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STANDARD OPERATING PROCEDURES FOR ON-SITE
LABORATORY ASSESSMENT AND ASSESSMENT REPORT

SOP #LELAP T-004

1.0  Purpose

This standard operating procedure (SOP) establishes the requirements for procedures used by the
Louisiana Environmental Laboratory Accreditation Program (LELAP, the Program) to conduct
an on-site assessment (assessment). The on-site assessment is used to determine initial and
continuing compliance with the Louisiana Administrative Code, Part I, Subpart 3, Laboratory
Accreditation regulations, the National Environmental Laboratory Accreditation Conference
(NELAC) Standards, and when appropriate The NELAC Institute Standard (TNI). This SOP
also applies to mobile laboratories as defined by NELAC, 4.0(d).

2.0  Frequency of Assessment

2.1  The Louisiana Department of Environmental Quality (LDEQ), LELAP regulations,
NELAC Standards requires a comprehensive on-site assessment of each accredited facility every
two years. It shall be the responsibility of the LELAP Assessor (Assessor) to conduct an
assessment at a minimum of once every two years. Assessments conducted by the Assessors
may be conducted more frequently at the discretion of the Laboratory Services Division (LSD)
Administrator (the Administrator) or LELAP Supervisor.

2.2 Emission Testing facilities shall receive a home-base assessment and field assessment
every two years. Whenever feasible the home-base assessment and field assessment shall be
scheduled at the same time and where practical shall coincide within the same week.
Assessments conducted by the Assessors may be conducted more frequently at the discretion of
the Laboratory Services Division (LSD) Administrator (the Administrator) or LELAP
Supervisor.

3.0 Announced and Unannounced Assessments

3.1  The Assessor shall schedule the initial on-site assessment with the applicant laboratory.
Initially, the Assessor shall contact the laboratory representative via the telephone. The date of
the assessment shall be scheduled at that time and a letter will be sent that confirms the date and
time of the assessment. That written notification will include a “CD” that contains at a minimum
Checklist CL-10, NELAC method checklists, a copy of the Louisiana Administrative Code
Laboratory Accreditation Regulations, and Chapter 5 NELAC 2003 Standard and confidential
business information.

3.2 Assessors have the authority to conduct either announced or unannounced on-site
assessments whenever necessary to determine the extent of the laboratory’s compliance with the
LELAP regulations or NELAC Standards. The Administrator or LELAP Supervisor must
approve any unannounced on-site assessment.
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3.3 Assessors will work with Federal departments/agencies/contractors to expedite the
attainment of all necessary clearances, and such clearances shall be obtained as far in advance as
possible.

4.0 Follow-up Assessments

4.1  LELAP representatives may conduct follow-up assessments at laboratories where
findings have been identified by previous assessments.

4.2 Assessors may use follow-up assessments to determine if the laboratory has corrected
findings, or at the request of the laboratory to determine compliance with regulations and
standards.

4.3 When, in the judgment of the Accrediting Authority, findings are of such severity as to
possibly warrant the downgrading of a laboratory’s accreditation status, the assigned Assessor
shall conduct a follow-up assessment within thirty (30) calendar days after the approved
corrective action plan has been implemented. The Assessor shall have thirty (30) calendar days
to complete the assessment report. At that time any findings left uncorrected from the previous
assessment shall be viewed as grounds for disaccreditation or suspension. The process for
disaccreditation or suspension shall begin immediately.

5.0 Changes in the Laboratory

When a change occurs in a laboratory’s ownership, location, key personnel, or major
instrumentation, notification of the accrediting authority is required within 30 days (Section
4.3.2). LELAP shall evaluate the significance of a change that might alter or impair the
laboratory’s capability and quality, and indicate to the laboratory the results of their evaluation in
writing. LELAP shall retain records to indicate that such an evaluation was conducted. LELAP
will conduct an assessment of any laboratory that changes locations within thirty (30) calendar
days of completion of the laboratory’s move.

6.0 On-Site Assessment Schedule and Format

6.1  Anon-site assessment will be conducted by LELAP Assessors, in accordance with
standards recognized by NELAP and as required by state regulation. The on-site assessment is
an integral requirement of the laboratory accreditation program and one of the primary means by
which a laboratory’s capabilities and qualifications are evaluated.

6.2  The assigned Assessor will schedule the initial on-site assessment with the applicant
laboratory. The Assessor shall not schedule the assessment with the laboratory until it has been
determined that the laboratory has submitted a complete application. LELAP shall not proceed
with any assessment until all applicable fees have been paid to the State. Subsequent on-site
assessments do not have to be scheduled in advance by Assessors.
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The Department reserves the right to conduct scheduled and unscheduled on-site

assessment to determine compliance with these regulations. In the event of scheduled
assessments, the laboratory will be notified in advance for assessments related to the biennial on-
site review requirement of the Louisiana Administrative Code, Part I, Subpart 3, 84709.C. The
written notification will establish the intent of LELAP to conduct the required on-site assessment
that supports the laboratory application for initial or continuing accreditation. The letter will
provide the following:

A. proposed schedule;

B.

C.

D.

E.

G.

6.4

notification that all information must be updated as required by the Louisiana
Administrative Code, Part I, Subpart 3, 85707;

identification of assessors including any third party assessors under contract to LELAP
and notification of expenses related to third party assessment;

electronic copy of current applicable regulations;

electronic copy of all checklists to be completed by the laboratory prior to the on-site
assessment along with detailed instructions on how to complete the checklists;

. notification that all submissions must be received as electronic copies and hard copies by

LELAP no later than two weeks prior to the on-site assessment; and

notification that any claim of Confidential Business Information (CBI) must be made
within thirty days of the confirmed date of receipt of the letter.

The written notification will include a list of documents required by the assessors prior to

the on-site assessment. The documents required at a minimum but not limited to:

A. Complete list of all quality system documents including the Quality Assurance Manual

B.

C.

(QAM) and all SOPs currently in force at the laboratory. The list must include the title,
unique identification number, date of issue, date of last revision, and date of last review.

Copies of all test method SOPs for which accreditation is being sought including any
related SOPs such as sample receipt and log in, sample preparation, calibration, quality
assurance/quality control (QA/QC), and data review and reporting. Documents must be
provided in both hard copy and electronic copy.

Up-to-date organizational chart and employee roster including job assignment(s);

D. An up-to-date list of all staff training related to the performance of analyses, e.qg. initial

demonstration of capability by method, vendor training courses, any other relevant
training.
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6.5  During the on-site assessment, the Assessor or Assessment Team will collect and
evaluate information and make observations to determine if the laboratory is in conformance
with regulations and applicable standards. An assessment team may include technical support
personnel approved by LELAP. These individuals need not be formally qualified by LELAP as
assessors, but these individuals still must meet the requirements of the standards concerning
conflicts of interest and professional conduct. Members of the assessment team who provide
technical assistance but are not qualified as assessors are not eligible to conduct interviews in the
absence of the assessor or to cite any findings.

6.6  The Administrator and the LELAP Supervisor shall ensure through training and seminars
that all Assessors conduct uniform and consistent assessments, in order to:

e allow confidence in comparison of results generated by different laboratories;
o facilitate recognition by other accreditating agencies; and
e promote acceptance of the accreditation standards by the regulated community.

6.7 If a third party assessor is used, LELAP shall provide the third party assessor copies of all
essential correspondence related to the scheduled laboratory assessment. Third party assessors
shall be notified by the LELAP Supervisor or his designee of their laboratory assessment
assignments. It is the responsibility of the third party assessor to schedule, perform and draft
assessment reports within the contract time frames.

7.0  Off-Site Review of Laboratory Documentation

7.1  Assessors shall review the laboratory’s records from the LELAP files prior to the
assessment to ensure that the records are complete, and that it contains all of the original
documents. In addition, the Assessor shall review any documents submitted by the laboratory in
preparation of the on-site assessment.

7.2 Documents reviewed may include but are not limited to:
e Copies of previous assessment reports and proficiency test results;

e General laboratory information such as laboratory submitted self-assessment
forms, e.g. checklists, SOPs and Quality Assurance Plan(s);

e Official laboratory communications and associated records with appropriate
accrediting authority staff;

e Available documents from recipients of reports from the laboratory;
e The laboratory’s application for accreditation;

e copies of current approved analytical test methods for which the laboratory has
requested accreditation; and

e LELAP and/or State records pertaining to the applicant laboratory.
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7.3 Ataminimum, sufficient test method SOPs shall be reviewed to cover a representative
example of the analytical work covered by the scope of accreditation. Each Assessor shall
establish and document the exact list of SOPs for review after consultation with the laboratory’s
designated representative.

7.4  The assigned Assessor shall review the QAM, test method SOPs, completed checklists
and other documents as necessary and note any items that should require clarification during the
on-site assessment. These notes will be written in the form of a preliminary list of findings for
the assessment.

7.5  Assessor shall determine the details of the assessment. The application will always
determine the scope of the initial assessment. The scope of subsequent assessments will be
determined by LELAP staff and the LELAP Supervisor.

8.0 Assessor Documentation of On-Site Assessments

8.1  During the on-site assessment, Assessors will collect information and make observations
to be used to evaluate the laboratory’s compliance with established state accreditation regulations
and NELAC standards. Any area of non-compliance shall be written as a finding.

8.2  The Assessor shall review laboratory records to determine whether the testing laboratory
has maintained the necessary documentation to technically substantiate previously issued reports.

8.3  Assessors shall document all observations to be included in the exit report and the final
formal assessment report in an objective manner. Any observations that may result in a finding
shall be added to the preliminary list of issues identified during the off-site assessment (see
section 7.4).

8.4  During the assessment, sufficient information may become available to suspect that a
particular person has violated an environmental law or regulation, such as knowingly making a
false statement on a report. This information must be carefully documented since further action
may be necessary. In the event that evidence of improper and/or potentially illegal activities
have or may have occurred, the assessment team must present such information to the
accrediting authority for appropriate action(s). The LELAP Supervisor and/or the LSD
Administrator must be notified immediately by the lead assessor. These issues, at the discretion
of the accrediting authority, may or may not be subjects or issues of the closing conference.
However, the assessor must continue to gather the information necessary to complete the
accreditation assessment.

8.5  The Assessor’s notes, exit report and formal assessment report must include the date and
time of the assessment, all personnel present during the opening and closing briefing/debriefing,
staff interviewed and date and time of the closing briefing. The Assessor is required to sign and
obtain the signature(s) of the laboratory representative(s) on the official copy of the exit report.
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8.6  Inappropriate personal observations shall not be included in the official assessment
records or in any preliminary findings or notes.

9.0 Length of Assessment

9.1  Assessors shall consider the following factors when conducting an assessment: the
number of tests for which a laboratory desires accreditation; the number of Assessors available;
the size of the laboratory; the number of possible findings encountered during the assessment;
and the degree of laboratory staff cooperation.

9.2  The Assessor shall stop an assessment if the laboratory staff is not fully supportive. The
Assessor shall notify the LELAP Supervisor and the LSD Administrator as soon as the
assessment is discontinued. The Assessor shall act in the manner described to him by the
Administrator of the Program at this time.

9.3  The LELAP Supervisor shall insure that an adequate number of Assessors are assigned to
complete an assessment within a reasonable period of time. A reasonable period of time shall be
considered 1-2 days for small laboratories and 2-4 days for large laboratories. The actual length
of the assessment will be determined by the on-site assessment. If an assessment must be
lengthened due to any circumstances the LELAP Supervisor and/or LSD Administrator must be
notified by telephone as soon as the Assessor is aware of the need to extend the assessment.

10.0 Opening Conference
10.1  Assessors shall arrive at the laboratory during the laboratory’s established working hours.

10.2  The responsible laboratory official(s) will be contacted soon as the Assessor or
Assessment Team arrives on the premises of the laboratory.

10.3 The assigned Assessor shall conduct an opening conference that will address the following
topics:

e identification of the assessment team and discussion of the agenda;

e the purpose of the assessment;

e the standards and/or regulations that will be used by the Assessor in judging the
adequacy of the laboratory operation;

e discussion of any questions the laboratory may have about the assessment
process;

e the procedures related to Confidential Business Information;

e analyses that will be examined,

e records and operating procedures to be reviewed during the assessment and the
names of the individuals in the laboratory responsible for providing the Assessor
with the necessary records;

e roles and responsibilities of key managers and staff in the laboratory;

e safety procedures that the laboratory may require for the protection of the
Assessor while in certain parts of the facility (under no circumstance shall an
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Assessor be required or even allowed to sign any waiver of responsibility on the
part of the laboratory for injuries incurred by the Assessor during an inspection to
gain access to the facility);

e presentation of the assessment appraisal form to the responsible laboratory official
(for submission to the accrediting authority); and

e the tentative time and date of the exit conference.

10.4  The Assessor shall provide a copy of the preliminary findings from the off-site
assessment of laboratory documents (see section 7.4) to the laboratory representative(s) during
the initial briefing unless it is mutually agreed upon that such findings will be presented as of the
closing conference and included in the exit report.

11.0 Laboratory Staff Interviews

11.1  The Assessor shall have the authority to conduct interviews with any and all of the
laboratory staff. Interviews with regards to analyses must be conducted with the laboratory
personnel responsible for the analytical procedure. If the QA officer or any member of the
Laboratory’s administrative staff tries to answer for an analyst, the Assessor shall ask that person
to please give the analyst a chance to answer the question. Then if the analyst can’t answer the
question, the Assessor must rephrase the question and ask the analyst again. If the analyst still
can not answer the question, then the Assessor shall direct the question to the QA officer or
Laboratory Supervisor that is present.

11.2 The Assessor shall assess calculations, data transfers, calibration procedures, quality
control/assurance practices, adherence to SOPs and report preparation for each selected test with
the appropriate analysts.

11.3  Assessors are not required to discuss any potential findings during the interview process.
Assessor shall discuss potential findings at the end of each day of the assessment if the
laboratory requests and during the closing conference. Potential findings identified during the
off-site review, staff interviews, and on-site observations that are not satisfactorily
addressed prior to the end of the closing conference shall be included in the formal exit
report.

12.0 Records Review

12.1  Assessors shall review records for accuracy, completeness and the use of proper
methodology for each test and analyte to be evaluated.

12.2  The following minimum record set shall be reviewed by the Assessor(s):
e application for accreditation;
e previous assessment results and reports including proficiency testing results;
e laboratory management structure and chains of responsibility (e.g. organizational
charts);
e qualifications of all key staff involved in the analysis or reporting of results for
which accreditation has been requested;
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e quality assurance plan(s) for the laboratory;

e sample receipt, handling, storage practices, and documentation

e standard operating procedures (SOPs) and/or methods for selected parameters,
including any associated sample preparation procedures and analytical reagent
stoichiometry (ratio of sample, solvents, reagents);

e maintenance and calibration records of laboratory equipment and instrumentation;

e preparation and standardization of stock solutions and standard reagents;

e origins, purities, assays and expiration dates of primary standards, analytical
reagents and standard reference materials;

e records associated with method-specific QA/QC requirements;

specific records associated with the initial method validation study in the

laboratory, including the historical calibration data;

report formats including the case narratives;

receipt and handling procedures for proficiency test (PT) samples;

internal audit reports and corrective action taken by the laboratory; and

documentation of the annual and/or ongoing management review of the

laboratory.

12.3  If the laboratory requests that information obtained during the assessment be confidential,
then the Assessor shall treat the information as confidential until such a ruling can be made by
the Department Secretary. The Assessor shall notify the laboratory that a request for
confidentiality can only be granted by the Department Secretary and that the request must be
made in writing.

13.0 Closing Conference

13.1 The Assessor(s) shall meet with the representative(s) of the laboratory at the completion
of the assessment.

13.2  This meeting shall include a formal debriefing and discussion of the Assessor’s findings.
An exit report that identifies any findings shall be provided to the laboratory representative
during the debriefing. Both the Assessor and the laboratory representative must date and sign the
exit report. The lead Assessor retains the exit report with original signatures for the LELAP files
and the laboratory representative receives a copy. The exit report and discussions during the
closing conference do not in any way limit the authority of LELAP or LDEQ to identify
additional findings in the final report.

13.3 Inthe event the laboratory disagrees with the findings of the Assessor(s), and the
assessment team leader adheres to the original findings, the Assessor shall note the findings with
which the laboratory takes exception. LELAP Supervisor and LSD Administrator will make the
final determination as to the validity of the contested elements based upon information provided
by the laboratory.

13.4  The lead Assessor shall inform the laboratory representative(s) that an assessment report
shall be provided within thirty (30) working days and that the laboratory shall have thirty (30)
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calendar days to submit a corrective action plan that addresses all identified findings.
14.0 Reporting Procedures

14.1 The assigned Assessor shall complete a formal assessment report within 30 working days
of the assessment. The report shall be signed and dated by the Assessment team and LELAP
Supervisor and sent to the laboratory through certified mail.

14.2  The laboratory must submit a corrective action plan to LELAP within thirty (30) calendar
days from the date of receipt of the report. Once the plan has been received by LELAP it will be
date stamped by the Program Analyst and entered into the AAMS Database; a route slip shall be
attached identifying the document prior to be sent to the appropriate LELAP Assessor.

14.3  Exceptions to adherence to these deadlines may be allowed at the discretion of the LSD
Administrator or LELAP Supervisor. The laboratory must request the extension in writing and
must explain the necessity for the extension. The extension shall not automatically be
granted. The assigned Assessor must respond to the request within 10 working days of
receiving the written request for an extension.

14.4 Assessment reports will be generated in a narrative format. Documentation of existing
conditions at the laboratory shall be included in each report. All assessment reports will include
a “List of Findings.” The “List of Findings” shall be in conventional outline format and
numbering.

14.5 Assessor reports shall contain the following:

Identification of the laboratory (name and address) in a formal transmittal letter;

Date (or dates) and time (beginning and end) of the assessment;

Identification and affiliation of each assessment team member;

Identification of participants in the assessment process;

A statement of the objectives of the assessment [assessment scope], including

correction of prior findings, if applicable;

e Assessment findings (deficiencies), requirements in tabular form that includes a
summary of the objective evidence supporting the findings and the citation to the
requirement that is not met; and

e Alist of attachments which may include but is not limited to:

» Attachment 1 — Laboratory organizational chart;

» Attachment 2 — Staff roster (with initials of interviewees);

» Attachment 3 — List of laboratory SOPs (initial those reviewed);

» Attachment 4 -- List of data packages reviewed on-site (by unique laboratory

number);

» Attachment 5--List of PT studies reviewed;

» Attachment 6--All checklists completed by the laboratory;

» Attachment 7--Signed copy of the exit report;

» Attachment 8--Copy of any invoices submitted to the laboratory by a third party

assessor (if necessary); and where applicable.
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» Attachment 9—the application

14.6 The assigned Assessor shall ensure that the findings within the final report are consistent
with established regulations and standards.

14.7 Assessment reports generated by LELAP third party Assessors shall follow the same
protocol as for LELAP Assessors. Once the third party Assessor has crafted the assessment
report and placed a “Draft” watermark on the report and the date of the draft, it will be sent
electronically via e-mail to the LELAP Supervisor. The LELAP Supervisor shall have 1
working day to forward the draft Assessment report to the appropriate LELAP Assessor for
review.

14.8 The LELAP Assessor shall have 2 working days from receipt of the “Draft” report to
review and comment on any changes that need to be made to the report. The “Draft” document
with or without comments is then sent from the LELAP Assessor to the LELAP Supervisor for
review via e-mail.

14.9 The LELAP Supervisor shall then review the Assessment Report and any comment from
LELAP and if he/she concurs shall forward the information on to the third party Assessor. If the
Supervisor does not agree with the review comments then the “Draft” report shall be sent back to
the appropriate LELAP Assessor to make additional changes. The LELAP Assessor will now
have 1 working day to complete the requested changes and return to the LELAP Supervisor.

14.10 The LELAP Supervisor shall have 1 working day to ensure that all requested changes
have been made and then forward to the appropriate third party Assessor. If the third party
Assessor is required to make changes to the document they shall 2 working days to make the
changes and resubmit to the LELAP Supervisor via e-mail. The revised draft shall be
watermarked “Draft” and the new revision date added.

14.11 Once LELAP has approved all requested changes in the “Draft” Assessment report, the
third party Assessor will mail the complete Assessment Report package to LELAP. The LELAP
Supervisor will have 2 working days to review the completed report and sign. The signed report
will be shipped via certified mail to the Laboratory and copy of the signed report will be placed
in to the laboratory’s records in the LELAP file room.

14.12 During this last review of the Assessment report if there are any minor editorial changes
such as a period in the wrong place or misspelled word, it will be corrected with a single line
drawn through it, initial and dated and the correction made by hand. The cover letter to the
laboratory will indicate that there are “minor differences” between the electronic copy of the
report and the printed copy. The differences will be identified in the cover letter. A copy of this
cover letter and the corrected page(s) will be sent to the third party Assessor for their records.
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15.0 Report Distribution

The laboratory shall receive a copy of the signed assessment report from LELAP. The report
shall be sent by certified or registered mail and on occasion as deemed appropriate by the
LELAP Supervisor via FedEx.

16.0 Release of Report
16.1  On-site assessment reports will be released by LELAP.

16.2  The reports shall be released to the responsible laboratory official(s) within 30 working
days after the last day of the on-site visit.

16.3 The assessment report shall NOT be released to the National Accreditation Database until
findings of the assessment and corrective actions have been completed. All Confidential
Business Information (CBI) and information related to national security shall be stricken from
the report in accordance with prescribed procedures, and the report provided to the laboratory.

16.4 The assessment report shall become public record once the report has been provided to
the laboratory as required by statute.

16.5 Inaccordance with the Freedom of Information requirements, any documentation
adjudged to be proprietary, having financial and/or trade information, or relevant to an
on-going enforcement investigation shall be considered to be exempt from release to the public.

17.0 Record Retention Period

17.1 LELAP shall retain copies of all assessment reports, checklists, and laboratory responses
for a period of at least ten (10) years, or longer if required by specific State or Federal
regulations.

17.2  Third parties involved in the assessment shall retain all records for the period of time
stipulated in the contract with LDEQ. No records shall be disposed of by the third party
contractor without the written permission of the LDEQ contract official.

18.0 QA/QC Documentation for the Laboratory Audits

18.1 The primary quality assurance for the documentation is the review of the record by the
LELAP Supervisor and his/her designee.

18.2 At the close of the On-site assessment, the laboratory representatives must sign-off on the
findings document as well as any of the laboratory representatives present at the time of
de-briefing.
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