UNI TED STATES ENVI RONVENTAL PROTECTI ON AGENCY
WASHI NGTON, DC 20460

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

May 5, 1992
VEMORANDUM

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

GLP Regul ations Advi sory No. 46

FROM David L. Dull, Director
Laboratory Data Integrity Assurance Division

TGO AP I nspectors

Pl ease find attached an interpretation of the GLP regul ati ons
as issued by the Policy & Gants Division of the Ofice of
Conpliance 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
FTS- 398- 8265 or (703) 308-8265.

At t achnent

cc: M Stahl
C. Musgrove



UNI TED STATES ENVI RONVENTAL PROTECTI ON AGENCY
WASHI NGTQON, DC 20460

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

Dear

This is in response to your letter of March 3, 1992 in which
you requested clarification of <certain issues covered by the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) Good
Laboratory Practice Standards (G.PS). You requested clarification
regarding the definition of a testing facility as described at 40
CFR 160.3, and the responsibilities of the testing facility
managenment as described at 40 CFR 160. 31

You stated that your conpany oversees a nunber of field trials
whi ch involve a nunber of independent contractors in different
| ocations around the country. Your conpany coordinates between
subcontractors and the sponsor. The tasks perfornmed by individual
contractors is limted to cover application of test .substances,
sanple collection, and sanple shipnent. Separate analytical
| aboratories are responsi bl e for anal yzi ng sanpl es. Each contract or
enpl oys a principal investigator who reports to the Study Director,
who is usually an enployee of your conpany designated by your
managenent .

There were several questions which you asked in relation to
t he above scenario. These questi ons concerned determ nati on of who
is the "testing facility" and who is "testing facility managenent™
when actual use of the test substance in the test systemis by
field cooperators, while facility managenent responsibilities as
defined at 40 CFR 160. 31 are assuned by your conpany and/or by the
study sponsor. You asked: (1) whether actual conduct of the study
at the field cooperators is consistent with "testing facility
managenment” being at your conpany; (2) it nmanagenent duties at 40
CFR 160.31 could be perforned in part by the sponsor (such as
designating the study director) and in part by your conpany; (3)
whet her the "testing facility” is only the field cooperator when
managenent duties are carried out el sewhere; (4) how can managenent
duties at 40 CFR 160.31 be perfornmed in the case of field
cooperators being “testing facilities”; (5) whether all field
cooperators are ~testing facilities" or whether your conpany shoul d
be defined), the testing facility; and (6) whether it is necessary
for copies of the final report to be nmaintained by each field
cooper at or .

These questions are largely answered by understandi ng that



thereis only one "testing facility" for any gi ven study regardl ess
of how many organi zational subunits, i.e., subcontractors, are
involved in its performnce. Hence, if a study's perfornmance
i nvol ves your conpany and several subcontractors, all of the
portions of the different organizations which perform study
activities are considered together to be the testing facility The
address of the testing facility in such a situation is assuned to
be the address where testing facility managenent and overal |l study
coordination is |ocated. Note that since there is only one
“testing facility" it is not necessary for each subcontractor
involved in a study to retain a copy of the final report.

"Testing facility managenent” consists sinply of the
organi zational entity or subunit(s) which provides the assurances
required at 40 CFR 160 31. It is not at all inconsistent for

testing facility managenent responsibilities to be centralized at
your conpany while technical performance is conducted by a nunber
of field cooperators. Note, however, that the GLPS clearly state
that certain tasks such as designation of the study director are
responsibilities of the testing facility managenent. Therefore,
t he sponsor could designate the study director only if acting in
the role of testing facility managenent.

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

Si ncerely yours,

/s/John J. Neylan Ill, Director,

Policy and Grants Division

O fice of Conpliance Monitoring (EN 342)

cc: Davi d Dul
GLP File



