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Disclaimer

B The following materials do not, and are not intended to, constitute legal advice. Always seek legal
counsel as applicable. All materials presented are for general informational and educational
purposes. They are not a legal interpretation of nor a statement of federal or state policy, regulations,
or requirements, and they do not constitute an endorsement or recommendation by any federal or
state agency. The views and personal opinions expressed by the presenter are his/her own and
his/her appearance on the program does not necessarily reflect the views of BASF. BASF makes no
representation or warranty with respect to the accuracy, applicability, fitness, or completeness of
these materials. Under no circumstances shall BASF or its affiliates, officers, directors, employees, or
representatives be liable for any direct, indirect, incidental, special, punitive, consequential, or any
other damages that may result from the access of, use of, or inability to use, the materials, including
without limitation, use of or reliance on information, misinformation, errors, defects, mistakes,
omissions, or any other failure of performance.
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History of the original
and true copy
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Why and When did
this come about? |

EPA advisory #83

Response to a letter dated August 24, 2011, about the.EPA’s opinion regarding
the retention of copies of raw data rather than original copies.

Where to find: Interpretation of the Good Laboratory Practice (GLP) Reqgulation:
GLP Regulations Advisory No. 83
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https://www.epa.gov/sites/default/files/2014-03/documents/advisory83.pdf
https://www.epa.gov/sites/default/files/2014-03/documents/advisory83.pdf

So what did it say?

« “The format, method and process used to copy and retain those cpis will be
key in determining whether or not [said company] has met its obligations to
ensure that the copies are “true” and that they will be available in the future
for inspections.” from URL address above.

« Specific 40 CFR Part 160 areas mention: 40 CFR 160.195(i), 40 CFR 160.3
defines “raw data”, and 40 CFR 169.3(a).

« Also mentions example about forensic information could be lost
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How did the EPA feel about it?

It is consistent with the requirements of 40 CFR Parts 160 and 169
regarding the retention of true copies of raw data paper records instead
of the original paper records.
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So what does this
mean?

 Are all true copies the same? Why?

« Can CRO’s throw away the
originals?

- What about electronic raw data?

« What do we think some good

practices would be for creating true
copies?
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Final Takeaways and Tips

« Check with Sponsor to throw away
originals

« Be mindful when creating and
preserving your true copy
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