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

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

August 10, 1992
VEMORANDUM

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

GLP Regul ations Advi sory No. 50

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 NGTON, DC 20460

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

Dear

This is in reply to your letter of April 13, 1992. In that
letter you requested clarification regarding the requirenments of
the Federal Insecticide, Fungicide, and Rodenticide Act (FlIFRA
Good Laboratory Practice Standards (G.PS).

You were specifically interested in the sanple retention
requi rements for certain test substances used in studies perforned
under GLPS. The test substances in question are various fungal and
bacterial cultures which, according to your letter, are relatively
fragile. You asked whether it would be permssible to dispose of
such sanpl es after quality assurance verification as provi ded at 40
CFR 160. 195(c), or whether it would instead be necessary to first
obtain notification from EPA as provided at 40 CFR 160. 195(h).

The provisions of 40 CFR 160. 195(c) apply to those types of
non-docunentary material s which the EPA believes can be di sposed of
Wi thout significant harmto the integrity of the study. As stated
inthis subsection, certain materials (i.e., wet speci nens, sanples
of test substances, etc., which are relatively fragile and differ
markedly in stability and quality during storage) need be retained
only as long as the quality of the preparation affords eval uati on.
O her materials (i.e., specinens obtained fromnutagenicity tests,
etc.) may be disposed of at any tine after quality assurance
verification.

The provisions of 40 CFR 160.195(h) are intended to provide a
means for disposal of certain materials which are not covered by 40
CFR 160.1950. Thus, materials which are covered by the provisions
of 40 CPR 160. 195© do not need to neet the Agency notification
provi sions of 40 CFR 160.195(h) before they are discarded.

The bacterial and fungal culture material that you describe
may be of a nature that would allow di sposal under the provisions
of 40 CFR 160.195(c). For this to be the case it is necessary to
docunent that the material is relatively fragile and ot herw se does
not afford evaluation. Wthout such docunentation the provisions



of 40 CFR 160.195(h), requiring EPA notification would apply.
Assum ng t hat such docunentation exists, and that quality assurance
verificationis obtained prior to sanple disposal, there is no need
for EPA notification prior to disposal.

In the case that materials are di scarded under the provisions
of either 40 CFR 160.195(c) or (h), docunentation relevant to the
di sposal of such sanples nust be retained for the duration of tine
applicable to sanple retention at 40 CFR 160.195(b). Such records
must identify the discarded material and provide the required
support for any decisions regarding sanple disposal. Finally,
pl ease note that all other applicable federal, state, and |ocal
regul ati ons governi ng waste di sposal nmust be conplied with when any
materials are discarded.

| 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 Ill, Director,

Policy and Grants Division

O fice of Conpliance Monitoring (EN 342)

cc: David L. Dull
GLP File



