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(10) The name of the study director,
the names of other scientists or profes-
sionals, and the names of all super-
visory personnel, involved in the study.

(11) A description of the trans-
formations, calculations, or operations
performed on the data, a summary and
analysis of the data, and a statement
of the conclusions drawn from the
analysis.

(12) The signed and dated reports of
each of the individual scientists or
other professionals involved in the
study.

(13) The locations where all speci-
mens, raw data, and the final report
are to be stored.

(14) The statement prepared and
signed by the quality assurance unit as
described in §58.35(b)(7).

(b) The final report shall be signed
and dated by the study director.

(c) Corrections or additions to a final
report shall be in the form of an
amendment by the study director. The
amendment shall clearly identify that
part of the final report that is being
added to or corrected and the reasons
for the correction or addition, and
shall be signed and dated by the person
responsible.

[43 FR 60013, Dec. 22, 1978, as amended at 52
FR 33781, Sept. 4, 1987]

§58.190 Storage and retrieval of

records and data.

(a) All raw data, documentation, pro-
tocols, final reports, and specimens
(except those specimens obtained from
mutagenicity tests and wet specimens
of blood, urine, feces, and biological
fluids) generated as a result of a non-
clinical laboratory study shall be re-
tained.

(b) There shall be archives for orderly
storage and expedient retrieval of all
raw data, documentation, protocols,
specimens, and interim and final re-
ports. Conditions of storage shall mini-
mize deterioration of the documents or
specimens in accordance with the re-
quirements for the time period of their
retention and the nature of the docu-
ments or specimens. A testing facility
may contract with commercial ar-
chives to provide a repository for all
material to be retained. Raw data and
specimens may be retained elsewhere

§58.195

provided that the archives have spe-
cific reference to those other locations.

(c) An individual shall be identified
as responsible for the archives.

(d) Only authorized personnel shall
enter the archives.

(e) Material retained or referred to in
the archives shall be indexed to permit
expedient retrieval.

[43 FR 60013, Dec. 22, 1978, as amended at 52
FR 33781, Sept. 4, 1987; 67 FR 9585, Mar. 4,
2002]

§58.195

(a) Record retention requirements set
forth in this section do not supersede
the record retention requirements of
any other regulations in this chapter.

(b) Except as provided in paragraph
(c) of this section, documentation
records, raw data and specimens per-
taining to a nonclinical laboratory
study and required to be made by this
part shall be retained in the archive(s)
for whichever of the following periods
is shortest:

(1) A period of at least 2 years fol-
lowing the date on which an applica-
tion for a research or marketing per-
mit, in support of which the results of
the nonclinical laboratory study were
submitted, is approved by the Food and
Drug Administration. This require-
ment does not apply to studies sup-
porting investigational new drug appli-
cations (IND’s) or applications for in-
vestigational device exemptions
(IDE’s), records of which shall be gov-
erned by the provisions of paragraph
(b)(2) of this section.

(2) A period of at least 5 years fol-
lowing the date on which the results of
the nonclinical laboratory study are
submitted to the Food and Drug Ad-
ministration in support of an applica-
tion for a research or marketing per-
mit.

(3) In other situations (e.g., where
the nonclinical laboratory study does
not result in the submission of the
study in support of an application for a
research or marketing permit), a pe-
riod of at least 2 years following the
date on which the study is completed,
terminated, or discontinued.

(c) Wet specimens (except those
specimens obtained from mutagenicity
tests and wet specimens of blood,
urine, feces, and biological fluids),

Retention of records.
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