§160.31

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.

(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-
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trol. The study director shall assure
that:

(@) 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.

() 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) AIll 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
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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
inspection to authorized employees or
duly designated representatives of EPA
or FDA.

(d) An authorized employee or a duly
designated representative of EPA or
FDA shall have access to the written
procedures established for the inspec-
tion and may request testing facility
management to certify that inspec-
tions are being implemented, per-
formed, documented, and followed up
in accordance with this paragraph.

§160.43

Subpart C—Facilities

§160.41 General.

Each testing facility shall be of suit-
able size and construction to facilitate
the proper conduct of studies. Testing
facilities which are not located within
an indoor controlled environment shall
be of suitable location to facilitate the
proper conduct of studies. Testing fa-
cilities shall be designed so that there
is a degree of separation that will pre-
vent any function or activity from hav-
ing an adverse effect on the study.

§160.43 Test system care facilities.

(a) A testing facility shall have a suf-
ficient number of animal rooms or
other test system areas, as needed, to
ensure: proper separation of species or
test systems, isolation of individual
projects, quarantine or isolation of ani-
mals or other test systems, and routine
or specialized housing of animals or
other test systems.

(1) In tests with plants or aquatic
animals, proper separation of species
can be accomplished within a room or
area by housing them separately in dif-
ferent chambers or aquaria. Separation
of species is unnecessary where the
protocol specifies the simultaneous ex-
posure of two or more species in the
same chamber, aquarium, or housing
unit.

(2) Aquatic toxicity tests for indi-
vidual projects shall be isolated to the
extent necessary to prevent cross-con-
tamination of different chemicals used
in different tests.

(b) A testing facility shall have a
number of animal rooms or other test
system areas separate from those de-
scribed in paragraph (a) of this section
to ensure isolation of studies being
done with test systems or test, control,
and reference substances known to be
biohazardous, including volatile sub-
stances, aerosols, radioactive mate-
rials, and infectious agents.

(c) Separate areas shall be provided,
as appropriate, for the diagnosis, treat-
ment, and control of laboratory test
system diseases. These areas shall pro-
vide effective isolation for the housing
of test systems either known or sus-
pected of being diseased, or of being
carriers of disease, from other test sys-
tems.
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