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Environmental Protection Agency § 792.35

Subpart B—Organization and 
Personnel

§ 792.29 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, test, con-
trol, and reference substances and any 
other operation or function that may 
adversely affect the study until the 
condition is corrected. All personnel 
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.

§ 792.31 Testing facility management. 
For each study, testing facility man-

agement shall: 
(a) Designate a study director as de-

scribed in § 792.33 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 § 792.35. 

(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.

§ 792.33 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 
§ 792.120 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 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.

§ 792.35 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 
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