§792.107

or reference substance shall be docu-
mented by the sponsor or the testing
facility, and such location of docu-
mentation shall be specified.

(b) When relevant to the conduct of
the study the solubility of each test,
control, or reference substance shall be
determined by the testing facility or
the sponsor before the experimental
start date. The stability of the test,
control or reference substance shall be
determined before the experimental
start date or concomitantly according
to written standard operating proce-
dures, which provide for periodic anal-
ysis of each batch.

(c) Each storage container for a test,
control, or reference substance shall be
labeled by name, chemical abstracts
service number (CAS) or code number,
batch number, expiration date, if any,
and, where appropriate, storage condi-
tions necessary to maintain the iden-
tity, strength, purity, and composition
of the test, control, or reference sub-
stance. Storage containers shall be as-
signed to a particular test substance
for the duration of the study.

(d) For studies of more than 4 weeks
experimental duration, reserve samples
from each batch of test, control, and
reference substances shall be retained
for the period of time provided by
§792.195.

(e) The stability of test, control, and
reference substances under storage
conditions at the test site shall be
known for all studies.

§792.107 Test, control, and reference
substance handling.

Procedures shall be established for a
system for the handling of the test,
control, and reference substances to
ensure that:

(a) There is proper storage.

(b) Distribution is made in a manner
designed to preclude the possibility of
contamination, deterioration, or dam-
age.

(c) Proper identification is main-
tained throughout the distribution
process.

(d) The receipt and distribution of
each batch is documented. Such docu-
mentation shall include the date and
quantity of each batch distributed or
returned.
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§792.113 Mixtures of substances with
carriers.

(a) For each test, control, or ref-
erence substance that is mixed with a
carrier, tests by appropriate analytical
methods shall be conducted:

(1) To determine the uniformity of
the mixture and to determine, periodi-
cally, the concentration of the test,
control, or reference substance in the
mixture.

(2) When relevant to the conduct of
the experiment, to determine the solu-
bility of each test, control, or reference
substance in the mixture by the testing
facility or the sponsor before the exper-
imental start date.

(3) To determine the stability of the
test, control or reference substance in
the mixture before the experimental
start date or concomitantly according
to written standard operating proce-
dures, which provide for periodic anal-
ysis of each batch.

(b) Where any of the components of
the test, control, or reference sub-
stance carrier mixture has an expira-
tion date, that date shall be clearly
shown on the container. If more than
one component has an expiration date,
the earliest date shall be shown.

(c) If a vehicle is used to facilitate
the mixing of a test substance with a
carrier, assurance shall be provided
that the vehicle does not interfere with
the integrity of the test.

Subpart G—Protocol for and
Conduct of A Study

§792.120 Protocol.

(@) Each study shall have an ap-
proved written protocol that clearly in-
dicates the objectives and all methods
for the conduct of the study. The pro-
tocol shall contain but shall not nec-
essarily be limited to the following in-
formation:

(1) A descriptive title and statement
of the purpose of the study.

(2) Identification of the test, control,
and reference substance by name,
chemical abstracts service (CAS) num-
ber or code number.

(3) The name and address of the spon-
sor and the name and address of the
testing facility at which the study is
being conducted.



