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Notes for Completion of Checklist:

1.
Review the corresponding Forensic Toxicology Accreditation Manual question comments if there is any doubt about what is intended by a checklist question.

2.
Make full use of the Comments areas to illustrate/support/clarify your yes/no answers.

3. Do not make comments regarding a laboratory(s (pass/fail( status in the Summary pages at the end of each section; these pages may be provided to the laboratory after they have been reviewed by the ABFT Accreditation Committee.

4. You are strongly encouraged to complete this checklist using a wordprocessor.  If you do, you are only required to print and sign the last page.  The entire document should be sent by e-mail to the Accreditation Committee Chair.  You may delete the lines (designed for handwriting) and change the paging in order to better accommodate an electronically completed document.

Table of Contents

2Section A:
MANAGEMENT AND ADMINISTRATION


4Section B:
PERSONNEL


8Section C:
STANDARD OPERATING PROCEDURE MANUAL


13Section D:
SPECIMENS, SECURITY AND CHAIN OF CUSTODY


16Section E:
QUALITY ASSURANCE AND QUALITY CONTROL


21Section F:
IMMUNOASSAYS


23Section G:
GC, LC, MS AND SPECTROPHOTOMETRY - GENERAL QUESTIONS


28Section H:
SPECTROPHOTOMETRY  (Includes CO-Oximeters)


30Section I:
THIN LAYER CHROMATOGRAPHY


32Section J:
GAS CHROMATOGRAPHY


34Section K:
HPLC and CAPILLARY ELECTROPHORESIS (CE)


Section L:
GC/MS and 36LC/MS


38Section M:
DATA REVIEW


40Section N:
SAFETY




Section A:
MANAGEMENT AND ADMINISTRATION
A-1 E
Does the laboratory have a written statement of its mission or objectives? 

Yes / No   Comments:

A-2 I
Is the laboratory provided with the financial resources to fulfill its mission? 

Yes / No   Comments:

A-3 I
Do laboratory staff have access to the necessary forensic, medical and other scientific literature? 

Yes / No   Comments:

A-4 D
Does the laboratory director hold regular meetings or communicate with staff by other means to keep them informed of changes to methods or procedures? 

Yes / No   Comments:

A-5 I
Is there an organization chart of the laboratory that includes reporting responsibility with regard to QA/QC issues? 

Yes / No   Comments:

A-6 I
Does the laboratory have a written policy that addresses the confidentiality of client information and results? 

Yes / No   Comments:

A-7 D
Is there a procedure to address the resolution of client complaints against the laboratory? 

Yes / No   Comments:

A:
MANAGEMENT AND ADMINISTRATION - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section B:
PERSONNEL
B-1 E
Does the laboratory have a Director with the required experience and qualifications? 

Yes / No   Comments:

B-2 I
Is documentation of the Director's education and experience maintained? 

Yes / No   Comments:

B-3
Is the Director responsible for
a) E
daily management of the laboratory? 

Yes / No   Comments:

b) E
preparation and revision of the standard operating procedure manual? 

Yes / No   Comments:

c) E
establishing procedures for validating new assays? 

Yes / No   Comments:

d) E
maintaining a quality assurance program? 

Yes / No   Comments:

e) E
training laboratory staff? 

Yes / No   Comments:

B-4 D
Does the laboratory have qualified personnel who can substitute for the director in his/her absence? 

Yes / No   Comments:

B-5 E
Are the personnel trained appropriately? 

Yes / No   Comments:

B-6 I
Is personnel experience and training documented? (check material present)


Training checklists/summaries




Resume







Copies of certificates






Copies of diplomas






Copies of licenses







Testimony experience





Other





Yes / No   Comments:

B-7 I 
For the laboratory personnel that testify, is their experience and training commensurate with the testimony expected? 

Yes / No   Comments:

B-8 I
Does the laboratory have sufficient technical personnel to handle the workload? 

Yes / No   Comments:

B-9 D
Are job descriptions available for all technical staff in the laboratory? 

Yes / No   Comments:

B-10 D
Does the laboratory have a written policy for the continuing education of technical personnel? 

Yes / No   Comments:

B:
PERSONNEL - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section C:
STANDARD OPERATING PROCEDURE MANUAL
C-1 E
Does the laboratory have a Standard Operating Procedure manual (SOP) which includes procedures for the routinely used analytical methodologies? 

Yes / No   Comments:

C-2 E
Does the SOP contain a list of analytes that are routinely quantitated? 

Yes / No   Comments:

C-3 E
Is the list of routinely quantitated analytes consistent with the laboratorys stated mission? 

Yes / No   Comments:

C-4 D
Does the SOP contain guidelines for as to which specific tests are to be performed on different types of cases? 

Yes / No   Comments:

C-5 D
Are these guidelines consistent with the laboratory’s stated mission? 

Yes / No   Comments:

C-6 E
Are the screening methods used appropriate for the laboratory’s stated mission? 

Yes / No   Comments:

C-7 E
Has the laboratory Director reviewed, dated and signed each procedure? 

Yes / No   Comments:

C-8 D
Has the laboratory Director or his/her designee dated and initialed all changes? 

Yes / No   Comments:

C-9 E
Is there documented evidence of review of the SOP by the Director at least annually? 

Yes / No   Comments:

C-10 I
Is the laboratory SOP, or the appropriate sections of the SOP, available to the analysts in the laboratory? 

Yes / No   Comments:

C-11 I
If the laboratory uses abbreviated procedures (e.g. index cards) at the bench, are they in agreement with the SOP? 

Yes / No   Comments:

C-12
Does the SOP contain sections on:
a) E
specimen receiving, accessioning, aliquoting and storage? 

Yes / No   Comments:

b) I
procedures for recording the transfer of specimens? 

Yes / No   Comments:

c) I
procedures for retention and disposal of specimens? 

Yes / No   Comments:

d) I
procedures for the set-up and normal operation of instruments? 

Yes / No   Comments:

e) E
copies of the routinely used analytical methodologies?
Yes / No   Comments:

f) E
description of the quality assurance and quality control program? 

Yes / No   Comments:

g) E
criteria for the acceptance of analytical data? 

Yes / No   Comments:

h) I
protocols for recording, reviewing and reporting results? 

Yes / No   Comments:

C-13 E
Do the assay protocols in the SOP contain sufficient detail to allow the analyst to perform the assay? 

Yes / No   Comments:

C-14
Where appropriate, does each of the analytical methods contain sections describing:
a) D
the principle of each analytical procedure? 

Yes / No   Comments:

b) E
details for the preparation of reagents, standards, calibrators and controls? 

Yes / No   Comments:


c) D
references? 

Yes / No   Comments:

C-15 I
Does the laboratory maintain copies of the outdated SOPs and the dates they were in effect? 

Yes / No   Comments:

C-16 I
Is there a protocol for approving or handling deviations from written procedure? 

Yes / No   Comments:

C:
STANDARD OPERATING PROCEDURE MANUAL - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section D:
SPECIMENS, SECURITY AND CHAIN OF CUSTODY
D-1 D
Does the laboratory issue instructions to user agencies, including the types and amounts of specimens required? 

Yes / No   Comments:

D-2 E
Does the laboratory compare the information on the labels against that on the requisition and document any discrepancies? 

Yes / No   Comments:

D-3 E
Does the laboratory assign identification number(s) to the specimens received? 

Yes / No   Comments:

D-4 I
Does the laboratory document the condition of the specimens? 

Yes / No   Comments:

D-5 E
Is entry to the laboratory controlled during working hours? 

Yes / No   Comments:

D-6 E 
Is the laboratory secure during non-working hours? 

Yes / No   Comments:

D-7 E
Does the laboratory secure short and long term specimen storage areas when not in use? 

Yes / No   Comments:

D-8 I
Does the laboratory have adequate space for short and long-term storage of biological specimens? 

Yes / No   Comments:

D-9 I
Does the laboratory secure record storage areas? 

Yes / No   Comments:

D-10 I
Does the laboratory maintain the available external chain of custody, requisition and/or shipping information? 

Yes / No   Comments:

D-11 I
Does the laboratory document all persons handling the specimens? 

Yes / No   Comments:

D-12 I
Are specimens stored in such a manner as to, as far as practical, preserve them in the same condition they were received? 

Yes / No   Comments:

D:
SPECIMENS, SECURITY AND CHAIN OF CUSTODY - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section E:
QUALITY ASSURANCE AND QUALITY CONTROL
E-1 E
Is a suitably qualified individual assigned day-to-day responsibility for QA/QC? 

Yes / No   Comments:

E-2 I
Is the QA/QC program of the laboratory reviewed annually? 

Yes / No   Comments:

E-3 E
For qualitative assays does the laboratory include appropriate positive and negative controls with each batch of specimens for analysis? 

Yes / No   Comments:

E-4 E
For qualitative assays, are the results of these controls available for review? 

Yes / No   Comments:

E-5 E 
Does the laboratory have written criteria for the acceptance of the qualitative controls? 

Yes / No   Comments:

E-6 I
Are these criteria appropriate? 

Yes / No   Comments:

E-7 E
For quantitative assays of common analytes, does the laboratory include appropriate controls with each batch of specimens for analysis? 

Yes / No   Comments:

E-8 E
Are the results of these controls available for review? 

Yes / No   Comments:

E-9 E 
For quantitative controls, does the laboratory have written criteria for their acceptance? 

Yes / No   Comments:

E-10 I
Are these criteria appropriate? 

Yes / No   Comments:

E-11 E
If the laboratory prepares its own calibrators and controls, are these made using independently prepared stock drug solutions? 

Yes / No   Comments:

E-12 I
Are control results reviewed by a qualified individual, and if so how frequently? 

Yes / No   Comments:

E-13 D
Does the laboratory independently verify reference materials? 

Yes / No   Comments:

E-14 E
Does the laboratory take corrective action when control results exceed specified limits? 

Yes / No   Comments:

E-15 E
Is this corrective action documented? 

Yes / No   Comments:

E-16 I
Was the corrective action appropriate? 

Yes / No   Comments:

E-17 E
Are proficiency test results reviewed by the laboratory director? 

Yes / No   Comments:

E-18 E
If unacceptable results occurred in PT programs did the laboratory take corrective action? 

Yes / No   Comments:

E-19 E
Was the corrective action for unacceptable PT results appropriate? 

Yes / No   Comments:

E-20 D
Does the laboratory properly label reagents as to identity (essential), date of preparation, expiration date and identity of the preparer? 

Yes / No   Comments:

E-21 D
Does the laboratory validate new or freshly prepared reagents? 

Yes / No   Comments:

E-22 D
Does the laboratory periodically check the accuracy of pipettes which use disposable tips? 

Yes / No   Comments:

E-23 D
Does the laboratory have a preventive maintenance schedule and service logs for all instruments in routine use?  (Indicate X if deficient):


Spectrophotometer(s)




_____



Gas chromatograph(s)




_____



High performance liquid chromatograph(s)

_____



Gas Chromatograph-mass spectrometer(s)

_____

Yes / No   Comments:

E-24 D
Are the records of the preventive maintenance, and other maintenance available to the staff operating the instruments? 

Yes / No   Comments:

E-25 D
Where appropriate is equipment which is uncalibrated, broken or otherwise out of service clearly marked as such? 

Yes / No   Comments:

E-26 D
Does the laboratory monitor, and as necessary, record temperatures regularly on all equipment where temperature control is necessary, such as water baths, heating blocks, incubators, ovens, refrigerators, and freezers? (Indicate X if deficient)


Water bath(s)





_____



Heating block(s)




_____



Incubator(s)  and oven(s)



_____



Refrigerator(s)





_____



Freezer(s)





_____



Refrigerated centrifuge(s)



_____



Other






_____

Yes / No   Comments:

E-27 D
Does the laboratory have the analytical balances cleaned, serviced and checked periodically by qualified service personnel? 

Yes / No   Comments:

E-28 D
Does the laboratory have standard weights (NBS Class S or equivalent) available for checking accuracy?

Yes / No   Comments:

E-29 D
Have in-house computer programs, spreadsheets and macros which are used to calculate or report analytical results been adequately validated? 

Yes / No   Comments:

E:
QUALITY ASSURANCE AND QUALITY CONTROL - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):

ANALYTICAL PROCEDURES
Section F:
IMMUNOASSAYS
F-1 I 
Is the laboratory's instrumentation maintained and serviced regularly, according to the manufacturer's recommended protocol? 

Yes / No   Comments:

F-2 D
Are the maintenance records readily available to the technical staff operating the equipment?

Yes / No   Comments:

F-3 E
If the immunoassay is being used to test specimens for which the assay is not approved by the manufacturer, or if the test method recommended by the kit manufacturer has been modified, has the laboratory validated these changes? 

Yes / No   Comments:

F-4 I
If the laboratory analyzes specimens other than those which the manufacturer recommends does it analyze matrix matched controls? 

Yes / No   Comments:

F-5 I
Does the laboratory have protocols to account for potential contamination and/or carry-over if it uses automatic pipetting/diluting equipment? 

Yes / No   Comments:

F-6 D  
If the laboratory uses radioimmunoassay, does it determine background counts before each run or daily, including the background in each well of a multi-well counter? 

Yes / No   Comments:

F:
IMMUNOASSAYS - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section G:
CHROMATOGRAPHY, MASS SPECTROMETRY AND SPECTROPHOTOMETRY - GENERAL QUESTIONS 

G-1 E
Are the analytical protocols used for the chromatography based assays appropriate? 

Yes / No   Comments:

G-2 I
Does the laboratory prepare quantitative calibrators and controls using an appropriate matrix? (Mark “X” if deficient)


Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-3 E
For qualitative and quantitative assays, does the laboratory analyze calibrators and/or controls with each batch of specimens? (Mark “X” if deficient)

Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-4 E
Does the laboratory analyze calibrators and controls in the same manner as unknowns? (Mark “X” if deficient)

Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-5 E
Does the laboratory establish a valid calibration for each quantitative assay? (Mark “X” if deficient)

Spectrophotometry




_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-6 E
If the laboratory uses historical calibration for an assay, are calibrators and/or controls run with each batch of specimens for analysis to check stability of the calibration? (Mark “X” if deficient)

Spectrophotometry




_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-7 E
Are appropriate criteria established for the acceptability of calibration data? (Mark “X” if deficient)

Spectrophotometry




_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-8 I
Does the laboratory use an internal standard for qualitative analysis? (Mark “X” if deficient)

Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-9 E
Does the laboratory use an appropriate internal standard for quantitative analysis? (Mark “X” if deficient)

Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-10 E
For qualitative and quantitative assays, does the laboratory check for carry-over and contamination? (Mark “X” if deficient)

Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-11 I
Does the laboratory validate frequently used assays before implementation? (Mark “X” if deficient)

Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-12 E
Are validation records maintained? (Mark “X” if deficient)
Yes / No   Comments:

G-13 E
Does the laboratory maintain records of testing data including laboratory accession numbers, specimen type, analyst and date of analysis? (Mark “X” if deficient)

Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

 

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-14 E
Are the criteria for designating qualitative results as positive appropriate? (Mark “X” if deficient)

Spectrophotometry




_____


Thin layer chromatography



_____


Gas chromatography




_____


High performance liquid chromatography

_____


Gas chromatography-mass spectrometry

_____

Liquid chromatography-mass spectrometry

_____

Yes / No   Comments:

G-15 E
Where practical, are all reported positives confirmed by a technique based on a different chemical principle from the first test? 

Yes / No   Comments:

G:
CHROMATOGRAPHY, MASS SPECTROMETRY AND SPECTROPHOTOMETRY - GENERAL QUESTIONS - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
 Section H:
SPECTROPHOTOMETRY  (Includes CO-Oximeters) 

H-1 I
Are the laboratory's spectrophotometers appropriately calibrated and maintained? 

Yes / No   Comments:

H-2 D
Are the maintenance records readily available to the technical staff operating the equipment? 

Yes / No   Comments:

H-3 D
Are the laboratory's cuvettes in good optical condition? 

Yes / No   Comments:

H:
SPECTROPHOTOMETERS - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section I:
THIN LAYER CHROMATOGRAPHY
I-1 I
Does the laboratory have a written procedure for the preparation of mixed solvent systems, spray reagents and designation of lifetime? 

Yes / No   Comments:

I-2 D 
Does the laboratory have a written procedure for the storage of unused TLC plates? 

Yes / No   Comments:

I-3 E
Are standards applied to each thin layer chromatographic plate?


Yes / No   Comments:

I-4 D
Does the laboratory run appropriate controls or standards to evaluate new lots of spray reagents, solvent systems and/or plates? 

Yes / No   Comments:

I-5 I
Does the laboratory maintain photographic, photocopy or traced records of thin layer chromatographs? 

Yes / No   Comments:

I:
THIN LAYER CHROMATOGRAPHY - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section J:

GAS CHROMATOGRAPHY
J-1 I
Does the laboratory have a written procedure for the set-up and operation of the gas chromatograph(s)? 

Yes / No   Comments:

J-2 D
Does the laboratory monitor and record the conditions of the gas chromatograph(s), including the detector response, daily or before each analytical run, if less frequently? 

Yes / No   Comments:

J-3 I
Does the laboratory have written criteria for corrective action for unacceptable instrument performance? 

Yes / No   Comments:

J-4 D
Does the laboratory evaluate and document the performance of new columns before use? 

Yes / No   Comments:

J:
GAS CHROMATOGRAPHY - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section K:

HIGH PRESSURE LIQUID CHROMATOGRAPHY (HPLC) and CAPILLARY ELECTROPHORESIS (CE)
K-1 I
Does the laboratory have written procedures for the set-up and operation of HPLC and CE instrument(s)? 

Yes / No   Comments:

K-2 D
Does the laboratory monitor and document the performance of the HPLC and CE instrument(s) at specified intervals? 

Yes / No   Comments:

K-3 I
Does the laboratory have written criteria for corrective action for unacceptable instrument performance? 

Yes / No   Comments:

K-4 D
Does the laboratory evaluate and document the performance of new columns before use? 

Yes / No   Comments:

K-5 D
If the laboratory recycles the mobile phase, are there procedures for evaluating acceptability? 

Yes / No   Comments:

K:
HIGH PRESSURE LIQUID CHROMATOGRAPHY (HPLC) and CAPILLARY ELECTROPHORESIS (CE)  -  INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section L:
GAS CHROMATOGRAPHY-MASS SPECTROMETRY (GC/MS) and 

LIQUID CHROMATOGRAPHY-MASS SPECTROMETRY (LC/MS) 
L-1 I
Does the laboratory have written procedures for the set-up and operation of the GC/MS and LC/MS instrument(s)? 

Yes / No   Comments:

L-2 I
Does the laboratory maintain records of mass spectrometric tuning? 

Yes / No   Comments:

L-3 E
Does the laboratory have written criteria for acceptable mass spectrometric tuning? 

Yes / No   Comments:

L-4 I
If the tuning is unacceptable, is corrective action taken and documented? 

Yes / No   Comments:

L-5 I 
If the laboratory uses full scan mass spectral identification through library searching, are there written criteria for acceptability? 

Yes / No   Comments:

L-6 E
If the laboratory uses selected ion monitoring for identification, does it compare ion ratios and retention times between calibrators, controls and unknowns? 

Yes / No   Comments:

L:
GAS CHROMATOGRAPHY-MASS SPECTROMETRY (GC/MS) and LIQUID CHROMATOGRAPHY-MASS SPECTROMETRY (LC/MS) - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section M:
DATA REVIEW

M-1 I
Is there evidence that prior to issuing the final report, the following has been reviewed by a qualified individual, and that the review was documented? (Mark “X” if deficient) 
chain of custody documentation




validity of the analytical data





quality control






final report







Comments:

M-2 D
Where appropriate, is the final report reviewed in the light of the case history? 

Yes / No   Comments:

M:
DATA REVIEW - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Section N:
SAFETY
N-1 E
Does the laboratory follow good laboratory safety practices? 

Yes / No   Comments:

N-2 E
Does the laboratory have a safety manual which clearly defines all safety policies? 

Yes / No   Comments:

N-3 I
Is this manual available to laboratory staff? 

Yes / No   Comments:

N-4 D
Are the laboratory's work areas clean and free of clutter? 

Yes / No   Comments:

N-5 D
Does the laboratory have adequate room to accommodate all technical work, clerical work, administrative functions and storage of chemical supplies? 

Yes / No   Comments:

N:
SAFETY - INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
O: 
OVERALL INSPECTION SUMMARY
General Comments:


Recommended Corrective Action:


Suggestions For Improvement (non-mandatory):
Team Leader






  Date
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