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

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

NVEMORANDUM Decenber 4, 1990

SUBJECT: Interpretation of the Good Laboratory Practice (G.P)
Regul ati on
GLP Regul ati ons Advi sory No. 28

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: C. Misgrove



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 February 4, 1991, to
Connie Musgrove. In that letter you requested witten guidance
regardi ng the Federal Insecticide, Fungicide, and Rodentici de Act,
(FI FRA) Good Laboratory Practice standards (G.PS).

Speci fically, you request ed gui dance regar di ng t he
applicability of GLPS to certain product performance (efficacy)
studies. You stated that it was your understandi ng that GLPs do not
apply to horn fly and tick control on cattle, ked control on sheep,
lice control on swine, flea control on dogs, etc., during the
research phase prior to subm ssion for registration and product
approval . You further stated that you did not believe that there
coul d be subsequent inposition of GLPs to such studies "after the
fact" if the EPA calls in such data after product registration.

The GLPs state at 40 CFR 160.3 under the definition of the
term"study” that it applies to efficacy studies as required at 40
CFR 158. 640. The table at 40 CFR 158.640 lists only anti m crobi al
agents, nematicides and fungici des, and vertebrate control agents.
It does not currently include herbicides or insecticides, and hence
does not cover the testing you nentioned, except when specific
requests for such data are made under FIFRA 3(c)(2)(B).

| f EPA specifically requires an efficacy study to submtted,
it is considered to be required under 40 CFR 158. 640 whi ch states:
“The Agency reserves the right to require, on a case-by-case basi s,
subm ssion of efficacy data for any pestici de product registered or
proposed for registration." Even though such data may not be
explicitly listed in the data requirenent table of that section
and may i nvol ve an i nsecticide or herbicide, it nust be acconpani ed
by a statenment of conpliance or non-conpliance.

VWhere GLPs were not required at the time that a study was
perfornmed (e.g., the study was not performed specifically to neet

the requirenents of a data call in), the EPA does not expect to
find such study in total conformty with GLPs after the fact, and
will not automatically reject the data subm ssion for failure to

conply. However, the EPA reserves the right to determne the
adequacy of such data, including whether it can be reconstructed,
and to reject data of questionable or unknown integrity. A non-G.P



study submtted without a statenent (i.e., as specified at 40 CFR
160. 12) which states whether or not the study did neet all G.P
requi rements or which identifies all discrepancies with GLPs may be
rejected as not providing sufficient information for the Agency to
make an i nformed decision. Finally, deviations fromthe GLPs may in
fact result in rejection of the study as insufficient to neet the

data requirenent.

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

Si ncerely yours,

/s/ John J. Neylan I11l, Director
Policy and Grants Division
O fice of Conpliance Monitoring (EN 342)

cc: Connie Musgrove
David L. Dull
John Carl ey, OPP
GP File



