TBIl-Forensic Services Division
Quality System Risk Assessment

Risk Assessment Code: RA-FCU GC/IR Optical Alignment 5-24-2023

RA-Unit-Issue-Date

Jennifer Sullivan and Brett Trotter 5-1-2023

Assessed By: Date:

Issue to Assess: Consistency in Performing Optical Alignment on the ASAP GC-IR

Laboratory/Discipline: Jackson / Forensic Chemistry

Policy Referenced: FCU SOP 22.6 (GC/FTIR)

Evaluation of Potential Risk:

Policy requires the optical alignment to be within +/- 10% of the manufacturer's specification. The
instrument was in service and was not within 10% of the previous optical alignment. The optical
alignment is an instrument optimization impacting instrument sensitivity. Any spectra obtained
with a less than optimized optical alignment could still be evaluated and compared to a known
standard if the concentration of the sample allowed for an instrument response.

Potential Impact on Quality System: Low

Proposed Plan (list RCA and/or CAR codes if they were initiated):

Revise the current FCU SOP 22.6 to clarify how to monitor and document the optical alignment.
The policy revision will also be updated to include which issues a reduce optical alignment value
might be indicating and give guidance on how to address these issues.

Plan Assigned to: Rebecca Hernandez Date: 5-24-2023

Plan Accepted: Y€S

Unit SuperVisor: Bethany McBride (Jul 21,2023 08:08 CDT)

Technical Leader: Bgfetﬂ}o#ﬁm

SAFS Manager: _—*

IT Manager (if applicable):

RegiOnal Administrator: Donna C. Nelson (Jul23, 2023 11:29 CDT)
Quality Assurance Manager:—— 4294
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	Text2: Policy requires the optical alignment to be within +/- 10% of the manufacturer's specification. The instrument was in service and was not within 10% of the previous optical alignment. The optical alignment is an instrument optimization impacting instrument sensitivity. Any spectra obtained with a less than optimized optical alignment could still be evaluated and compared to a known standard if the concentration of the sample allowed for an instrument response.
	Text4: Revise the current FCU SOP 22.6 to clarify how to monitor and document the optical alignment. The policy revision will also be updated to include which issues a reduce optical alignment value might be indicating and give guidance on how to address these issues. 


