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studies for which the unit is respon-
sible. 

(3) Inspect each nonclinical labora-
tory study at intervals adequate to as-
sure the integrity of the study and 
maintain written and properly signed 
records of each periodic inspection 
showing the date of the inspection, the 
study inspected, the phase or segment 
of the study inspected, the person per-
forming the inspection, findings and 
problems, action recommended and 
taken to resolve existing problems, and 
any scheduled date for reinspection. 
Any problems found during the course 
of an inspection which are likely to af-
fect study integrity shall be brought to 
the attention of the study director and 
management 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 nonclinical laboratory 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 of 
the Food and Drug Administration. 

(d) A designated representative of the 
Food and Drug Administration shall 
have access to the written procedures 
established for the inspection and may 
request testing facility management to 

certify that inspections are being im-
plemented, performed, documented, 
and followed-up in accordance with 
this paragraph. 

[43 FR 60013, Dec. 22, 1978, as amended at 52 
FR 33780, Sept. 4, 1987; 67 FR 9585, Mar. 4, 
2002] 

Subpart C—Facilities 

§ 58.41 General. 

Each testing facility shall be of suit-
able size and construction to facilitate 
the proper conduct of nonclinical lab-
oratory studies. It shall be designed so 
that there is a degree of separation 
that will prevent any function or activ-
ity from having an adverse effect on 
the study. 

[52 FR 33780, Sept. 4, 1987] 

§ 58.43 Animal care facilities. 

(a) A testing facility shall have a suf-
ficient number of animal rooms or 
areas, as needed, to assure proper: (1) 
Separation of species or test systems, 
(2) isolation of individual projects, (3) 
quarantine of animals, and (4) routine 
or specialized housing of animals. 

(b) A testing facility shall have a 
number of animal rooms or areas sepa-
rate from those described in paragraph 
(a) of this section to ensure isolation of 
studies being done with test systems or 
test and control articles 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 animal 
diseases. These areas shall provide ef-
fective isolation for the housing of ani-
mals either known or suspected of 
being diseased, or of being carriers of 
disease, from other animals. 

(d) When animals are housed, facili-
ties shall exist for the collection and 
disposal of all animal waste and refuse 
or for safe sanitary storage of waste be-
fore removal from the testing facility. 
Disposal facilities shall be so provided 
and operated as to minimize vermin in-
festation, odors, disease hazards, and 
environmental contamination. 

[43 FR 60013, Dec. 22, 1978, as amended at 52 
FR 33780, Sept. 4, 1987] 

VerDate mar<24>2004 11:19 Jul 07, 2004 Jkt 203064 PO 00000 Frm 00335 Fmt 8010 Sfmt 8010 Y:\SGML\203064T.XXX 203064T


