
  

To: 

 
Dr. Amy Castillo, Chief Operating Officer, 
Dr. Dayong Lee, Toxicology Section Manager 

From: 
 
Quality Division 

Date: April 9, 2018 

Re: 2018 Toxicology Internal Audit 
 

 

An internal audit of the Toxicology section was conducted during April 2nd – 10th, 2018 by the Quality 
Division and focused on January 2017 through March 2018 timeframe.  
 

Discipline Team Leads Team Members 
Toxicology Annalivia Harris 

Jackeline Moral 
Lori Wilson, Carisa Martinez, Callan Hundl, Erika Ziemak 

 

The purpose of this audit was to verify compliance with the HFSC Quality Manual, sectional procedures, the 
ISO/IEC 17025 standard, and ANAB supplemental requirements. Casework completed within the timeframe 
stated above and the technical and quality records shown in Table 1 were audited.  
 

Table 1: Toxicology Section Audit 
Case File Reviews  
Review of QC Batch data associated with case files 
Review of Validations Studies 
Evidence audit 
Balance records and calibrations 
Reference Weights calibrations 
Refrigerators/Freezers records 
Heating Block records 
Blood Alcohol Reagents prep log records 
ELISA Reagents prep log records 
Drug Standard prep log records 
pH meter maintenance and records 
TECAN EIA maintenance logs 
GC/MS maintenance and auto tune records 
Headspace maintenance records 
Pipette calibration records 
Hamilton Pipettes maintenance and calibration records 
Personnel Quality Files 
2017 Annual Proficiency Tests 
Competency Tests, if applicable  
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Interviews and Observation of analytical processes 
Training Program  
Uncertainty Studies 

The audited records were verified for thoroughness and completeness. They were not checked for 
technical accuracy.   

 

Non-conformances 
 

The following non-conformances were found for the Toxicology section:  
 

Source: Quality Manual 
Requirement:  5.2.1.1 
Each technical discipline within HFSC has a training program. 
Portions of a training checklist pertaining to training exercises were completed by a qualified analyst 
but not by the section supervisor as specified in clause 1.2.2.3.3. of the Toxicology Training Manual. 
The toxicology section has expanded the number of analysts who are qualified to train new 
employees and this clause should be updated to state that a designated trainer can perform this task.  
Toxicology Training Manual clause 11.3.2. states that after completing the blood borne pathogen and 
chemical safety training a certificate should be printed; however, the safety program at HFSC does 
not necessarily provide certificates. 
One of the practical exercises, Clause 25.3.1., states that if possible the trainee should observe the 
testimony of three analysts and discuss their observations the manager/supervisor. Documentation as 
to whether the observations were discussed with a manager/supervisor are not present in the 
analyst’s training records. The analyst in question is an experienced toxicologist and this training 
exercise may not have been required as part of their training program, but this is not documented. 

 

Observations 
The following observations were noted during this audit:  
 

 

While the majority of the analysts maintaining and using the GC-MS instrumentation binders provided 
adequate documentation and attention to detail, the audit record review identified isolated instances 
where there was inadequate record keeping and attention to detail. Section 9.3.2.1. of the toxicology 
SOP states that “All maintenance and repairs should be documented on the GC-MS Maintenance Log 
(LAB-24) or an equivalent form.” These isolated instances included multiple auto tunes that were run 
on several days, but the maintenance log did not include any comments as to the reason why they 
were run. This lack of documentation was specific to an individual who is no longer employed at HFSC 
and the instrument was not used for analyzing casework samples during this timeframe. 
Re-classify evidence photographs in the Toxicology SOP section 4.5.3 from administrative 
documentation to examination documentation so it parallels section 4.13.2.4 of the Quality Manual. 
This was not considered a nonconformance because these photographs follow the labeling 
requirements listed in the QA manual for examination documentation.  
The accessioning report for 2017-02344 and 2017-14266 states that all specimens received are 
compromised, but from the accessioning notes, only one blood tube was damaged. The other blood 
tube can still be analyzed if a consumption order is received. This report needs to be amended to 
correct this statement.  
The following sub-section references 24.7.2, 24.7.3, and 24.7.4 do not exist and need to be updated in 
the Tox SOP: 
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“23.7. Internal Standard 23.7.1. 0.01% n-Propanol Internal Standard can be prepared using either 
Method 1 (24.7.2 and 24.7.3) or Method 2 (24.7.4).   
Sub-sections do not exist in the SOP.  
Per the SOP, newly purchased pipettes need to be performance checked before being placed in 
service, but this conflicts with the QA manual which states that critical measurement devices need to 
be calibrated before being placed in service. This did not ascend to a nonconformance because the 
pipettes were not placed in service nor used in casework; they were only performance checked. 
These pipettes were calibrated during the week of April 2nd, 2018.  

 
 
Opportunities for Improvement 
 

 

The Hamilton pipettes are sent to Hamilton for their preventive maintenance. The calibration 
certificates issued through this service should not be confused nor counted as a calibration since 
Hamilton is certified to ISO 9001 and is not an accredited ISO 17025 calibration provider. These 
certificates need to be physically separated from the calibration certificates within their binder to 
prevent confusion. 
The Millipore maintenance form should list the required maintenance needed so it is clear to the 
user.     
The Quality Division suggests that when an oral examination is performed as part of the competency 
of an analyst, there should be feedback and comments as to how the analyst performed rather than 
only noting that the test was completed in their authorization memo.  
Section 9 of the Toxicology Analytical Manual covers ‘General Guidelines for Instruments and 
Equipment’. Section 9.3. pertains to GC-MS instrumentation. Maintenance documentation and 
requirements for the GC-MS are covered under section 9.3.2. Section 9 does not have a 
corresponding section specific to the headspace GC instruments used in alcohol analysis. A 
standalone segment under section 9 dedicated to headspace GC instruments may be useful. 

 
Gap Assessment  
 
The toxicology section revalidated all their drug confirmatory test methods and processes. Casework 
related to drug confirmation was outsourced during this time frame. The toxicology section requested 
that the Quality Division perform a Gap Assessment during the 2018 Internal Audit in preparation to 
resuming casework in Drug Confirmatory Testing. Since casework has not yet resumed, this assessment 
treated the verification of the validation standards and the competency testing as if they were actual 
cases. The following are a list of observations made during this Gap Assessment. These observations are 
not deemed as nonconformances but rather are intended to provide guidance for conformity as the 
section resumes these services. 
 

 

The uncertainty of measurement listed on the drug confirmation competency reports does not 
specify the units of measurement. As per Quality Manual Clause 5.4.6., uncertainty is reported using 
the same units as the measurement it supports. 
During this assessment, it was noted that the Quality Manual contained two clauses that contradicted 
one another. Clause 5.10.3.4 and 4.13.2.6 differ on how to document the review of examination 
records when the report author is not the individual who performed the examination. The Toxicology 
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section was correctly following section 5.10.3.4; this clause is more applicable to this situation. Clause 
4.13.2.6 is intended to document a review of case records when a qualified staff member testifies to 
the work of another member.  
The analytical work for competency test for Item 2 of FCN 2017-22913 was completed by two 
analysts, but only one issued the report. This review was documented in a checklist but the analyst 
authoring report did not initial all pages relevant to the report. This review was in compliance with 
clause 5.10.3.4 but not with 4.13.2.6. This perceived conflict will be resolved by the Quality Division in 
the next Quality Manual revision.  
ISO/IEC 17025 clause 5.10.2. states the test reports shall include the identification of the method 
used. The report for competency tests did not specify the instrumental method used for testing.  The 
report format used to issue the competency report in Porter Lee LIMS is the report form used to issue 
ELISA report which has a hard-coded note concerning ELISA testing that is not applicable to the 
competency report. Toxicology will be switching to JusticeTrax LIMS prior to issuing casework reports 
regarding GC-MS drug analyses and these issues will be resolved in the new system. 
Clause 4.13.2.3. of the Quality Manual states in part that when a test result or observation is rejected, 
the reasons are recorded. The GC-MS batch data for the competency tests reviewed had several 
pages of data with a line drawn across the page, but there was no documented reason for rejecting 
the data. The new ANAB supplemental requirements (AR 3028) under clause 4.13.2.2.1. also states 
that date the data is rejected also be included in the technical record. 
Two pages of the batch data reviewed for competency test 2017-22913 were not labeled with the 
unique batch identification number. This batch data includes all the quality control data pertaining to 
the samples run during the batch. As per the Quality Manual all case records documentation must be 
labeled with a unique identifier. Not all pages within the batch pertain to specific case records but it is 
good practice to have all pages uniquely identified so that they can be traceable to the specific batch. 
Since all but two of the QC data pages in the batch file were labeled with the batch name this appears 
to have been an oversight. 
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