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Toxicology

Neon-conformities

5.4.2 The laboratory shall confirm tkat it can properly operate standard methods befare
introducing the tests or calibrations. If the standard method changes, ihe confirmation
shall be repeated.

5.4.3 The introduction of test and calibration methods developed by the laboratory for
its own use shall be 4 planned activity and shall be assigned to qualified personnel
equipped with adequate resources.

5.4.5.1 (FRA-1 )a} All technical procedures used by a forensic science laboratory should
be fully validated before being used on casework.

5.4.5.3 The range and accuracy of the values obtainable from validated methods (e.g.
the uncertainty of the results, detection limit, selectivity of the method, linearity, limit of
repeatability and/or reproducibility, robustness against external influences and/or cross-
sensitivity against interference from the matrix of the sample/test object), as assessed for
the intended use, shall be relevant to the customers’ needs.

The Toxicology Section received two new GC/MS (#5 & #6) around July 2007. The
instruments are currently marked in-service with no restrictions indicated by the analysts.
The validation records pertaining to quantitations consisted of a single
cocaine/benzoylecgonine run. The analyst explained that this run as accepted would apply ro
all other guantitations. The analyst explained there were no published guidelines on how to
perform GC or GC/MS validations nor was this a planned event with the technical leader for
Toxicology. Additionally, acceptance criteria for ion ratios (SIM Quantitations) were not
published and were accepted visually. Uncertainty, LOD, reproducibility, robustness and
scope were not addressed in the validation records for the new instruments.

Concerns

4.3.2.2c invalid or obsolete documents are promptly removed from all points of issue or
use, or otherwise assured agsinst unintended nse;

Two procedures were found in the Pipet Dilutor logbook. One procedure was dated 1996 and
the other was undated. The analyst interviewed referred to the 1996 procedure due to the
infrequency of use. Both procedures accomplished the same goal but were procedurally
different. It is suggested that the section only include current procedures in individual
logbooks.

Comments

1- The Toxicology Section utilizes low and high in-house controls for their ethanol analysis.
The containers stored in the refrigerator are labeled as high or low with the date
prepared and the initials of the preparer. Sequence logs and control charts only
document the type of control, not which lot or date prepared. It is recommended that the
section record an identifying number or date in order to establish traceability of controls
used to cases.

2- TX-IA-1 states ethanol measurements are linear 10 2.0 g/dL. Calibration data within the
Westchester Toxicology Section establishes linearity from 0.050 - 0.300 g/dL. Cas.
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