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

(10) The records to be maintained. 
(11) The date of approval of the pro-

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

(12) A statement of the proposed sta-
tistical methods to be used. 

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

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

§ 58.130 Conduct of a nonclinical lab-
oratory study. 

(a) The nonclinical laboratory 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) Records of gross findings for a 
specimen from postmortem observa-
tions should be available to a patholo-
gist when examining that specimen 
histopathologically. 

(e) All data generated during the con-
duct of a nonclinical laboratory study, 
except those that are generated by 
automated data collection systems, 
shall be recorded directly, promptly, 
and legibly in ink. All data entries 
shall be dated on the date of entry and 
signed or initialed by the person enter-
ing the data. Any change in entries 
shall be made so as not to obscure the 
original entry, shall indicate the rea-
son for such change, and shall be dated 
and signed or identified at the time of 
the change. In automated data collec-
tion systems, the individual respon-
sible for direct data input shall be iden-
tified at the time of data input. Any 
change in automated data entries shall 
be made so as not to obscure the origi-
nal entry, shall indicate the reason for 

change, shall be dated, and the respon-
sible individual shall be identified. 

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

Subparts H–I [Reserved] 

Subpart J—Records and Reports 

§ 58.185 Reporting of nonclinical lab-
oratory study results. 

(a) A final report shall be prepared 
for each nonclinical laboratory study 
and shall include, but not necessarily 
be limited to, the following: 

(1) Name and address of the facility 
performing the study and the dates on 
which the study was initiated and com-
pleted. 

(2) Objectives and procedures stated 
in the approved protocol, including any 
changes in the original protocol. 

(3) Statistical methods employed for 
analyzing the data. 

(4) The test and control articles iden-
tified by name, chemical abstracts 
number or code number, strength, pu-
rity, and composition or other appro-
priate characteristics. 

(5) Stability of the test and control 
articles under the conditions of admin-
istration. 

(6) A description of the methods used. 
(7) A description of the test system 

used. Where applicable, the final report 
shall include the number of animals 
used, sex, body weight range, source of 
supply, species, strain and substrain, 
age, and procedure used for identifica-
tion. 

(8) A description of the dosage, dos-
age regimen, route of administration, 
and duration. 

(9) A description of all 
cirmcumstances that may have af-
fected the quality or integrity of the 
data. 

(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. 
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