PJLA
EPA National Lead Laboratory Accreditation Program
Laboratory Quality System Requirements
(LQSR) Revision 3.0 (July 5, 2007)
Working Document

NOTES:

1. This working document is intended as a checklist for the assessor when conducting Testing
Laboratory Accreditation Assessments according to the EPA Laboratory Quality System
Requirements (LQSR) Revision 3.0 (July 5, 2007).

2. Please make notes in the Comments column any deficiencies in the laboratory’s
management system identified during the assessment (see item #3). These observations
may be useful when preparing the assessment report and indicate to the reviewer that a
thorough assessment was conducted. It is also imperative to note evidence of compliance,
making reference to procedures/work instructions, dates, and other specific observations. At
aminimum should be 1 comment per major element of the checklist. (e.g. 4.1, 4.2, 5.8, 5.10
etc)

3. Do not recommend specific solutions to deficiencies, as this would constitute a conflict of interest.

4. Assess the system only to the relevant standard and to the requested scope of accreditation. Do not
be concerned with system requirements stemming from:

e Company- or facility-imposed policies
e Subcontractors
e Other sources

5. If additional questions arise during the assessment, indicate them (and the appropriate responses)
either in the blank working document pages at the end of this document or in the empty rows
included in some of the sections.

6. Please read the questions carefully, as the “preferred” answer in some cases may be “no” or
“not applicable.”

7. If, at any time, the assessment team requires assistance in the interpretation of the
requirements of Laboratory Quality System Requirements (LQSR) Revision 3.0 (July 5, 2007),
contact the PJLA office immediately.

Assessment Number: Date(s):
Client:
Address:

Contact/Management Rep.:

Lead Assessor:

Assessment Team:
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

MANAGEMENT REQUIREMENTS

4.1 Organization

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 2 of 32
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4.2 Management System

4.3 Document Control

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 4 of 32




Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

4.5 Subcontracting of Tests

4.6 Purchasing Services and Supplies
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

4.8 Complaints

4.9 Control of Nonconforming Testing

411 Corrective Action
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Characteristic deficiencies/effectiveness
(if applicable)

4.13 Control of Records
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(if applicable)

4.14 Internal Audits
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

4,15 Management Reviews

TECHNICAL REQUIREMENTS

5.2 Personnel (Not required for surveillance unless critical changes have occurred)
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Characteristic deficiencies/effectiveness
(if applicable)
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Characteristic deficiencies/effectiveness
(if applicable)

5.3 Accommodation and Environmental Conditions
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Characteristic deficiencies/effectiveness
(if applicable)

5.4 Test Methods and Method Validation
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Characteristic deficiencies/effectiveness
(if applicable)
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

55 Equipment
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

5.6 Measurement Traceability
Note: Must include evidence of traceability for all aspects of 5.6
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

5.7 Sampling

5.8 Handling of Test Items
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Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 23 of 32




Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

5.9 Assuring the Quality of Test Results
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(if applicable)

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 25 of 32




Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 26 of 32




Comments regarding
Characteristic deficiencies/effectiveness
(if applicable)

Form # Issued: 01/10 Rev. 1.2
LF-56-NLLAP Revised: 1/23 Page 27 of 32
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(if applicable)

5.10 Reporting the Results
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LQSR Comments regarding
Characteristic Yes No deficiencies/effectiveness

Req. (if applicable)

Additional Notes:
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PJLA

Appendix A

Table 1 Summary of Instrument Calibration Performance Requirements for an
instrument which produces a numerical result

0C SAMPLE

FREQUENCY

ACCEPTANCE LIMITS

Independent Calibration
YWerification {1CV)

Ongee per day after calibration

Within =10 2% of known value

Initial Calibration Blank
(ICB)

Ongee per run at the beginning of
the run

Absolute value not more than
50 % of the lowest regulatory
limit for the sample matrix
analvzed or minimum lavel of
concarn

Continuing Calibration
YWearification (CCW)

At the beginning and end of &
sample run, as well as every 12
hours, or according to instrument
manufacturar’s racommend alons,
of according to instrumant
Performance Characteristic Sheet
(PCS), or at a predetermined SOP
frequency whichever 18 most
fraquent

Within =20 2% of known value

Interference Chack At the beginning and end of each | Within 20 % of known value
Sample (ICS) (where run of twice every 12 hours
applicabla)

Continuing Calibration
Blank (CCB)

After each 1CS and CCV

Absolute value not more than
50 % of the lowest regulatory
limit for the sample matrix
analvzed or minimum lavel of
concarn

in the absence of sufficient data for statistical determination of adeguate QC limits and

Sreguency, the bipes of QC samples, minimum fréguencies and the réguired minimum acceptance

limits shown in this table shall be met, as appropriate.
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PJLA

Appendix A

Table 2 Summary of Instrument (or Equivalent) Performance Requirements for an
instrument (or equivalent) which produces Pass-Fail result

C SAMPLE FREQUENCY ACCEPTANCE LIMITS

[ndependent Calibration Once per run at the beginning of the | Positive

Verification - Positive (ICV-P) run

{sample lzad level no more than

20 % above the applicable

regulatory limit; omit for positive

screen technologies)

[ndependent Calibration Once per run at the beginning of the | Negative

Werification - Megative (ICWV-N) run

{sample lzad level no less than 20

% below the applicable regulatory

limit; omit for negative screen

technologies)

[mitial Calibration Blank (ICB) Once per run at the beginning of the | Negative
run

Continuing Calibration At the end of a run aswell as every | Positive

Verification Positive (OCV-F) [2 hours, or according to the

{sample lzad level no more than manufacturar’s recommendations,

20 % above the applicable ar according to instrument PCS, or

regulatory limit; omit for positive | at a predetermined SOP frequency,

screen technologies) whichever is most frequent

Continuing Calibration At the end of a run as well as every | Negative

Werification Megative (CCW-N) 2 hours, or according to the

{sample lzad level no less than 20 | manufacturer’s recommendations,

% below the applicable regulatory | or according to instrument PCS, or

limit; omit for negative screen at a predetermined SOP frequency,

technologies) whichever s most frequent

Imterference Check Sample (IC5) | At the beginning and end of zach Result consistent with lead

{where applicable) numn or taice every 12 hours level

Continuing Calibration Blank After each [CS and CCV Megative

(CCB)
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Appendix B

Table 3 Summary of QC Sample Performance Reguirements for an instrument which
produces a numerical result

QC SAMPLE

FREQUENCY

ACCEPTANCE LIMITS

Laboratory Control Sample Oine par 20 samplas or batch

(min. frequency 3 36

Within =20 % of ktown value

Matrix Spike Sample

One per 20 samplas or batch
(min. frequancy 3 %)

Within =25 %% of calculated
valug

Duplicata Sample

Ona par 20 samplas or batch
(min. frequency 3 %)

Within =25 9 Ralative %
Difference (RPD)

Method Blank

Cna per 20 samplas or batch
(min. frequency 3 %)

Absoluta valuae not mora than
30 % of the lowest regul atory
limit for the sampla matrix
analvzed or minimum [evel of
CONCErn

I the abgence of agficfenr data for stafistios) determinaton of ad egieare OC Nty and fregueency, the fppes of OC
sagpdes, meinlnsien freguencies and the reguired minirmen goceprancs nls shown b tls rable shall be neer, ag

aEproprane

Table 4 Summary of QC Sample Performance Reguirements for an Instrument (or
equivalent) which Produces Pass-Fail Results

O SAMPLE

FREQUENCY

ACCEPTANCE LIMITS

Laboratory Control
Sample Positive LCS-P
(sample lead level no
muxre than 20 %4 above
the applicable regulatory
litnit; omit for positive
screen technologies)

One per 20 samples or batch
(min. frequency 3 %)

Positive

Laboratory Control
Sample Megative LCS-N
(sample lead leval no
lass than 20 9% below the
applicable regulatory
limit: omit for negative
screen technologies)

One per 20 samples or batch
(min. fraquency 5 24)

Nagative

Duplicate Laboratory
Control Sampla LCS-P
or LCS-M

One per 20 samples or batch
(min. frequency 3 2%}

Positive or Negative, depending
on the choice of lead lavel and
the capability of the technology

Method Blank

Omne per 20 samples or batch
(muin. frequency 3 26}

MNepative

i the abgence of aufiTofenr dara for srarisiicel derermingfon of ad eguware QC lwli and fraguency, the fppes of OO
sreplas, relinivaene fFeguencies ond the raguived miniven goceprance livds shovn b this reble shall be mer, g

AERFOBRriare
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