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Does the laboratory have a policy and procedure for the resolution of complaints received from clients or other parties?

Does the laboratory maintain records of all such complaints and of the investigations & actions taken by the laboratory?

Does the laboratory have policies and procedures to ensure the protection of its clients' confidential information and proprietary
rights, including procedures for protecting the electronic storage and transmission of results?

Does the laboratory have an established policy and procedure and designated appropriate authorities for implementing corrective
action when nonconforming work or departures from the policies and procedures in the quality system or technical operations have
been identified?

Does the procedure for corrective action start with an investigation to determine the root cause(s) of the problem?

Where corrective action is needed, does the laboratory identify potential corrective actions?

Does the laboratory select and implement the action(s) most likely to eliminate the problem and prevent recurrence?

Are corrective actions made to a degree appropriate to the magnitude and the risk of the problem?

Does the laboratory document and implement any required changes resulting from corrective action investigations?

Does the laboratory monitor the results to ensure that the corrective actions taken are effective?

Where the identification of nonconformances or departures casts doubts on the laboratory's compliance with its own policies and
procedures, or on its compliance with this Standard, does the laboratory ensure that the appropriate areas of activity are audited in
accordance with 5.4.13 as soon as possible?

In addition to providing acceptance criteria and specific protocols for corrective actions in the Method SOPs (see 5.5.4.1.1), does
the laboratory implement general procedures to be followed to determine when departures from documented policies, procedures
and quality control have occurred?

Do these corrective action procedures include the following:

___ldentify the individual(s) responsible for assessing which QC data type?

__ldentify individual(s) responsible for initiating and/or recommending corrective actions?

___Define how the analyst shall treat a data set if the associated QC measurement are unacceptable?

___Specify how out-of-control situations & subsequent corrective actions are to be documented?
___Specify procedures for management & the QA officer to review corrective action reports?

Is the laboratory able to demonstrate that it is impartial and that it and its personnel are free from any undue commercial, financial
and other pressures which might influence their technical judgment?

Does the laboratory establish and maintain data integrity procedures in the quality manual, defined in detail?
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Does the data integrity system include:

1) data integrity training

2) signed data integrity documentation for all laboratory employees
3) in-depth, periodic monitoring of data integrity, and

4) data integrity procedure documentation?

Are the data integrity procedures & the associated implementation records properly maintained & made available for assessor
review?

Are the data integrity procedures annually reviewed & updated by management?
Are the data integrity procedures signed & dated by senior management?
Does laboratory management provide a mechanism for confidential reporting of data integrity issues in their laboratory?

In instances of ethical concern, does the mechanism include a process whereby laboratory management are to be informed of the
need for any further detailed investigation?

In instances of ethical concern, does the mechanism include a process whereby laboratory management are to be informed of the
need for any further detailed investigation?

Does the laboratory, as part of their overall internal auditing program, insure that a review is conducted with respect to any
evidence of inappropriate actions or vulnerabilities related to data integrity?

Is discovery of potential issues handled in a confidential manner until such time as a follow up evaluation, full investigation, or other
appropriate actions have been completed and the issues clarified?

Is data integrity training provided as a formal part of new employee is it provided on an annual basis for all current employees?
Are topics covered documented in writing and provided to all trainees?

Do key topics covered during training include organizational mission and its relationship to the critical need for honesty and full
disclosure in all analytical reporting, how and when to report data integrity issues, and record keeping?

Are employees required to understand that any infractions of the laboratory data integrity procedures will result in a detailed
investigation that could lead to very serious consequences including immediate termination, debarment or civil/criminal
prosecution?

Does the initial data integrity training and the annual refresher training have a signature attendance sheet or other form of
documentation that demonstrates all staff have participated and understand their obligations related to data integrity?

Do senior managers acknowledge their support of these procedures by:

___Upholding the spirit and intent of the organization’s data integrity procedures?
__Effectively implementing the specific requirements of the procedures?

Are specific examples of breaches of ethical behavior discussed including improper data manipulations, adjustments of instrument
time clocks, and inappropriate changes in concentrations of standards?

Does training include discussion regarding all data integrity procedures, data integrity training documentation, in-depth data
monitoring and data integrity procedure documentation?

Does data integrity training require emphasis on the importance of proper written narration on the part of the analyst with respect to
those cases where analytical data may be useful, but are in one sense or another partially deficient?

Demonstration of Capability

55.25
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55.25
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Does management authorize specific personnel to perform particular types of sampling, environmental testing, to issue test reports,
to give opinions and interpretations and to operate particular types of equipment?

Does the laboratory maintain records of the relevant authorization(s), competence, educational and professional qualifications,
training, skills and experience of all technical personnel, including contracted personnel?

Are the records readily available and do they include the date on which authorization and/or competence is confirmed?
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Do the records include demonstrated proficiency for each laboratory test method, such as the criteria outlined in 5.5.4.2.2 for
chemical testing?

Are records on the relevant qualifications, training, skills and experience of the technical personnel maintained by the laboratory?

Does laboratory management define the minimal level of qualification, experience and skills necessary for all positions in the
laboratory? In addition to education and/or experience, basic laboratory skills such as using a balance, colony counting, aseptic or
quantitative techniques shall be considered?

Does laboratory management ensure that all technical laboratory staff have demonstrated capability in the activities for which they
are responsible? Such demonstration shall be documented. (See Appendix C);

Does laboratory management maintain documentation on file that demonstrates that each employee has read, understood, and is
using the latest version of the laboratory's in-house quality documentation, which relates to his/her job responsibilities?

Does laboratory management provide for and document training courses or workshops on specific equipment, analytical
techniques or laboratory procedures?

Does laboratory management ensure that the training file contains a certification that technical personnel have read, understood
and agreed to perform the most recent version of the test method (the approved method or standard operating procedure as
defined by the laboratory document control system, 5.4.2.3.d) and documentation of continued proficiency by at least one of the
following once per year:

___Acceptable performance of a blind sample (single blind to the analyst)?

___Aninitial measurement system evaluation or another demonstration of capability?

__Atleast four consecutive laboratory control samples with acceptable levels of precision and accuracy?

___Ifthese cannot be performed, analysis of authentic samples with results statistically indistinguishable from those obtained by
another trained analyst?

Does the laboratory have procedures to control all documents that form part of the laboratory's quality system?

Are all documents issued to personnel in the laboratory as part of the quality system reviewed and approved for use by authorized
personnel prior to use?

Is there an established master list or equivalent document control procedure identifying the current revision status & distribution of
documents in the quality system?

Are the master lists or document control procedures readily available to preclude the use of invalid and/or obsolete documents?

Does the document control procedure(s) adopted ensure that authorized editions of appropriate documents are available at all
locations where operations essential to the effective functioning of the laboratory are performed?

Does the document control procedure(s) adopted ensure that documents are periodically reviewed and, where necessary, revised
to ensure continuing suitability and compliance with applicable requirements?

Does the document control procedure(s) adopted ensure that invalid or obsolete documents are promptly removed from all points
of issue or use, or otherwise assured against unintended use?

Does the document control procedure(s) adopted ensure that obsolete documents retained for either legal or knowledge
presentation purposes are suitable marked?

Are quality system documents generated by the laboratory uniquely identified and does such identification include the date of issue
and/or revision identification, page numbering, the total number of pages or a mark to signify the end of the document, and the
issuing authority(ies)?

Do the designated personnel have access to pertinent background information upon which to base their review and approval?

Are changes to documents reviewed and approved by the same function that performed the original review, unless specifically
designated otherwise?

Where practicable, is altered or new text identified in the document or the appropriate attachments?
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If the laboratory's documentation control system allows for the amendment of documents by hand, pending the re-issue of the
documents, are the procedures and authorities for such amendments defined?

Are amendments to documents clearly marked, initialed and dated?
Is a revised document formally re-issued as soon as practicable?

Are procedures established to describe how changes in documents maintained in computerized systems are made and controlled?

Do work areas provide the following:
___Access and entryways to the laboratory?
___Sample receipt area(s)?

___Sample storage area(s)?

___Chemical and waste storage area(s)? and,
__Data handling and storage area(s)?

Does the quality manager (and/or his/her designees) arrange for or conduct internal audits as per 5.4.13 annually; and

Does the laboratory periodically, in accordance with a predetermined schedule and procedure, and at least annually, conduct
internal audits of its activities to verify that its operations continue to comply with the requirements of the quality system and this
Standard?

Does the internal audit program address all elements of the quality, including the environmental testing activities?

When audit findings cast doubt on the effectiveness of the operations or on the correctness or validity of the laboratory's
environmental test results, does the laboratory take timely corrective action, and notify clients in writing if investigations show that
the laboratory results may have been affected?

Does the laboratory specify in its Quality Manual the time frame for notifying a client of events that cast doubt on the validity of the
test results?

Are such audits carried out by trained and qualified personnel who are, wherever resources permit, independent of the activity to be
audited?

Do personnel not audit their own activities except when it can be demonstrated that an effective audit will be carried out?

Is it the responsibility of the quality manager to plan and organize audits as required by the schedule and requested by
management?

Does the laboratory notify clients promptly, in writing, of any event such as the identification of defective measuring or test
equipment that casts doubt on the validity of results given in any test report or test certificate or amendment to a report or
certificate?

Is the area of activity audited, the audit findings and corrective actions that arise from them recorded?

Does the laboratory management ensure that corrective actions are discharged within the appropriate & agreed time frame as
indicated in the quality manual and/or SOP's?

Do follow-up audit activities verify and record the implementation and effectiveness of the corrective action taken?

Does the laboratory, as part of their overall internal auditing program, insure that a review is conducted with respect to any
evidence of inappropriate actions or vulnerabilities related to data integrity?

Is discovery of potential issues handled in a confidential manner until such time as a follow up evaluation, full investigation, or other
appropriate actions have been completed and the issues clarified?

Is all documentation of these investigation and actions taken maintained for at least five years?

Does documentation of the investigations include any disciplinary actions involved, corrective actions taken, and all appropriate
notifications of clients?
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Are all investigations that result in finding of inappropriate activity documented?

In accordance with a predetermined schedule and procedure, does the laboratory’s executive management periodically and at
least annually conduct a review of the laboratory's quality system and environmental testing activities to ensure their continuing
suitability and effectiveness, and introduce necessary changes or improvements?

Does the management review take account of:

___The suitability of policies and procedures?

___Reports from managerial and supervisory personnel?

___The outcome of recent internal audits?

___Corrective and preventive actions?

___Assessments by external bodies?

___The results of interlaboratory comparisons or proficiency tests?
___Changes in the volume and type of the work?

___ Client feedback?

___Complaints?

__ Other relevant factors, such as quality control activities, resources and staff training?

Does management ensure that those actions are carried out within an appropriate and agreed timescale?
Does the laboratory have a procedure for review by management and does it maintain records of review findings and actions?

Are findings from management reviews and the actions that arise from them recorded?

Does the laboratory have a policy and procedures that are implemented when any aspect of its environmental testing, or the results
of this work, does not conform to its own procedures or the agreed requirements of the client?

Do the policy and procedures ensure that the responsibilities and authorities for the management of nonconforming work are
designated and actions (including halting of work and withholding of test reports, as necessary) are defined and taken when
nonconforming work is identified?

Do the policy and procedures for nonconforming work ensure that the responsibilities and authorities for the management of
nonconforming work are designated and actions (including halting of work and withholding of test reports and calibration
certificates, as necessary) are defined and taken when nonconforming work is identified?

Do the policy and procedures for nonconforming work ensure that an evaluation of the significance of the nonconforming work is
made?

Do the policy and procedures for nonconforming work ensure that corrective actions are taken immediately, together with any
decision about the acceptability of the nonconforming work?

Do the policy and procedures for nonconforming work ensure that where the data quality is or may be impacted, the client is
notified and the work may be recalled?

Do the policy and procedures for nonconforming work ensure that the responsibility for authorizing the resumption of work is
defined?

Where the evaluation indicates that the nonconforming work could recur or that there is doubt about the compliance of the
laboratory's operations with its own policies and procedures, are the corrective action procedures given in 5.4.10 promptly followed?

Non-standard Methods

[ ] 5544

Organization

] =
-

54.11
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Does this agreement include a clear specification of the client's requirements and the purpose of the environmental test?

Does the laboratory have all items identified in NELAC Chapter 5 Quality Systems available for on-site inspection or data audit?

Is the laboratory, or organization of which it is part, an entity that can be held legally responsible?
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Does the laboratory carry out its environmental testing activities in such a way as to meet the requirements of the NELAC Standard
and to satisfy the needs of the client, the regulatory authorities or organizations providing recognition?

Does the laboratory management system cover work carried out in the laboratory's permanent facilities, at sites away from its
permanent facilities, and/or in its associated temporary or mobile facilities?

If the laboratory is part of an organization performing activities other than environmental testing, are the responsibilities of key
personnel in the organization defined in order to identify potential conflicts of interest?

Where a laboratory is part of a larger organization, are the organizational arrangements such that departments having conflicting
interests, such as production, commercial marketing or financing do not adversely influence the laboratory's compliance with the
requirements of this Standard?

Is the laboratory able to demonstrate that it is impartial and that it and its personnel are free from any undue commercial, financial
and other pressures which might influence their technical judgment?

Does the laboratory not engage in any activities that may endanger the trust in its independence of judgment & integrity in relation
to its environmental testing activities?

Does the laboratory managerial and technical personnel have the authority and resources needed to carry out their duties and to
identify the occurrence of departures from the quality system or from procedures for performing environmental tests, and to initiate
actions to prevent or minimize such departures?

Does the laboratory have processes to ensure that its management and personnel are free from any undue internal and external
commercial, financial and other pressures and influences that may adversely affect the quality of their work?

Does the laboratory have policies and procedures to ensure the protection of its clients' confidential information and proprietary
rights, including procedures for protecting the electronic storage and transmission of results?

Does the laboratory avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgment or
operational integrity?

Does the laboratory define the organization and management structure of the laboratory, its place in any parent organization, and
the relationships between quality management technical operations and support services?

Does the laboratory specify the responsibility, authority and interrelationships of all personnel who manage, perform or verify work
affecting the quality of the environmental tests and/or calibrations?

Does documentation include a clear description of the lines of responsibility in the laboratory and are proportioned such that
adequate supervision is ensured?

Does the laboratory provide adequate supervision of environmental testing staff, including trainees, by persons familiar with
methods and procedures, purpose of each environmental test, and with the assessment of the environmental test results?

Does the technical management, which has overall responsibility for the technical operations and the provision of the resources
needed, ensure the required quality of laboratory operations?

Does the laboratory specify the responsibility, authority and interrelationships of all personnel who manage, perform or verify work
affecting the quality of the environmental tests and/or calibrations?

Does documentation include a clear description of the lines of responsibility in the laboratory and are proportioned such that
adequate supervision is ensured?

Does the technical director(s), however named, certify that personnel with appropriate education and/or technical background
perform all tests for which the laboratory is accredited?

Is the personnel education and technical background documented?
Does the laboratory appoint deputies for key managerial personnel including the technical director(s) and/or quality manager?
Does laboratory management ensure the competence of all who operate specific equipment, perform environmental tests, evaluate

results, and sign test reports?
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Does the management formulate goals with respect to the education, training and skills of the laboratory personnel?
Does the laboratory have a policy and procedures for identifying training needs and providing training of personnel?
Is the training program relevant to the present and anticipated tasks of the laboratory?

Does the laboratory use personnel who are employed by, or under contract to, the laboratory?

Where contracted and additional technical and key support personnel are used, does the laboratory ensure that such personnel are
supervised and competent and that they work in accordance with the laboratory's quality system?

Does the laboratory maintain current job descriptions for all personnel who manage, perform, or verify work affecting the quality of
the environmental tests?

Are needed improvements and potential sources of nonconformance, either technical or concerning the quality system, identified?

If preventative action is required, are action plans developed, implemented, & monitored to reduce the occurrence of
nonconformances & to take advantage of opportunities for improvement?

Do procedures for preventive actions include the initiation of such actions and application of controls to ensure that they are
effective?

Do the laboratory's management and all analysts ensure that all PT samples are handled (i.e., managed, analyzed, and reported)
in the same manner as real environmental samples utilizing the same staff, methods as used for routine analysis of that analyte,
procedures, equipment, facilities, and frequency of analysis as evidenced by the following points?

NOTE: The AA must make a documented determination when exceptions to any of these requirements are applicable on the basis
of the laboratory's routine environmental sample composition and SOPs.

PT samples are entered into Lab's sample receipt log (Sample tracking may be initiated by laboratory personnel).

Does the laboratory not send any PT sample, or portion of a PT sample, to another laboratory for any analysis for which the
laboratory seeks accreditation or is accredited?

Does the laboratory not knowingly receive any PT sample or portion of a PT sample from another laboratory for any analysis for
which the sending laboratory seeks accreditation or is accredited?

Does the laboratory management and staff not communicate with any individual at another laboratory (including intralaboratory
communication) concerning PT sample?

Does the laboratory maintain copies of all written, printed and electronic records resulting from the analysis of any PT sample for 5
years or for as long as is required by the applicable regulatory program, whichever is greater?

For purposes of qualifying for and maintaining accreditation, does each laboratory participate in a proficiency test program as
outlined in Chapter 2?

Purchasing (Services & Supplies)

5422

546.1

54.6.1

54.6.2
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Are the laboratory's quality system policy and objectives defined in a quality manual?

Does the laboratory have a policy and procedure(s) for the selection and purchasing of services and supplies it uses that affect the
quality of the environmental tests?

Do procedures exist for the purchase, reception, & storage of reagents & consumable materials relevant for the environmental
tests?

Does the laboratory ensure that purchased supplies, reagents and consumable materials that affect quality are not used until they

have been inspected or otherwise verified as complying with requirements defined in the methods for the environmental tests
concerned?
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Does the laboratory ensure that supplies & services comply with specified requirements?
Does the laboratory maintain records of actions taken to check compliance with these requirements?

Do purchasing documents for items affecting the quality of laboratory output contain data describing the services and supplies
ordered?

Are these purchasing documents reviewed & approved for technical content prior to release?
Does the laboratory maintain records of these evaluations and list those (suppliers) approved?

Does the laboratory evaluate suppliers of critical consumables, supplies and services which affect the quality of environmental
testing?

Does the laboratory report samples with the appropriate laboratory defined data qualifier(s) when a quality control measure
associated with that sample analysis was found to be out of control and the data is to be reported?

Are the data resulting from quality control procedures recorded in such a way that trends are detectable and, where practicable, are
statistical techniques applied to the reviewing of the results?

Does the laboratory have detailed written protocols in place to monitor positive and negative controls to monitor tests such as
blanks, spikes, reference toxicants?

Does the laboratory have detailed written protocols in place to monitor tests to define the variability and/or repeatability of the
laboratory results such as replicates?

Does the laboratory have detailed written protocols in place to monitor measures to assure the accuracy of the test method
including calibration and/or continuing calibrations, use of certified reference materials, proficiency test samples, or other
measures?

Does the laboratory have detailed written protocols in place to monitor measures to evaluate test method capability, such as
detection limits and quantitation limits or range of applicability such as linearity?

Does the laboratory have detailed written protocols in place to monitor selection of appropriate formulae to reduce raw data to final
results such as regression analysis, comparison to internal/external standard calculations, and statistical analyses?

Does the laboratory have detailed written protocols in place to monitor selection and use of reagents and standards of appropriate
quality?

Does the laboratory have detailed written protocols in place to monitor measures to assure the selectivity of the test for its intended
purpose

Does the laboratory have detailed written protocols in place to monitor measures to assure constant and consistent test conditions
(both instrumental and environmental) where required by the test method such as temperature, humidity, light, or specific
instrument conditions?

Are all quality control measures assessed and evaluated on an on-going basis?

When it is not apparent which is more stringent is the QC in the mandated method or regulations followed?

Are quality control acceptance criteria used to determine the validity of the data?

Is a member of staff appointed as quality manager (however named) who, irrespective of other duties and responsibilities
appointed to have defined responsibility and authority for ensuring that the quality system is implemented and followed at all times
and have direct access to the highest level of management at which decisions are made on laboratory policy or resources?

Does the quality manager (and/or his/her designees) serve as the focal point for QA/QC and be responsible for the oversight and/or
review of quality control data;
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Does the quality manager (and/or his/her designees) have functions independent from laboratory operations for which they can
have quality assurance oversight;

Does the quality manager (and/or his/her designees) able to evaluate data objectively and perform assessments with outside (e.g.,
managerial) influence;

Does the quality manager (and/or his/her designees) have documented training and/or experience in QA/QC procedures and be
knowledgeable in the quality system as defined under NELAC;

Does the quality manager (and/or his/her designees) have a general knowledge of the analytical test methods for which data
review is performed;

Does the quality manager (and/or his/her designees) arrange for or conduct internal audits as per 5.4.13 annually; and

Does the quality manager (and/or his/her designees) notify laboratory management of deficiencies in the quality system and
monitor corrective action.

Are the laboratory's quality system policy and objectives defined in a quality manual?

Does the quality manual, and related quality documentation, state the laboratory's policies and operational procedures established
in order to meet the requirements of this Standard?

When the laboratory's quality manual does not contain the necessary requirements, are these requirements addressed elsewhere
in separate SOP's or policy documents?

Does the quality manual list on the title page:

___Document title?

___The laboratory's full name and address?

___The name, address (if different from above), and telephone number of individual(s) responsible for the laboratory?

__The name of the quality manager (however named); the identification of all major organizational units which are to be covered
by this quality manual and the effective date of the version?

Does the quality manual include or make reference to the supporting procedures including technical procedures and does it outline
the structure of the documentation used in the quality system?

Does the quality manual and related quality documentation include or reference:

___Aquality policy statement, including objectives and commitments, by top management (see 5.4.2.2)?

___The organization and management structure of the laboratory, its place in any parent organization and relevant organizational
charts?

___The relationship between management, technical operations, support services and the quality system?

Does the quality manual and related quality documentation include or reference procedures to ensure that all records required
under this Chapter are retained, as well as procedures for control and maintenance of documentation through a document control
system which ensures that all standard operating procedures (SOPs), manuals, or documents clearly indicate the time period
during which the procedure or document was in force?

Does the quality manual and related quality documentation include or reference job descriptions of key staff and reference to the
job descriptions of other staff?

Does the quality manual and related quality documentation include identification of the laboratory's approved signatories; at a
minimum, the title page of the Quality Manual must have the signed and dated concurrence, (with appropriate title(s) of all
responsible parties including the quality manager(s), technical director(s), and the agent who is in charge of all laboratory activities
such as the laboratory director or laboratory manager?

Does the quality manual and related quality documentation include or reference the laboratory's procedures for achieving
traceability of measurements?

Does the quality manual and related quality documentation include or reference a list of all test methods under which the laboratory
performs its accredited testing?

Does the quality manual and related quality documentation include or reference mechanisms for ensuring that the laboratory
reviews all new work to ensure that it has the appropriate facilities and resources before commencing such work;
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Does the quality manual and related quality documentation include reference to calibration and/or verification test procedure used?
Does the quality manual and related quality documentation include or reference procedures for handling submitted samples?

Does the quality manual and related quality documentation include or reference the major equipment and reference measurement
standards used as well as the facilities and services used by the laboratory in conducting tests?

Does the quality manual and related quality documentation include or make reference to calibration and/or verification test
procedure used?

Does the quality manual and related quality documentation include or make reference to verification practices which may include
interlaboratory comparisons, proficiency testing programs, use of reference materials and internal quality control schemes?

Does the quality manual and related quality documentation include or reference procedures to be followed for feedback and
corrective action whenever testing discrepancies are detected, or departures from documented policies and procedures occur?

Does the quality manual and related quality documentation include or reference the laboratory management arrangements for
exceptionally permitting departures from documented policies and procedures or from standard specifications?

Does the quality manual and related quality documentation include or reference procedures for dealing with complaints?

Does the quality manual and related quality documentation include or reference procedures for protecting confidentiality (including
national security concerns), and proprietary rights?

Does the quality manual and related quality documentation include or reference procedures for audits and data review?

Does the quality manual and related quality documentation include or reference processes/procedures for establishing that
personnel are adequately experienced in the duties they are expected to carry out and are receiving any needed training?

Does the quality manual and related quality documentation include or make reference to procedures for reporting analytical results?

Does the quality manual and related quality documentation include a Table of Contents, and applicable lists of references and
glossaries, and appendices?

Does the quality manual define the roles and responsibilities of technical management and the quality manager, including their
responsibility for ensuring compliance with this Standard?

Does the quality manager maintain the current quality manual?

Are the overall objectives documented in a quality policy statement, issued under the authority of the chief executive?

Does the quality policy include the laboratory management's commitment to good professional practice and to the quality of its
environmental testing in servicing its clients; The laboratory shall define and document its policies and objectives for, and its
commitment to accepted laboratory practices and quality of testing services.

Does the quality policy include the management's statement of the laboratory's standard of service;

Does the quality policy include the objectives of the quality system; The laboratory management shall ensure that these policies
and objectives are documented in a quality manual?

Does the quality policy include a requirement that all personnel concerned with environmental testing activities within the laboratory
familiarize themselves with the quality documentation and implement the policies and procedures in their work; and

Does the quality policy include the laboratory management's commitment to compliance with this Standard?

Has the laboratory established, implemented, & maintained a quality system, based on the required elements for NELAC Chapter
5, that is appropriate to the type, range, & volume of environmental testing activities it undertakes?

Does the laboratory document its policies, systems, programs, procedures and instructions to the extent necessary to assure the
quality of the environmental test results?
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5421 Is the quality system documentation communicated to, understood by, available to, & implemented by the appropriate personnel?

Records

54.12 Does the laboratory retain all original observations, calculations and derived data, calibration records and a copy of the test report
for a minimum of five years?

54.12 Does the laboratory maintain a record system to suit its particular circumstances and comply with any applicable regulations?

5.4.12 Does the record system produce unequivocal, accurate records which document all laboratory activities?

54.12 If the laboratory’s clients specify that a sample will be used for evidentiary purposes, does the laboratory have a written SOP for
how it will carry out legal chain of custody (for example, ASTM D 4840- 95 and Manual for the Certification of Laboratories

Analyzing Drinking Water, March 1997, Appendix A)?

54.12.1.1  Does the laboratory establish and maintain procedures for identification, collection, indexing, access, filing, storage, maintenance
and disposal of quality and technical records?

54.12.1.1 Do quality records include reports from internal audits and management reviews as well as records of corrective and preventive
actions? (Records may be in any media, such as hard copy or electronic media).

54.12.1.2  Are all records legible?

54.12.1.2  Areall records retained in such a way that they are readily retrievable?

54.12.1.2  Areall records stored in facilities that provide a suitable environment to prevent damage or deterioration and to prevent loss?
54.12.1.2  Has retention times of records been established?

5.4.12.1.3  Areall records held secure and in confidence?

54.12.1.5  Does the record keeping system allow historical reconstruction of all laboratory activities that produced the analytical data?
54.12.15.a Do the records include the identity of personnel involved in sampling, sample receipt, preparation, or testing?

54.12.1.5.b s all information relating to the laboratory facilities equipment, analytical test methods, and related laboratory activities, such as
sample receipt, sample preparation, or data verification documented?

54.12.1.5.c Does the record keeping system facilitate the retrieval of all working files and archived records for inspection and verification
purposes, e.g., set format for naming electronic files?

5.4.12.1.5.d Are all changes to records signed or initialed by responsible staff?

54.12.1.5.d Isthe reason for the signature or initials clearly indicated in the records such as “sampled by,” “prepared by,” or “reviewed by"?
54.12.1.5.f  Are entries in records changed so as not to be obliterated by methods such as erasures, overwritten files or markings?
5.4.12.1.5.f  Are all corrections to record-keeping errors made by one line marked through the error?

54.12.15.f Does the individual making the correction sign (or initial) and date the correction?

54.12.2.4.a Are all records (including those pertaining to test equipment), certificates and reports safely stored, held secure and in confidence
to the client?

54.12.2.4.a Are all NELAP-related records available to the accrediting authority?

54.12.2.4.b Are all records, including those specified in 5.4.12.2.5 retained for a minimum of five years from generation of the last entry in the
records?

54.12.2.4b s allinformation necessary for the historical reconstruction of data maintained by the laboratory?

5.4.12.2.4.d Has the laboratory established a record management system for control of laboratory notebooks, instrument logbooks, standards
logbooks, and records for data reduction, validation, storage and reporting?

U Ot douiot O oubotoot U o dod
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Is access to archived information documented with an access log?

Are records protected against fire, theft, loss, environmental deterioration, vermin and, in the case of electronic records, electronic
or magnetic sources?

Does the laboratory have a plan to ensure that the records are maintained or transferred according to the clients’ instructions (see
4.1.8.e) in the event that a laboratory transfers ownership or goes out of business? (In cases of bankruptcy, appropriate regulatory
and state legal requirements concerning laboratory records must be followed.)

Does the laboratory maintain a record of all procedures to which a sample is subjected while in the possession of the laboratory
pertaining to sample preservation including appropriateness of sample container and compliance with holding time requirement?

Does the laboratory maintain a record of all procedures to which a sample is subjected while in the possession of the laboratory
pertaining to sample identification, receipt, acceptance or rejection and log-in?

Does the laboratory maintain a record of all procedures to which a sample is subjected while in the possession of the laboratory
pertaining to sample storage and tracking including shipping receipts, sample transmittal forms, (chain of custody form);

Does the laboratory maintain a record of all procedures to which a sample is subjected while in the possession of the laboratory
pertaining to the receipt and retention of samples, including all provisions necessary to protect the integrity of samples?

In addition to documenting all the above-mentioned activities, are the following retained:

___Alloriginal raw data, whether hard copy or electronic, for calibrations, samples and quality control measures, including analysts
work sheets and data output records? (chromatograms, strip charts, and other instrument response readout records);
___Awritten description or reference to the specific test method used which includes a description of the specific computational
steps used to translate parametric observations into a reportable analytical value?

___Copies of final reports?

___Archived SOPs?

___Correspondence relating to laboratory activities for a specific project?

___All corrective action reports, audits and audit responses?

__Proficiency test results and raw data? and,

___Results of data review, verification, and cross-checking procedures?

Are the following administrative records maintained;

Personnel qualifications, experience and training records and

Records of demonstration of capability for each analyst and

A log of names, initials and signatures for all individuals who are responsible for signing or initialing any laboratory record?

Does the laboratory have procedures to protect and back-up records stored electronically and to prevent unauthorized access to or
amendment of records stored electronically?

Is the individual making the change to electronically maintained records identified?
Is the individual making the change to electronically maintained records identified?
Are entries to electronically maintained records changed so as to not erase or overwrite the files?
Are entries to electronically maintained records changed so as to not erase or overwrite the files?
Are entries to electronically maintained records changed so as to not erase or overwrite the files?

Are records which are stored only on electronic media supported by the hardware and software necessary for their retrieval?

Does laboratory management document the quality of all data reported?

Are the results of each test, or series of environmental tests carried out by the laboratory reported accurately, clearly,
unambiguously and objectively, and in accordance with any specific instructions in the environmental test methods?

In the case of environmental tests or calibration results performed for internal clients, or in the case of a written agreement with the
client, are the results reported in a simplified way?
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Is any information listed in 5.5.10.2 to 5.5.10.4 which is not reported to the client readily available in the laboratory which carried
out the environmental tests results?

Some regulatory reporting requirements or formats such as monthly operating reports may not require all items listed, in those
cases does the laboratory provide all the required information to their client for use in preparing such regulatory reports?

Are the results reported in a test report that includes all the information requested by the client and necessary for the interpretation
of the environmental test results, and all information required by the method used?

Does the laboratory, if it is operated by a facility and whose sole function is to provide data to the facility management for
compliance purposes (in-house or captive laboratories) have all applicable information specified in 5.5.10.2.a-m readily available
for review by the accrediting authority?

Does the facility management ensure that the appropriate report items are in the report to the regulatory authority if such
information is required?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

__Atitle (e.g. "Test Report," "Certificate of Results," or "Laboratory Results")?

___The name and address of the laboratory, the location where the environmental tests were carried out, if different from the
address of the laboratory, and phone number with name of contact person for questions?

___Unique identification of the test report (such as the serial number), and on each page an identification in order to ensure that
the page is recognized as a part of the test report?

___The name an address of the client and project name on the test reports?

___ldentification of the method used?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?
A description of, and unambiguous identification of the sample(s), including the client identification code?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

The date of receipt of the sample(s) where this is critical to the validity and application of the results, date and time of sample
collection, the date(s) of performance of the environmental test, and time of sample preparation and/or analysis if the required
holding time for either activity is less than or equal to 72 hours?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

Reference to the sampling plan and procedures used by the laboratory or other bodies where these are relevant to the validity or
application of the results?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

The environmental test results with, where appropriate, the units of measurement, and any failures identified; identify whether data
are calculated on a dry weight or wet weight basis; identify the reporting until such as ug/l or mg/kg; and for Whole Effluent Toxicity,
identify the statistical package used to provide data;

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

The name(s), function(s) and signatures or equivalent electronic identification of person(s) authorizing the test report, and date of
issue?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

A statement to the effect that the results relate only to the samples?
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Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

A statement that the certificate or report shall not be reproduced except in full, without the written approval of the laboratory?

Does each test report include at least the following information unless the laboratory has valid reasons for not doing so, as
indicated by 5.5.10.1.a and b?

Laboratories accredited to be in compliance with these standards shall certify that the test results meet all requirements of NELAC
or provides reasons and/or justification if they do not?

Where it is necessary for the interpretation of the test results, does the test report also include the following:

__ Deviations from (such as failed quality control), additions to, or exclusions from the test method, and information on specific test
conditions, such as environmental conditions and any nonstandard conditions that may have affected the quality of results,
including the use and definitions of data qualifiers?

___Where quality system requirements are not met, a statement of compliance/non-compliance with requirements and/or
specifications, including identification of test results derived from any sample that did not meet NELAC sample acceptance
requirements such as improper container, holding time, or temperature?

___Where applicable, a statement on the estimated uncertainty of measurement; information on uncertainty is needed when a
client's instruction so requires?

___Where appropriate and needed, opinions and interpretations?

___Additional information which may be required by specific methods, clients or groups of clients?

___Qualification of numerical results with values outside of the working limits?

Do test reports containing the results of sampling include the following, where necessary for the interpretation of test results:
___The date of sampling?

___Unambiguous identification of the substance, material or product sampled? (including the name of the manufacturer, the model
or type of designation and serial numbers as appropriate);

___The location of sampling, including any diagrams, sketches or photographs?

___Avreference to the sampling plan and procedures used?

___Details of any environmental conditions during sampling that may affect the interpretation of the test results?

___Any standard or other specification for the sampling method or procedure, and deviations, additions to or exclusions from the
specification concerned?

When opinions and interpretations are included, does the laboratory document the basis upon which the opinions and
interpretations have been made?

Are opinions and interpretations clearly marked as such in a test report?
Does the subcontractor report the results either in writing or electronically?
Does the laboratory make a copy of the subcontractor's report available to the client when requested by the client?

When the test report contains results of tests performed by subcontractors, are these results clearly identified by subcontractor
name or applicable accreditation number?

In the case of transmission of environmental test results by telephone, telex, facsimile or other electronic or electromagnetic
means, are the requirements of this Standard met and ensure that all reasonable steps are taken to preserve confidentiality

Is the format of the report designed to accommodate each type of environmental test carried out and to minimize the possibility of
misunderstanding or misuse?

Are material amendments to a test report after issue made only in the form of a further document, or data transfer, which includes
the statement "Supplement to Test Report, serial number ... [or as otherwise identified]", or an equivalent form of wording?

Do such test report amendments meet all the requirements of this Standard?

When it is necessary to issue a complete new test report, is this uniquely identified and does it contain a reference to the original
that it replaces?

Requests, Tenders, & Contracts

5441

]

31 October 2005, v. 1.0

Has the laboratory established and maintained procedures for the review of requests, tenders and contracts?
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Do the policies and procedures for reviews leading to a contract for environmental testing ensure that the requirements, including
the methods to be used, are adequately defined, documented and understood?

Do the policies and procedures for reviews leading to a contract for environmental testing and/or calibration ensure that the
laboratory has the capability and resources to meet the requirements?

Is the current accreditation status of the laboratory reviewed?

Does the laboratory inform the client of the results of the capability review if it indicates any potential conflict, deficiency, lack of
appropriate accreditation status, or inability on the laboratory’s part to complete the client's work?

Do the policies and procedures for reviews leading to a contract for environmental testing ensure that the appropriate
environmental test method is selected and capable of meeting the clients' requirements?

Are any differences between the request or tender & the contract resolved before any work commences?
Are records of reviews, including any significant changes maintained?

Note: For review of routine and other simple tasks, the date and the identification (e. g. the initials) of the person in the laboratory
responsible for carrying out the contracted work are considered adequate. For repetitive routine tasks, the review need be made
only at the initial enquiry stage or on granting of the contract for on-going routine work performed under a general agreement with
the client, provided that the client's requirements remain unchanged. For new, complex or advanced environmental testing and/or
calibration tasks, a more comprehensive record should be maintained.

Are records also maintained of pertinent discussions with a client relating to the client's requirements or the results of the work
during the period of execution of the contract?

Note: For review of routine and other simple tasks, the date and the identification (e. g. the initials) of the person in the laboratory
responsible for carrying out the contracted work are considered adequate. For repetitive routine tasks, the review need be made
only at the initial enquiry stage or on granting of the contract for on-going routine work performed under a general agreement with
the client, provided that the client's requirements remain unchanged. For new, complex or advanced environmental testing and/or
calibration tasks, a more comprehensive record should be maintained.

Does the review cover any work that is subcontracted by the laboratory?

Is the client informed of any deviation from the contract?

If a contract needs to be amended after work has commenced, is the same contract review process repeated?
Are any contract amendments communicated to all affected personnel?

If a contract needs to be amended after work has commenced, does the laboratory report any suspensions, revocations, or
voluntary withdrawals of accreditation to the client?

Is the client informed as to the method chosen?

Does the laboratory inform the client when the method proposed by the client is considered to be inappropriate or out of date?

Does laboratory management ensure that all sample acceptance criteria (Section 5.5.8) are verified and that samples are logged
into the sample tracking system and properly labeled and stored?

Does the laboratory have procedures for the transportation, receipt, handling, protection, storage, retention, and/or disposal of
samples, including all provisions necessary to protect the integrity of the sample, and to protect the interests of the laboratory and
the client?

__Handling?

___Protection?

__ Storage?

___Retention and/or disposal of samples, including all provisions necessary to protect the integrity of the sample?

Does the sample identification system, if appropriate, accommodate a sub-division of groups of samples and the transfer of
samples within and from the laboratory?
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Does the laboratory have a documented system for uniquely identifying the samples to be tested, to ensure that there can be no
confusion regarding the identity of such samples at any time?

Does the laboratory assign a unique identification (ID) code to each sample container received in the laboratory?
Note: The use of container shape, size or other physical characteristic, such as amber glass, or purple top, is not an acceptable
means of identifying the sample?

Does the laboratory sample code maintain an unequivocal link with the unique field ID code assigned each container?

Is the laboratory ID code entered into the laboratory records and is it the link that associates the sample with related laboratory
activities such as sample preparation?

Upon receipt of the sample(s) is the condition, including any abnormalities or departures from normal or specified conditions as
described in the environmental test method, recorded?

Does the laboratory consult with the client for further instruction when there is doubt as to the suitability of a sample for
environmental test, or when a sample does not conform to the description provided, or the environmental test or calibration
required is not specified in sufficient detail?

Are such discussions with the client (on suitability of the sample for testing) recorded?

Are all samples which require thermal preservation accepted only if the arrival temperature is either within 2°C of the required
temperature or the method specified range or for samples with a specified temperature of 4°C, samples with a temperature ranging
from just above the freezing temperature of water to 6°C?

Note: Samples that are hand delivered to the laboratory on the same day that they are collected may not meet this criteria. In these
cases, the samples shall be considered acceptable if there is evidence that the chilling process has begun such as arrival on ice.

When the following conditions are not met, does the laboratory perform a chlorine residual check on microbiological samples from
chlorinated water systems:

__Sufficient sodium thiosulfate is added to each container to neutralize at minimum 5 mg/l of chlorine for drinking water and
15mg/! of chlorine for wastewater samples

___One container from each batch of laboratory prepared containers or lot of purchased ready-to-use containers is checked to
ensure efficacy of the sodium thiosulfate to 5 mg/I chlorine or 15mg/l chlorine as appropriate and the check is documented
__Chlorine residual is checked in the field and actual concentration is documented with sample submission?

If the sample does not meet the sample receipt acceptance criteria, does the laboratory either:

___Retain correspondence and/or records of conversations concerning the final disposition of rejected samples or

___Fully document any decision to proceed with the analysis of samples not meeting acceptance criteria by noting the condition of
these samples on the chain of custody or transmittal form and laboratory receipt documents or adding a qualifier to the analysis
data on the final report?

Does the laboratory utilize a permanent chronological record such as a log book or electronic database to document receipt of all
sample containers?

Is the sample receipt log used to record the following:

___Client/project name?

___Date and time of laboratory receipt?

___Unique laboratory ID code?

___Signature or initials of the person making the entries?

Note: The placement of the laboratory ID number on the sample container is not considered a permanent record. (5.5.8.3.1.d.2)
During the log-in process, is sample collection information unequivocally linked to the log record or included as a part of the log?

If sample collection information is recorded/documented elsewhere, are the records a part of the laboratory's permanent records,
easily retrievable upon request and readily available to individuals who will process the sample?

Is the field ID code which identifies each container linked to the laboratory ID code in the sample receipt log?
Are the date and time of sample collection linked to the sample container and to the date and time receipt in the laboratory

Is the requested analyses (including applicable approved test method numbers) linked to the laboratory ID code?

Page 16 of 19 20051031_Onsite_QA_Form.pdf



Reference

Question

|:| 5.5.8.3.1.d.2.iv Are any comments resulting from inspection for sample rejection linked to the laboratory ID code?

55.83.1e

55.83.1f

55832

55.832

55.83.2

55.83.2

U0 UHL

Samples

5571

5571
5571

5571

55.7.2

55.7.2

55.7.2

Hipupiiningl

55.7.3

5573

[ ] ss84b1

SOP

]

55.2.6.d

5541

5541

UL

31 October 2005, v. 1.0

Is all documentation, such as memos or transmittal forms that are transmitted to the laboratory by the sample transmitter retained?
If chain of custody procedures are used, is a complete chain of custody record form maintained?

Does the laboratory have a written sample acceptance policy that clearly outlines the circumstances under which samples shall be
accepted or rejected?

Is this sample acceptance policy available to sample collection personnel?

Are data from any samples which does not meet the sample acceptance criteria flagged in an unambiguous manner clearly
defining the nature and substance of the variation?

Does this sample policy at least include:

___Proper, full, and complete documentation, which shall include sample identification, the location, date and time of collection,
collector's name, preservation type, sample type and any special remarks concerning the sample and

___Proper sample labeling to include unique identification and a labeling system for the samples with requirements concerning the
durability of the labels (water resistant) and the use of indelible ink and

___Use of appropriate sample containers and

___Adherence to specified holding times and

___Adequate sample volume to perform the necessary tests and

___Procedures to be used when samples show signs of damage, contamination or inadequate preservation?

Does the laboratory have a sampling plan and procedure for sampling when it carries out sampling of substances, materials or
products for subsequent environmental testing?

Is the sampling plan as well as the sampling procedure available at the location where sampling is undertaken?
Are sampling plans, whenever reasonable, based on appropriate statistical methods?

Does the sampling process address the factors to be controlled to ensure the validity of the environmental test and calibration
results?

Are client required deviations, additions or exclusions from the documented sampling procedure, recorded in detail with the
appropriate sampling data?

Are client required deviations included in all documents containing environmental test results?

Are any required deviations, additions, or exclusions (to sampling plans) communicated to the appropriate personnel?
Do the records include:

___The sampling procedure used?

___The identification of the sampler?

___The environmental conditions (if relevant)?

Diagrams or other equivalent means to identify the sampling location (as necessary)?

___The statistics the sampling procedures are based upon; (if appropriate)?

Does the laboratory have procedures for recording data and operations relevant to sampling that forms part of the environmental
testing that is undertaken?

Does the laboratory have SOPs for the disposal of samples, digestates, Leachates and extracts or other sample preparation
products?

Does laboratory management document all analytical and operational activities of the laboratory?
Does the laboratory use appropriate methods and procedures for all environmental tests and/or calibrations within its scope?

Are all instructions, standards, manuals and reference data relevant to the work of the laboratory kept up to date and made readily
available to personnel?
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Do deviations from environmental test methods occur only if the deviation has been documented, technically justified, authorized,
and accepted by the client?

Does the laboratory maintain SOPs that accurately reflect all phases of current laboratory activities such as assessing data
integrity, corrective actions, handling customer complaints, and all test methods?

If the test methods are copies of published methods are any changes or selected options in the methods are documented and
included in the methods manual?

Are copies of all SOPs accessible to all personnel?
Are the SOPs organized?

Does each SOP clearly indicate the effective date of the document, the revision number and the signature(s) of the approving
authority?

Does the laboratory submit any subcontract work for testing covered under NELAP only to a laboratory accredited under NELAP for
the tests to be performed or one that meets applicable statutory & regulatory requirements for performing the tests & submitting the
results of tests performed.

When a laboratory subcontracts work, does the laboratory clearly identify in final reports non-NELAP accredited work?

Is the laboratory performing the subcontracted work indicated in the final report and non-NELAP accredited work clearly identified?

Does the laboratory advise the client of the subcontracting arrangement in writing and, when appropriate, gain the approval of the
client, preferably in writing?

Is the laboratory responsible to the client for the subcontractor's work, except in the case where the client or a regulatory authority
specifies which subcontractor is to be used?

Does the laboratory maintain a register of all subcontractors that it uses for environmental tests and maintain a record of the
evidence of compliance with 5.4.5.1?

Does the laboratory provide adequate supervision of environmental testing staff, including trainees, by persons familiar with
methods and procedures, purpose of each environmental test, and with the assessment of the environmental test results?

Does laboratory management supervise all personnel employed by the laboratory?

Do the technical director(s) meet the requirements specified in the Accreditation Process? (see 4.1.1.1)

Where traceability of measurements to Sl units is not possible or not relevant, are the same requirements for traceability to, for
example, certified reference materials, agreed methods and/or consensus standards required?

Does the laboratory have a program and procedure for the calibration of its reference standards?

Are reference standards calibrated before and after any adjustment?

Does the quality manager (and/or his/her designees) have documented training and/or experience in QA/QC procedures and be
knowledgeable in the quality system as defined under NELAC;

Does the quality manager (and/or his/her designees) have a general knowledge of the analytical test methods for which data
review is performed;

Is the quality system documentation communicated to, understood by, available to, & implemented by the appropriate personnel?
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