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

OFFI CE OF
PESTI Cl DES AND TOXI C
SUBSTANCES

January 21, 1992
MEMORANDUM

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

GLP Regul ations Advisory No. 41

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 response to your letter of Novenmber 20, 1991. In
that letter you descri bed an ongoi ng oncogenicity study, sponsored
by the |soprene Toxicology Wrking Goup. As you have indicated,
the study wll require the maintenance of a fairly | arge nunber of
i soprene cylinders. The Good Laboratory Practices (G.P) regul ati ons
(40 CFR 8792.1 et seq) require, anong other things, that each
storage container for a test, control, or reference substance be
assigned to a particular substance for the duration O the study
(40 CFR section 792.105(c)).

EPA bel i eves that the provision for the assi gnnent of storage
containers for the duration of a study is a |logical and necessary
provision of the G.P regulations. In nost cases this requirenent
provi des accountability of test material in a nmanner whi ch poses no
unusual burden. However, due to unstable and potentially hazardous
nature of the substance in question (isoprene), this GP
requi rement may present an unusual burden to the | aboratory as well
as a potentially hazardous situation.

In granting previous exenptions to this provision of the GP
regul ations, EPA has established stringent record keeping
requi rements as an alternate nethod of accounting for the storage
containers in lieu of actual storage for the duration of the study.
For the purposes of exenption fromthe assi gnnent requirenents for
this study, EPA will require that the foll ow ng docunentation b-
retained for the duration of the study: 1) purchase and shi pping
receipts for all isoprene storage containers received at the
| aboratory (certified copies dated and signed by responsible
persons will be considered adequate); and 2) records of the fina
destination of the storage containers such as receipts fromthe
recycler or reclainmer (again, dated and signed certified copies
w ||l be adequate).

Additionally, this exenption fromthe assignnment requirenments
for the above study is conditional on the foll ow ng:

1) for this study, a statenent shall be included with the
statenent of conpliance or nonconpliance required at 40 CFR



section 792 12(b) explaining that this exception to the Good
Laboratory Practices regulations is in accordance wth the
requirenments provided in this letter;

2) an inventory shall be prepared of all enpty containers
bef ore di sposal, including sufficient information to uni quely
identify containers This inventory shall be maintained in an
up-to-date manner, recording all shipnents O enpty contai ners
and their disposal. This record shall be maintained for the
duration of the study;

3) identification of the locations of the facilities where
test material is stored, where enpty containers are stored
prior to disposal or recycling, where records of shipnent of
containers are maintained, and where the test substance is
used in the study (i.e., testing facility) Wthin two weeks of
receipt of this letter, the location of each of these
facilities shall be reported to

David L. Dull, Director

Laboratory Data Integrity Assurance Division
O fice of Conpliance Monitoring (EN 342)

O fice of Pesticides and Toxi c Substances

U. S. Environnental Protection Agency

401 M Street SW

Washi ngt on, DC 20460

Shoul d these conditions not be fully net, the provisions of
40 CFR 8792.105(c) shall apply.

In addition, Nis rem nded that storage, disposal or recycling
of containers nmust bo done in a manner pursuant to all applicable
Federal, State, County or |ocal |aws

Si ncerely yours,
/s/John J. Neylan Ill, Director

Policy and Grants Division
O fice of Conpliance Monitoring (EN 342)



CcC:

Conni e Musgrove, 10
David L. Dull, LDl AD
Francisca E. Liem LDI AD
Scott Garrison, OE



