Control (QC)

GMP Laboratory Incident Logbook

Controlled template for documenting and tracking laboratory incidents in Pharmaceutical Quality

Site/Facility:

Department:

Quality Control (QC)

Logbook Number:

Effective Date:

Review Date:

Instructions

Record every laboratory incident immediately upon identification. Assign a unique incident number
using the format QC/LI/YY-XXX. All entries must be legible, attributable, contemporaneous, original,
accurate (ALCOA+), and reviewed by the designated supervisor/GLP in-charge.
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Laboratory Incident Investigation Reference

Investigation ltem

Verified (Yes/No)

Training records reviewed

Method/STP followed

Instrument calibration current

Maintenance records reviewed

Raw data reviewed

Chromatograms/spectra reviewed

Reagents/standards verified

Root cause identified

CAPA assigned

Effectiveness check completed

GMP Requirements: Invalidated raw data, chromatograms, spectra, worksheets, and weight slips
shall be retained and archived with the corresponding incident report. Significant incidents require
documented investigation closure and CAPA effectiveness verification.




