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June 28, 1991
MEMORANDUM
SUBJECT: Interpretation of the Good Laboratory Practice (G.P)
Regul ati on

GLP Regul ati ons Advisory No. 35

FROM David L. Dull, D rector
Laboratory Data Integrity Assurance Division

TO GLP I nspectors

Pl ease find attached an interpretation of the GLP regul ati ons
as issued by the Policy & Gants Dvision of the Ofice of
Compliance 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 398-8333 (703) 308-8333.

At t achment

cc: C. Musgrove
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Dear

This is in response to your letter of March 20, 1990, to David
Dull in which you raised questions on EPA's policy regarding
retention of raw data as required under section 8 of the Federa
| nsecticide Fungicide, Rodenticide Act (FIFRA). Specifically, you
addressed the regulatory requirenents for the retention of all
underlying raw data at 40 CFR 169.2(k) and the Good Laboratory
Practice standards (GLPs) definition of "raw data" at 40 CFR 160. 3
and records retention requirenment at 40 CFR 160. 195(1).

It was your contention that these requirenents do not conflict
since: (1) FIFRA section 8(a) provides that the Adm nistrator may
prescribe regul ations requiring retention of records; (2) although
registrants are required at 40 CFR 169.2(k) to retain al
underlying raw data, the term "raw data"” is not therein defined;
(3) "rawdata is defined in the GLPs at 40 CFR 160. 3 whi ch provi des
that "exact copies" of transcripts of raw data nay be substituted
for original raw data; and (4) it is stated further under G.Ps at
40 CFR 160.195(i), that records "required by this part may be
...true copies..."; that it 1is permssible for persons to
substitute exact copies for original records to neet all regul atory
needs for raw data retention. You further state that, since the
term "exact copy" is not in itself defined, conpanies nust set
their own policy regardi ng what constitutes an "exact copy" and be
prepared to defend it.

Pl ease note that GLPs incl ude specific archiving requirenents
for raw data, e.g. indexing for retrieval, mnimzation of
deterioration, protected access, etc. Certain procedures nmay not be
practicable with original records. For exanple, heat sensitive
papers may deteriorate with tinme, while oversized Printes en c9cyo
charts and tape-recorded voice records may be difficult to index
for expedient retrieval. After copies are nade to assure conpliance
wi th GLP archiving requirenments, the original records nust still be
retained to assure conpliance with 40 CFR 169. 2(k).

W agree that there is no conflict between G.Ps and FlIFRA
section 8 regulations. However, G.Ps nust not be viewed as
superseding the records retention requirenments stated at 40
CFR169. 2( k), or of providing regulatory «clarification of
term nol ogy used in 40 CFR 169. 2(k). Consequently, conpliance with
GLPs may be acconplished through retention of copies of raw data,



but the destruction of original records would still be a violation
of theprovisions stated at 40 CFR 169. 2(k).

| hope this answers your questions. If you have further
guestions pl ease contact Steve Howi e of ny staff at (703) 308-8290.

Sincerely yours,
/s/John J.Neylan I, Director,

Policy and Grants Division
O fice of Conpliance Mnitoring

ccC: David Dull, EN-342
AP file



