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(4) The proposed experimental start 
and termination dates. 

(5) Justification for selection of the 
test system. 

(6) Where applicable, the number, 
body weight, sex, source of supply, spe-
cies, strain, substrain, and age of the 
test system. 

(7) The procedure for identification of 
the test system. 

(8) A description of the experimental 
design, including methods for the con-
trol of bias. 

(9) Where applicable, a description 
and/or identification of the diet used in 
the study as well as solvents, emulsi-
fiers and/or other materials used to 
solubilize or suspend the test, control, 
or reference substances before mixing 
with the carrier. The description shall 
include specifications for acceptable 
levels of contaminants that are reason-
ably expected to be present in the die-
tary materials and are known to be ca-
pable of interfering with the purpose or 
conduct of the study if present at lev-
els greater than established by the 
specifications. 

(10) The route of administration and 
the reason for its choice. 

(11) Each dosage level, expressed in 
milligrams per kilogram of body or 
test system weight or other appro-
priate units, of the test, control, or ref-
erence substance to be administered 
and the method and frequency of ad-
ministration. 

(12) The type and frequency of tests, 
analyses, and measurements to be 
made. 

(13) The records to be maintained. 
(14) The date of approval of the pro-

tocol by the sponsor and the dated sig-
nature of the study director. 

(15) A statement of the proposed sta-
tistical method. 

(b) All changes in or revisions of an 
approved protocol and the reasons 
therefor shall be documented, signed 
by the study director, dated, and main-
tained with the protocol. 

§ 792.130 Conduct of a study. 
(a) The study shall be conducted in 

accordance with the protocol. 
(b) The test systems shall be mon-

itored in conformity with the protocol. 
(c) Specimens shall be identified by 

test system, study, nature, and date of 

collection. This information shall be 
located on the specimen container or 
shall accompany the specimen in a 
manner that precludes error in the re-
cording and storage of data. 

(d) In animal studies where 
histopathology is required, records of 
gross findings for a specimen from 
postmortem observations shall be 
available to a pathologist when exam-
ining that specimen 
histopathologically. 

(e) All data generated during the con-
duct of a study, except those that are 
generated by automated data collec-
tion systems, shall be recorded di-
rectly, promptly, and legibly in ink. 
All data entries shall be dated on the 
day of entry and signed or initialed by 
the person entering the data. Any 
change in entries shall be made so as 
not to obscure the original entry, shall 
indicate the reason for such change, 
and shall be dated and signed or identi-
fied at the time of the change. In auto-
mated data collection systems, the in-
dividual responsible for direct data 
input shall be identified at the time of 
data input. Any change in automated 
data entries shall be made so as not to 
obscure the original entry, shall indi-
cate the reason for change, shall be 
dated, and the responsible individual 
shall be identified. 

§ 792.135 Physical and chemical char-
acterization studies. 

(a) All provisions of the GLPs shall 
apply to physical and chemical charac-
terization studies designed to deter-
mine stability, solubility, octanol 
water partition coefficient, volatility, 
and persistence (such as biodegrada-
tion, photodegradation, and chemical 
degradation studies). 

(b) The following GLP standards 
shall not apply to studies designed to 
determine physical and chemical char-
acteristics of a test, control, or ref-
erence substance: 

Section 792.31 (c), (d), and (g) 
Section 792.35 (b) and (c) 
Section 792.43 
Section 792.45 
Section 792.47 
Section 792.49 
Section 792.81(b) (1), (2), (6) through (9), and 

(12) 
Section 792.90 
Section 792.105 (a) through (d) 
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