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« US-FDA WL [

v Your action plan with timelines to enable audit trails for all applicable electronic laboratory
data systems. Also describe your interim controls and specify when procedures will be
implemented for the review of all audit trails. #619450 — FEBRUARY 24, 2022

HUT 5L TOBT T2 EHTDVRTL

v the HPLC instrument was found to be operating in the absence of an activated audit trail to

record information about each analytical test, such as: N —
> Type of injection [ EEIIIOBEZEILEL T J
> Date and time
> ldentity of analyst
> Nature of action taken and reason

#630965 — AUGUST 19, 2022

v You have insufficient controls over CGMP data. For example: (3k#)
- You lacked procedures governing the review of audit trails of both production and
laboratory equipment by your QU.

689
[ Quality Unith' € O 7- Bz B DBEEFEAH 72 UL }2

4 — JULY 18, 2022
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PIC/S P1041-1D E & D

8.4 Expectations for the generation, distribution and control of records
ltem | Distribution and Control
2. Expectation

Document issuance should be controlled by written procedures that include
the following controls:

details of who issued the copies and when they were issued;
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clear means of differentiating approved copies of documents, e.g. by use
of a secure stamp, or paper colour code not available in the working areas
or another appropriate system;

ensuring that only the current approved version is available for use;
allocating a unique identifier to each blank document issued and recording
the issue of each document in a register;

numbering every distributed copy (e.g.: copy 2 of 2) and sequential
numbering of issued pages in bound books;

where the re-issue of additional copies of the blank template is necessary,
a controlled process regarding re-issue should be followed with all
distributed copies maintained and a justification and approval for the need
of an extra copy recorded, e.g.: “the original template record was
damaged”;

critical GMP/GDP blank forms (e.g.: worksheets, laboratory notebooks,
batch records, control records) should be reconciled following use to
ensure the accuracy and completeness of records; and

where copies of documents other than records, (e.g. procedures), are
printed for reference only, reconciliation may not be required, providing the
documents are time-stamped on generation, and their short-term validity
marked on the document.
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