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(14) The statement prepared and
signed by the quality assurance unit as
described in §792.35(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. Modification of a final re-
port to comply with the submission re-
quirements of EPA does not constitute
a correction, addition, or amendment
to a final report.

(d) A copy of the final report and of
any amendment to it shall be main-
tained by the sponsor and the test fa-
cility.

§792.190 Storage and
records and data.

(a) All raw data, documentation,
records, protocols, specimens, and final
reports generated as a result of a study
shall be retained. Specimens obtained
from mutagenicity tests, specimens of
soil, water, and plants, and wet speci-
mens of blood, urine, feces, and biologi-
cal fluids, do not need to be retained
after quality assurance verification.
Correspondence and other documents
relating to interpretation and evalua-
tion of data, other than those docu-
ments contained in the final report,
also shall be retained.

(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 of 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
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.
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§792.195

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

§792.195

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

(b)(1) Except as provided in para-
graph (c¢) of this section, documenta-
tion records, raw data, and specimens
pertaining to a study and required to
be retained by this part shall be re-
tained in the archive(s) for a period of
at least ten years following the effec-
tive date of the applicable final test
rule.

(2) In the case of negotiated testing
agreements, each agreement will con-
tain a provision that, except as pro-
vided in paragraph (c) of this section,
documentation records, raw data, and
specimens pertaining to a study and re-
quired to be retained by this part shall
be retained in the archive(s) for a pe-
riod of at least ten years following the
publication date of the acceptance of a
negotiated test agreement.

(3) In the case of testing submitted
under section 5, except for those items
listed in paragraph (c) of this section,
documentation records, raw data, and
specimens pertaining to a study and re-
quired to be retained by this part shall
be retained in the archive(s) for a pe-
riod of at least five years following the
date on which the results of the study
are submitted to the agency.

(c) Wet specimens, samples of test,
control, or reference substances, and
specially prepared material which are
relatively fragile and differ markedly
in stability and quality during storage,
shall be retained only as long as the
quality of the preparation affords eval-
uation. Specimens obtained from mu-
tagenicity tests, specimens of soil,
water, and plants, and wet specimens
of blood, urine, feces, biological fluids,
do not need to be retained after quality
assurance verification. In no case shall
retention be required for longer periods
than those set forth in paragraph (b) of
this section.

(d) The master schedule sheet, copies
of protocols, and records of quality as-
surance inspections, as required by

Retention of records.
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§792.35(c) shall be maintained by the
quality assurance unit as an easily ac-
cessible system of records for the pe-
riod of time specified in paragraph (b)
of this section.

(e) Summaries of training and experi-
ence and job descriptions required to be
maintained by §792.29(b) may be re-
tained along with all other testing fa-
cility employment records for the
length of time specified in paragraph
(b) of this section.

(f) Records and reports of the mainte-
nance and calibration and inspection of
equipment, as required by §792.63 (b)
and (c), shall be retained for the length
of time specified in paragraph (b) of
this section.

(g) If a facility conducting testing or
an archive contracting facility goes
out of business, all raw data, docu-
mentation, and other material speci-
fied in this section shall be transferred
to the archives of the sponsor of the
study. The EPA shall be notified in
writing of such a transfer.

(h) Specimens, samples, or other non-
documentary materials need not be re-
tained after EPA has notified in writ-
ing the sponsor or testing facility hold-
ing the materials that retention is no
longer required by EPA. Such notifica-
tion normally will be furnished upon
request after EPA or FDA has com-
pleted an audit of the particular study
to which the materials relate and EPA
has concluded that the study was con-
ducted in accordance with this part.

(i) Records required by this part may
be retained either as original records
or as true copies such as photocopies,
microfilm, microfiche, or other accu-
rate reproductions of the original
records.

PART 795—PROVISIONAL TEST
GUIDELINES

Subpart A [Reserved]

Subpart B—Provisional Chemical Fate
Guidelines

Sec.

795.70 Indirect photolysis screening test:
Sunlight photolysis in waters containing
dissolved humic substances.
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Subpart C—Provisional Environmental
Effects Guidelines

795.120 Gammarid acute toxicity test.

Subpart D—Provisional Health Effects
Guidelines

795.225 Dermal pharmacokinetics of DGBE
and DGBA.

795.228 Oral/dermal pharmacoKkinetics.

795.231 Pharmacokinetics of isopropanal.

795.232 Inhalation and dermal pharmaco-
kinetics of commercial hexane.

795.250 Developmental neurotoxicity screen.

AUTHORITY: 15 U.S.C. 2603.
Subpart A [Reserved]

Subpart B—Provisional Chemical
Fate Guidelines

§795.70 Indirect photolysis screening
test: Sunlight photolysis in waters
containing dissolved humic sub-
stances.

(a) Introduction. (1) Chemicals dis-
solved in natural waters are subject to
two types of photoreaction. In the first
case, the chemical of interest absorbs
sunlight directly and is transformed to
products when unstable excited states
of the molecule decompose. In the sec-
ond case, reaction of dissolved chem-
ical is the result of chemical or elec-
tronic excitation transfer from light-
absorbing humic species in the natural
water. In contrast to direct photolysis,
this photoreaction is governed initially
by the spectroscopic properties of the
natural water.

(2) In general, both indirect and di-
rect processes can proceed simulta-
neously. Under favorable conditions
the measurement of a photoreaction
rate constant in sunlight (Kyg) in a nat-
ural water body will yield a net value
that is the sum of two first-order reac-
tion rate constants for the direct (Kpg)
and indirect (ki) pathways which can
be expressed by the relationship

Equation 1
kpe=KkpetKie.

This relationship is obtained when the
reaction volume is optically thin so
that a negligible fraction of the inci-
dent light is absorbed and is suffi-
ciently dilute in test chemical; thus
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