses only those oper-
ational units that are being or have 
been used to conduct nonclinical lab-
oratory studies. 

(h) Person includes an individual, 
partnership, corporation, association, 
scientific or academic establishment, 
government agency, or organizational 
unit thereof, and any other legal enti-
ty. 

(i) Test system means any animal, 
plant, microorganism, or subparts 
thereof to which the test or control ar-
ticle is administered or added for 
study. Test system also includes appro-
priate groups or components of the sys-
tem not treated with the test or con-
trol articles. 

(j) Specimen means any material de-
rived from a test system for examina-
tion or analysis. 

(k) Raw data means any laboratory 
worksheets, records, memoranda, 
notes, or exact copies thereof, that are 
the result of original observations and 
activities of a nonclinical laboratory 
study and are necessary for the recon-
struction and evaluation of the report 
of that study. In the event that exact 
transcripts of raw data have been pre-
pared (e.g., tapes which have been tran-
scribed verbatim, dated, and verified 
accurate by signature), the exact copy 
or exact transcript may be substituted 
for the original source as raw data. 
Raw data may include photographs, 
microfilm or microfiche copies, com-
puter printouts, magnetic media, in-
cluding dictated observations, and re-
corded data from automated instru-
ments. 

(l) Quality assurance unit means any 
person or organizational element, ex-
cept the study director, designated by 
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testing facility management to per-
form the duties relating to quality as-
surance of nonclinical laboratory stud-
ies. 

(m) Study director means the indi-
vidual responsible for the overall con-
duct of a nonclinical laboratory study. 

(n) Batch means a specific quantity 
or lot of a test or control article that 
has been characterized according to 
§ 58.105(a). 

(o) Study initiation date means the 
date the protocol is signed by the study 
director. 

(p) Study completion date means the 
date the final report is signed by the 
study director. 

[43 FR 60013, Dec. 22, 1978, as amended at 52 
FR 33779, Sept. 4, 1987; 54 FR 9039, Mar. 3, 
1989; 64 FR 56448, Oct. 20, 1999; 67 FR 35729, 
May 21, 2002] 

§ 58.10 Applicability to studies per-
formed under grants and contracts. 

When a sponsor conducting a non-
clinical laboratory study intended to 
be submitted to or reviewed by the 
Food and Drug Administration utilizes 
the services of a consulting laboratory, 
contractor, or grantee to perform an 
analysis or other service, it shall no-
tify the consulting laboratory, con-
tractor, or grantee that the service is 
part of a nonclinical laboratory study 
that must be conducted in compliance 
with the provisions of this part. 

§ 58.15 Inspection of a testing facility. 
(a) A testing facility shall permit an 

authorized employee of the Food and 
Drug Administration, at reasonable 
times and in a reasonable manner, to 
inspect the facility and to inspect (and 
in the case of records also to copy) all 
records and specimens required to be 
maintained regarding studies within 
the scope of this part. The records in-
spection and copying requirements 
shall not apply to quality assurance 
unit records of findings and problems, 
or to actions recommended and taken. 

(b) The Food and Drug Administra-
tion will not consider a nonclinical lab-
oratory study in support of an applica-
tion for a research or marketing per-
mit if the testing facility refuses to 
permit inspection. The determination 
that a nonclinical laboratory study 
will not be considered in support of an 

application for a research or marketing 
permit does not, however, relieve the 
applicant for such a permit of any obli-
gation under any applicable statute or 
regulation to submit the results of the 
study to the Food and Drug Adminis-
tration. 

Subpart B—Organization and 
Personnel 

§ 58.29 Personnel. 

(a) Each individual engaged in the 
conduct of or responsible for the super-
vision of a nonclinical laboratory study 
shall have education, training, and ex-
perience, or combination thereof, to 
enable that individual to perform the 
assigned functions. 

(b) Each testing facility shall main-
tain a current summary of training and 
experience and job description for each 
individual engaged in or supervising 
the conduct of a nonclinical laboratory 
study. 

(c) There shall be a sufficient number 
of personnel for the timely and proper 
conduct of the study according to the 
protocol. 

(d) Personnel shall take necessary 
personal sanitation and health pre-
cautions designed to avoid contamina-
tion of test and control articles and 
test systems. 

(e) Personnel engaged in a nonclin-
ical laboratory study shall wear cloth-
ing appropriate for the duties they per-
form. Such clothing shall be changed 
as often as necessary to prevent micro-
biological, radiological, or chemical 
contamination of test systems and test 
and control articles. 

(f) Any individual found at any time 
to have an illness that may adversely 
affect the quality and integrity of the 
nonclinical laboratory study shall be 
excluded from direct contact with test 
systems, test and control articles and 
any other operation or function that 
may adversely affect the study until 
the condition is corrected. All per-
sonnel shall be instructed to report to 
their immediate supervisors any health 
or medical conditions that may reason-
ably be considered to have an adverse 
effect on a nonclinical laboratory 
study. 

VerDate Aug<31>2005 14:58 Apr 24, 2008 Jkt 214065 PO 00000 Frm 00316 Fmt 8010 Sfmt 8010 Y:\SGML\214065.XXX 214065rm
aj

et
te

 o
n 

P
R

O
D

P
C

74
 w

ith
 C

F
R


