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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 
any other operation or function that 
may adversely affect the study until 
the condition is corrected. All per-
sonnel shall be instructed to report to 
their immediate supervisors any health 
or medical conditions that may reason-
ably be considered to have an adverse 
effect on a study. 

§ 160.31 Testing facility management. 

For each study, testing facility man-
agement shall: 

(a) Designate a study director as de-
scribed in § 160.33 before the study is 
initiated. 

(b) Replace the study director 
promptly if it becomes necessary to do 
so during the conduct of a study. 

(c) Assure that there is a quality as-
surance unit as described in § 160.35. 

(d) Assure that test, control, and ref-
erence substances or mixtures have 
been appropriately tested for identity, 
strength, purity, stability, and uni-
formity, as applicable. 

(e) Assure that personnel, resources, 
facilities, equipment, materials and 
methodologies are available as sched-
uled. 

(f) Assure that personnel clearly un-
derstand the functions they are to per-
form. 
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(g) Assure that any deviations from 
these regulations reported by the qual-
ity assurance unit are communicated 
to the study director and corrective ac-
tions are taken and documented. 

§ 160.33 Study director. 
For each study, a scientist or other 

professional of appropriate education, 
training, and experience, or combina-
tion thereof, shall be identified as the 
study director. The study director has 
overall responsibility for the technical 
conduct of the study, as well as for the 
interpretation, analysis, documenta-
tion, and reporting of results, and rep-
resents the single point of study con-
trol. The study director shall assure 
that: 

(a) The protocol, including any 
change, is approved as provided by 
§ 160.120 and is followed. 

(b) All experimental data, including 
observations of unanticipated re-
sponses of the test system are accu-
rately recorded and verified. 

(c) Unforseen circumstances that 
may affect the quality and integrity of 
the study are noted when they occur, 
and corrective action is taken and doc-
umented. 

(d) Test systems are as specified in 
the protocol. 

(e) All applicable good laboratory 
practice regulations are followed. 

(f) All raw data, documentation, pro-
tocols, specimens, and final reports are 
transferred to the archives during or at 
the close of the study. 

§ 160.35 Quality assurance unit. 
(a) A testing facility shall have a 

quality assurance unit which shall be 
responsible for monitoring each study 
to assure management that the facili-
ties, equipment, personnel, methods, 
practices, records, and controls are in 
conformance with the regulations in 
this part. For any given study, the 
quality assurance unit shall be entirely 
separate from and independent of the 
personnel engaged in the direction and 
conduct of that study. The quality as-
surance unit shall conduct inspections 
and maintain records appropriate to 
the study. 

(b) The quality assurance unit shall: 
(1) Maintain a copy of a master 

schedule sheet of all studies conducted 

at the testing facility indexed by test 
substance, and containing the test sys-
tem, nature of study, date study was 
initiated, current status of each study, 
identity of the sponsor, and name of 
the study director. 

(2) Maintain copies of all protocols 
pertaining to all studies for which the 
unit is responsible. 

(3) Inspect each study at intervals 
adequate to ensure the integrity of the 
study and maintain written and prop-
erly signed records of each periodic in-
spection showing the date of the in-
spection, the study inspected, the 
phase or segment of the study in-
spected, the person performing the in-
spection, findings and problems, action 
recommended and taken to resolve ex-
isting problems, and any scheduled 
date for reinspection. Any problems 
which are likely to affect study integ-
rity found during the course of an in-
spection shall be brought to the atten-
tion of the study director and manage-
ment immediately. 

(4) Periodically submit to manage-
ment and the study director written 
status reports on each study, noting 
any problems and the corrective ac-
tions taken. 

(5) Determine that no deviations 
from approved protocols or standard 
operating procedures were made with-
out proper authorization and docu-
mentation. 

(6) Review the final study report to 
assure that such report accurately de-
scribes the methods and standard oper-
ating procedures, and that the reported 
results accurately reflect the raw data 
of the study. 

(7) Prepare and sign a statement to 
be included with the final study report 
which shall specify the dates inspec-
tions were made and findings reported 
to management and to the study direc-
tor. 

(c) The responsibilities and proce-
dures applicable to the quality assur-
ance unit, the records maintained by 
the quality assurance unit, and the 
method of indexing such records shall 
be in writing and shall be maintained. 
These items including inspection dates, 
the study inspected, the phase or seg-
ment of the study inspected, and the 
name of the individual performing the 
inspection shall be made available for 
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