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July 5, 1994

VEMORANDUM

SUBJECT: Interpretation of the Good Laboratory Practice (G.P)
Regul ati ons

GLP Regul ati on Advisory No. 72

FROM David L. Dull, Acting D rector
Agricul ture and Ecosystens Division

TO GLP I nspectors

Pl ease find attached an interpretation of the GLP regul ati ons
as issued by the Policy & Gants Dvision of the Ofice of
Compliance Monitoring. This interpretation is official policy in
the GLP program and should be followed by all GLP inspectors.

For further information, please contact Francisca E. Liem at
(703) 308-8333.

At t achment

cc: E Stanley
E. Schaeffer
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Dear

This is in response to your letter of February 15, 1994, in
which your requested clarification regarding the Federal
| nsectici de, Fungicide, and Rodentici de Act (FI FRA) Good Laboratory
Practice Standards (G.PS). Your question concerned the potenti al
activities perfornmed by the managenent of a testing facility.

Specifically, you asked whether you, as the owner of a small
busi ness, could participate in field projects in the capacity of
“technician.” You stated that while it would be easiest to hire
nmor e peopl e the conpany size and budget could nmake this difficult.

Under GLPS, there nust be testing facility nanagenent as
descri bed at 40 CFR 160. 31. Further, there nust be a study director
and quality assurance unit as stated at 40 CFR 160.33 and 40 CFR
160. 35, respectively. Th- quality assurance unit (QAU) nust be
i ndependent of all study personnel.

If the testing facility managenent personnel who oversee the
QAU directly engage in study activities, the QAU cannot be
considered to be independent from study personnel. This violates
GLPS. Managenent involvenment 1in studies nmay trigger other
violations as well. For exanple, if the managenent personnel who
oversee the study director directly engage in the study, this would
interfere with the study director's overall responsibility for the
techni cal conduct of the study.

CGenerally, the GPS are structured to anticipate that
managenent and study personnel consist of different individuals. As
a result conpliance issues may ari se when individuals who are part
of the testing facility managenment perform study activities.
Therefore, although the GLPS do not explicitly state that no
managenent personnel nmay be involved in study activities, such
i nvol venent may | ead to viol ations.

| f you have any questions concerning this response, please
contact Steve How e of ny staff at (703) 308-8290.



Sincerely yours,

/sl John J. Neylan II1l, Director,
Policy and Grants Division
O fice of Conpliance Monitoring (7202)

ccC: David L. Dull
GP File



