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

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

Decenber 4, 1990
VEMORANDUM

SUBJECT: Interpretation of the Good Laboratory Practice (G.P)
Regul ati on
GLP Regul ations Advi sory No. 30

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 l|letter of February 23, 1990, to
David Dull requesting clarification concerning Good Laboratory
Practice standards (G.Ps) under the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA). Your letter was referred to ny,
of fice.

In your letter you specifically requested clarification
concerning m xtures of substances with carriers, for which the
FI FRA GLP requi renents are stipulated at 40 CR 160.113. You stated
that this standard appears to require that an anal ytical chemstry
anal ysis be perforned each tine that a disinfectant is diluted for
efficacy testing under the GPs. You suggested that this is
i npractical due to the capabilities of |aboratories that normally
perform such testing and tho fact that such dilutions nust bo
prepared fresh for each test.

The GLPS state at 40 CFR 160.113 (a) that for each test,
control, or reference substance that is fixed with a carrier, tests

by appropriate nethods shall be conducted to determ ne
"...periodically, the concentration of tho test, control, or
reference substance in the mxture.” This requirenment clearly

applies to dilutions of disinfectants used in efficacy testing,
just as it would for dilutions of agricultural pesticides used in
studies involving field application.

However, this requirenment does not apply to each batch of
m xture prepared. The term“m xture” nmeans a particul ar conbi nati on
of ingredients, but is not restricted to nmean only a particul ar
batch or preparation involving those ingredients. Therefore,
requirements regarding a mxture used in a particular test may be
met by testing any preparation or batch of the m xture involving
the sanme conbination of ingredients. This testing nust be
sufficient to assure that the paraneters stated in 40 CFR 160. 113
are adequately supported, but need not be repeated for each batch
or preparation unless there is a special reason to do so. Further,
there is flexibility concerning where, when, and by whom such
testing is perforned, except that solubility and stability testing
have tinme constraints as specified at 40 CFR 160. 113(a)(2)and (3).

| f you have any questions concerning this response, please



contact Steve How e of ny staff at (703) 308-8290.
Si ncerely yours,

/s/John J. Neylan, Director

Policy and Grants Division

O fice of Conpliance Monitoring

cc: David L. Dull
GLP File



