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Food and Drug Administration, HHS § 58.35 

§ 58.31 Testing facility management. 

For each nonclinical laboratory 
study, testing facility management 
shall: 

(a) Designate a study director as de-
scribed in § 58.33, 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 § 58.35. 

(d) Assure that test and control arti-
cles or mixtures have been appro-
priately tested for identity, strength, 
purity, stability, and uniformity, 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. 

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

§ 58.33 Study director. 

For each nonclinical laboratory 
study, a scientist or other professional 
of appropriate education, training, and 
experience, or combination thereof, 
shall be identified as the study direc-
tor. The study director has overall re-
sponsibility for the technical conduct 
of the study, as well as for the inter-
pretation, analysis, documentation and 
reporting of results, and represents the 
single point of study control. The 
study director shall assure that: 

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

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

(c) Unforeseen circumstances that 
may affect the quality and integrity of 
the nonclinical laboratory study are 
noted when they occur, and corrective 
action is taken and documented. 

(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. 

[43 FR 60013, Dec. 22, 1978; 44 FR 17657, Mar. 
23, 1979] 

§ 58.35 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. 

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

schedule sheet of all nonclinical lab-
oratory studies conducted at the test-
ing facility indexed by test article and 
containing the test system, nature of 
study, date study was initiated, cur-
rent status of each study, identity of 
the sponsor, and name of the study di-
rector. 

(2) Maintain copies of all protocols 
pertaining to all nonclinical laboratory 
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 
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