§58.10

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).

(0) 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
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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.
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