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of, a study that must be conducted in 
compliance with the provisions of this 
part. 

§ 160.12 Statement of compliance or 
non-compliance. 

Any person who submits to EPA an 
application for a research or marketing 
permit and who, in connection with the 
application, submits data from a study 
to which this part applies shall include 
in the application a true and correct 
statement, signed by the applicant, the 
sponsor, and the study director, of one 
of the following types: 

(a) A statement that the study was 
conducted in accordance with this part; 
or 

(b) A statement describing in detail 
all differences between the practices 
used in the study and those required by 
this part; or 

(c) A statement that the person was 
not a sponsor of the study, did not con-
duct the study, and does not know 
whether the study was conducted in ac-
cordance with this part. 

§ 160.15 Inspection of a testing facility. 
(a) A testing facility shall permit an 

authorized employee or duly des-
ignated representative of EPA or FDA, 
at reasonable times and in a reasonable 
manner, to inspect the facility and to 
inspect (and in the case of records also 
to copy) all records and specimens re-
quired to be maintained regarding 
studies to which this part applies. The 
records inspection and copying require-
ments should not apply to quality as-
surance unit records of findings and 
problems, or to actions recommended 
and taken, except that EPA may seek 
production of these records in litiga-
tion or formal adjudicatory hearings. 

(b) EPA will not consider reliable for 
purposes of supporting an application 
for a research or marketing permit any 
data developed by a testing facility or 
sponsor that refuses to permit inspec-
tion in accordance with this part. The 
determination that a study will not be 
considered in support of an application 
for a research or marketing permit 
does not, however, relieve the appli-
cant for such a permit of any obliga-
tion under any applicable statute or 
regulation to submit the results of the 
study to EPA. 

§ 160.17 Effects of non-compliance. 
(a) EPA may refuse to consider reli-

able for purposes of supporting an ap-
plication for a research or marketing 
permit any data from a study which 
was not conducted in accordance with 
this part. 

(b) Submission of a statement re-
quired by § 160.12 which is false may 
form the basis for cancellation, suspen-
sion, or modification of the research or 
marketing permit, or denial or dis-
approval of an application for such a 
permit, under FIFRA section 3, 5, 6, 18, 
or 24 or FFDCA section 406 or 409, or 
for criminal prosecution under 18 
U.S.C. 2 or 1001 or FIFRA section 14, or 
for imposition of civil penalties under 
FIFRA section 14. 

Subpart B—Organization and 
Personnel 

§ 160.29 Personnel. 
(a) Each individual engaged in the 

conduct of or responsible for the super-
vision of a study shall have education, 
training, and experience, or combina-
tion thereof, to enable that individual 
to perform the assigned functions. 

(b) Each testing facility shall main-
tain a current summary of training and 
experience and job description for each 
individual engaged in or supervising 
the conduct of a study. 

(c) There shall be a sufficient number 
of personnel for the timely and proper 
conduct of the study according to the 
protocol. 

(d) Personnel shall take necessary 
personal sanitation and health pre-
cautions designed to avoid contamina-
tion of test, control, and reference sub-
stances and test systems. 

(e) Personnel engaged in a study 
shall wear clothing appropriate for the 
duties they perform. Such clothing 
shall be changed as often as necessary 
to prevent microbiological, radio-
logical, or chemical contamination of 
test systems and test, control, and ref-
erence substances. 

(f) Any individual found at any time 
to have an illness that may adversely 
affect the quality and integrity of the 
study shall be excluded from direct 
contact with test systems, and test, 
control, and reference substances, and 
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