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SECTION 3

INTRODUCTION
(NELAC 5.1 - 5.3)

3.1 INTRODUCTION AND COMPLIANCE REFERENCES

TestAmerica West Sacramento’s Quality Assurance Manual (QAM) is a document prepared to
define the overall policies, organization objectives and functional responsibilities for achieving
TestAmerica’s data quality goals. Each TestAmerica laboratory maintains a local perspective in
its scope of services and client relations and maintains a national perspective in terms of quality.

The QAM has been prepared to assure compliance with the 2003 National Environmental
Laboratory Accreditation Conference (NELAC) standards and ISO/IEC Guide 17025 (1999). In
addition, the policies and procedures outlined in this manual are compliant with the various
accreditation and certification programs listed in Appendix 6. The relevant NELAC section is
included in the heading of each QAM section.

The QAM has been prepared to be consistent with the requirements of the following documents:

e EPA 600/4-88/039, Methods for the Determination of Organic Compounds in Drinking Water, EPA,
Revised July 1991.

e EPA 600/R-95/131, Methods for the Determination of Organic Compounds in Drinking Water,
Supplement Ill, EPA, August 1995.

o EPA 600/4-79-019, Handbook for Analytical Quality Control in Water and Wastewater Laboratories,
EPA, March 1979.

o EPA SW-846, Test Methods for the Evaluation of Solid Waste, 3" Edition, September 1986; Update |,
July 1992; Update I, September 1994; and Update Ill, December 1996.

o Federal Register, 40 CFR Parts 136, 141, 172, 173, 178, 179 and 261.

e USEPA Contract Laboratory Program, Statement of Work for Inorganics Analysis, Multi-Media, Multi-
Concentration. Document ILM04.0.

e USEPA Contract Laboratory Program, Statement of Work for Organics Analysis, Multi-Media, Multi-
Concentration. Document Number OLMO3.1, August 1994.

* APHA, Standard Methods for the Examination of Water and Wastewater, 18" Edition, 19", 20" and
21° Edition.

o« U.S. Department of Defense, Quality Systems Manual for Environmental Laboratories, Final Version
3, January 2006.

e U.S. Department of Defense, Air Force Center for Environmental Excellence Quality Assurance
Project Plan (QAPP), Version 4.0.02, May 2006.

3.2 TERMS AND DEFINITIONS

A Quality Assurance Program is a company-wide system designed to ensure that data
produced by TestAmerica West Sacramento conforms to the standards set by state and/or
federal regulations. The program functions at the management level through company goals
and management policies, and at the analytical level through Standard Operating Procedures
(SOPs) and quality control. The TestAmerica program is designed to minimize systematic error,

Company Confidential & Proprietary



Document No. WS-QAM
Section Revision No.: 0
Section Effective Date: 1/1/2008
Page 3-2 of 3-4

encourage constructive, documented problem solving, and provide a framework for continuous
improvement within the organization.

Refer to Appendix 5 for the Glossary/Acronyms.

3.3 SCOPE / FIELDS OF TESTING

TestAmerica West Sacramento analyzes thousands of environmental and industrial samples
every month. Sample matrices vary among air, drinking water, effluent water, groundwater,
hazardous waste, sludge, soils, and biological tissues. The Quality Assurance Program contains
specific procedures and methods to test samples of differing matrices for chemical, physical and
biological parameters. The Program also contains guidelines on maintaining documentation of
analytical process, reviewing results, servicing clients and tracking samples through the
laboratory. The technical and service requirements of all requests to provide analyses are
thoroughly evaluated before commitments are made to accept the work. Measurements are
made using published reference methods or methods developed and validated by the
laboratory.

The methods covered by this manual include the most frequently requested water, air, industrial
waste, and soil methodologies needed to provide analytical services in the United States, its
territories, and foreign countries. The specific list of test methods used by the laboratory can be
found in Appendix 4 of this document. The approach of this manual is to define the minimum
level of quality assurance and quality control necessary to meet requirements. All methods
performed by TestAmerica West Sacramento shall meet these criteria as appropriate. In some
instances, quality assurance project plans (QAPPs), project specific data quality objectives
(DQOs) or local regulations may require criteria other than those contained in this manual. In
these cases, the laboratory will abide by the requested criteria following review and acceptance
of the requirements by the Laboratory Director or the Quality Assurance (QA) Manager. In
some cases, QAPPs and DQOs may specify less stringent requirements. The Laboratory
Director and the QA Manager must determine if it is in the lab’s best interest to follow the less
stringent requirements.

3.4 MANAGEMENT OF THE MANUAL

34.1 Review Process

The manual is reviewed annually by the QA Manager and laboratory personnel to assure that it
reflects current practices and meets the requirements of TestAmerica West Sacramento’s
clients and regulators. Occasionally, the manual may need changes in order to meet new or
changing regulations and operations. The QA Manager will review the changes in the normal
course of business and incorporate changes into revised sections of the document. The
updates will be reviewed by the QA Manager, Laboratory Director, Technical Director(s),
relevant operational staff and Corporate Quality Assurance (if a change is made to the
Corporate template) and then formally incorporated into the document in periodic updates. The
QAM is based on a Corporate QAM Template that is prepared and approved by the Chief
Operating Officers (COOs) and Corporate Quality Assurance. This template is reviewed
annually by the COOs, Corporate Quality, and each laboratory. Necessary changes are
coordinated by the Vice President of Quality and Environmental Health & Safety (EHS) and
distributed to each laboratory for inclusion in the laboratory specific QA Manuals.
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Policies in the QAM that require immediate attention may be addressed through the use of
Corporate QA/QC Policy Memoranda. QA/QC Policy Memoranda are published from time to
time to facilitate immediate changes to QA/QC Policy. QA/QC Policy Memoranda supersede
the QAM and all other SOPs (refer to Section 5.3). All policy memoranda are dated, archived
and distributed by their placement into the front of the QAM between the signature page and
Section 2. At a minimum, each policy memorandum is approved by the same authorized
signatories as shown on the cover page of the QA Manual. In addition, Corporate QA/QC
Policy Memoranda are signed by the COOs and VP of Quality and EHS. The QA/QC Policy
Memoranda are incorporated into the QAM during the periodic updates. Policy memorandum
may also include an expiration date if appropriate. An example format can be found in Figure 3-
1. A similar procedure is followed for local laboratory changes.

Laboratory-specific QAM changes are approved and documented according to the laboratory
SOP WS-QA-0021, “Preparation and Management of Standard Operating Procedures”.

3.4.2 Control

This manual is considered confidential within TestAmerica and may not be altered in any
manner by other than a duly appointed representative from TestAmerica. If the document has
been provided to external users or regulators, it is for the exclusive purpose of reviewing
TestAmerica West Sacramento’s quality systems and shall not be used in any other way without
the written permission of an appointed representative of TestAmerica. The procedure for
control of distribution is incorporated by reference to the laboratory SOP WS-QA-0021,
“Preparation and Management of Standard Operating Procedures”.

The order of precedence in the event of a conflict between policies is outlined in Section 5.3 of
this Quality Assurance Manual.
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Figure 3-1.

Example - Format for a QA/QC Policy Memorandum

Corporate (or Laboratory) QA/QC Policy Memorandum #

Effective Date: Expiration Date: When Appropriate QAM Section is Revised

Corporate: (Only needed for Corporate Memorandum — Delete if Laboratory)

COO - West Date Vice-President, QA and EHS Date
COO - East Date

Local:

Laboratory Director Approval Date Quality Assurance Approval Date
1. Purpose

2. Procedure

3. Attachments

4. References/Cross References
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SECTION 4

ORGANIZATION AND MANAGEMENT
(NELAC 5.4.1)

4.1 OVERVIEW

TestAmerica West Sacramento is part of a national network of laboratories known as
TestAmerica. This Quality Assurance Manual (QAM) is applicable to the TestAmerica West
Sacramento laboratory only.

TestAmerica West Sacramento
880 Riverside Parkway
West Sacramento, CA 95605
EPA ID CA00044

The Corporate organization chart can be found in Figure 4-1 and the laboratory’s organization
chart can be found in Appendix 2. The locations of other TestAmerica labs are as follows:

TestAmerica Anchorage
TestAmerica Austin
TestAmerica Buffalo
TestAmerica Buffalo Grove
TestAmerica Burlington
TestAmerica Cedar Falls
TestAmerica Chicago
TestAmerica Connecticut
TestAmerica Corpus Christi
TestAmerica Dayton
TestAmerica Denver
TestAmerica Edison
TestAmerica Honolulu
TestAmerica Houston
TestAmerica Irvine
TestAmerica King of Prussia
TestAmerica Knoxville
TestAmerica Los Angeles
TestAmerica Mobile
TestAmerica Morgan Hill
TestAmerica Nashville
TestAmerica North Canton
TestAmerica Ontario
TestAmerica Orlando
TestAmerica Pensacola
TestAmerica Phoenix
TestAmerica Pittsburgh
TestAmerica Portland
TestAmerica Richland
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TestAmerica San Francisco
TestAmerica Savannah
TestAmerica Seattle
TestAmerica Spokane
TestAmerica St. Louis
TestAmerica Tacoma
TestAmerica Tallahassee
TestAmerica Tampa
TestAmerica Valparaiso
TestAmerica Watertown
TestAmerica Westfield

4.2 ROLES AND RESPONSIBILITIES

In order for the Quality Assurance Program to function properly, all members of the staff must
clearly understand and meet their individual responsibilities as they relate to the quality
program. The following descriptions define each role in its relationship to the Quality Assurance
Program. More extensive job descriptions are maintained on the laboratory intranet site OASIS.

42.1 Quality Assurance Program

The responsibility for quality lies with every employee of TestAmerica West Sacramento. All
employees have access to the QAM and are responsible for knowing the content of this manual
and upholding the standards therein. Each person carries out his/her daily tasks in a manner
consistent with the goals and in accordance with the procedures in this manual and the
laboratory’s SOPs.

422 President/Chief Executive Officer (CEQO)

The President/CEQ is a member of the Board of Directors and is ultimately responsible for the
quality and performance of all TestAmerica facilities. The President/CEO establishes the overall
quality standard and data integrity program for the Analytical Division, providing the necessary
leadership and resources to assure that the standard and integrity program are met.

423 Chief Operating Officer (COQ)

The COO serves as the ranking executive for all respective analytical laboratory operational
functions and reports to the President/CEO of the Analytical Division. The COO is responsible
for the daily management of all analytical laboratories, long-term planning and development of
technical policies and management plans. The COO ensures the attainment of corporate
objectives through the selection, development, motivation, and evaluation of top management
personnel. The COO approves all operating budgets and capital expenditures. The COO signs-
off on the final QAM template that contains company policies for implementing the Quality
Program.

424 General Manager (GM)

Each GM reports directly to a COO. Each GM has full responsibility for the overall
administrative and operational management of their respective laboratories. The GM'’s
responsibilities include allocation of personnel and resources, long-term planning, setting goals,
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and achieving the financial, business, and quality objectives of TestAmerica. The GM ensures
timely compliance with corporate management directives, policies, and management systems
reviews. The GM is also responsible for restricting any laboratory from performing analyses that
cannot be consistently and successfully performed to meet the standards set forth in this
manual.

4.25 Vice President of Client and Technical Services

The Vice President (VP) of Client and Technical Services reports directly to the President/CEO
and is responsible for offerings to clients including quality assurance, environmental health and
safety, risk management, technical assistance, legal compliance and contract administration.
The VP of Client and Technical Services provides support and direction to the Executive
Director and Directors of these areas, and supports the COO in decisions regarding long term
planning, resource allocation and capital expenditures.

4.2.6 Executive Director of Quality and Environmental Health and Safety (QA/EHS)

The Executive Director of QA/EHS reports to the VP of Client and Technical Services. With the
aid of the Senior Management Team, Laboratory Director/ Managers, Quality Directors, EHS
Directors, QA Managers and EHS Coordinators, the Executive Director-QA/EHS has the
responsibility for the establishment, general overview and Corporate maintenance of the Quality
Assurance and Environmental, Health and Safety Program within TestAmerica. Additional
responsibilities include:

¢ Review of QA/QC aspects of Corporate SOPs, national projects and expansions or changes
in services.

o Coordination/preparation of the Corporate QAM Template that is used by each laboratory to
prepare its own laboratory-specific QAM.

e Maintenance of Corporate Policies, Quality Memorandums and SOPs. Maintenance of data
investigation records that are reported to Corporate Management.

e Working with various organizations outside of TestAmerica to further the development of
quality standards and represent TestAmerica at various trade meetings.

o Preparation of a monthly report that includes quality metrics across the Analytical Division
and a summary of any quality related initiatives and issues.

o With the assistance of the Corporate Senior Management Team and the EHS Directors,
development and implementation of the TestAmerica Environmental, Health and Safety
Program.

4.2.7 Quality Directors (Corporate)

The Quality Directors report to the Executive Director-QA/EHS. Together with the Executive
Director-QA/EHS, the Quality Directors have the responsibility for the establishment, general
overview and maintenance of the Analytical Division’s Quality Assurance Program within
TestAmerica. The Quality Directors are responsible for:

e Oversight of the QA/QC programs within each laboratory. This includes a final review of
each laboratory-specific QAM and receipt of each laboratory’s QA monthly report.

Company Confidential & Proprietary



Document No. WS-QAM

Section Revision No.: 1

Section Effective Date: 5/16/2008
Page 4-4 of 4-34

o Working with management to develop a plan of correction when a laboratory’s quality
system is determined to be inadequate.

¢ Review of QA/QC aspects of national projects.

e Assistance with certification activities.

e Providing assistance as needed in the selection of Quality Assurance Managers and
reviewing their effectiveness.

428 Ethics and Compliance Officers (ECOSs)

TestAmerica has designated two senior members of the Corporate staff to fulfill the role of
Ethics and Compliance Officer (ECO) — VP-Client and Technical Services and the Executive
Director—QA/EHS. Each ECO acts as a back-up to the other ECO and both are involved when
data investigations occur. Each ECO has a direct line of communication to the entire senior
Corporate and lab management staff.

The ECOs ensure that the organization distributes the data integrity and ethical practices
policies to all employees and ensures annual trainings and orientation of new hires to the ethics
program and its policies. The ECO is responsible for establishing a mechanism to foster
employee reporting of incidents of illegal, unethical, or improper practices in a safe and
confidential environment.

The ECOs monitor and audit procedures to determine compliance with policies and to make
recommendations for policy enhancements to the CEO, COO, Laboratory Director/Manager or
other appropriate individuals within the laboratory. The ECO will assist the laboratory QA
Manager in the coordination of internal auditing of ethical policy related activities and processes
within the laboratory, in conjunction with the laboratories regular internal auditing function.

The ECOs will also participate in investigations of alleged violations of policies and work with
the appropriate internal departments to investigate misconduct, remedy the situation, and
prevent recurrence of any such activity.

4.2.9 Director of Technical Services

The Director of Technical Services is responsible for establishing, implementing and
communicating TestAmerica’s Technical Policies, SOPs, and Manuals. Other responsibilities
include conducting technical assessments as required, acting as a technical resource in national
contracts review, coordinating new technologies, establishing best practices, advising staff on
technology advances, innovations, and applications.

4.2.10 Chief Information Officer (CIO)

The CIO is responsible for establishing, implementing and communicating TestAmerica’s
Information Technology (IT) Policies, SOPs and Manuals. Other responsibilities include
coordinating new technologies, development of electronic communication tools such as
TestAmerica’s intranet and internet sites, ensuring data security and documentation of software,
ensuring compliance with the NELAC standard, and assistance in establishing, updating, and
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maintaining Laboratory Information Management Systems (LIMS) at the various TestAmerica
facilities.

4.2.11 Environmental Health and Safety Directors (EHSDs) (Corporate)

The EHSDs report directly to the Executive Director-QA/EHS. The EHSDs are responsible for
the development and implementation of the TestAmerica Environmental, Health and Safety
program. Responsibilities include:

o Consolidation and tracking all safety and health-related information and reports for the
company, and managing compliance activities for TestAmerica locations.

o Coordination/preparation of the corporate Environmental, Health and Safety Manual
Template that is used by each laboratory to prepare its own laboratory-specific Safety
Manual/CHP.

o Development and execution of the company Environmental Health and Safety Internal Audit
program.

e Preparation of information and training materials for laboratory EHS Coordinators.

o Assistance in the internal and external coordination of employee exposure and medical
monitoring programs to insure compliance with applicable safety and health regulations.

e Serving as Department of Transportation (D.O.T.) focal point and providing technical
assistance to location management.

e Serving as Hazardous Waste Management main contact and providing technical assistance
to location management.

4212 Laboratory Director / Technical Director

TestAmerica West Sacramento’s Laboratory Director is responsible for the overall quality,
safety, financial, technical, human resource and service performance of the whole laboratory
and reports to their respective GM. The Laboratory Director provides the resources necessary
to implement and maintain an effective and comprehensive Quality Assurance and Data
Integrity Program.

Specific responsibilities include, but are not limited to:
o Reports directly to the General Manager

o Responsible for implementation and adherence by lab staff to the TestAmerica West
Sacramento QAM and all policies and procedures within the laboratory

e Has signature authority for LQM, policies, SOPs, and contracts (as detailed in TestAmerica
policy)

e Annually assesses the effectiveness of the QMP and LQM within the operation

¢ Maintains adequately trained staff documented on organization charts

o Responsible for implementing internal/external audit findings corrective actions.
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4.2.13 Quality Assurance (QA) Manager

The QA Manager has responsibility and authority to ensure the continuous implementation of
the quality system based on ISO 17025.

The QA Manager reports directly to the Laboratory Director and has access to Corporate QA for
advice and resources. This position is able to evaluate data objectively and perform
assessments without outside (i.e., managerial) influence. Corporate QA may be used as a
resource in dealing with regulatory requirements, certifications and other quality assurance
related items. The QA Manager directs the activities of the QA department to accomplish
specific responsibilities, which include, but are not limited to:

e Reports directly to the Laboratory Director and, for all QA matters, to the Corporate QA
Director to maintain independence of QA oversight

o Responsible for implementing and communicating the QMP
¢ Maintains, approves, and implements the QAM

¢ Has joint signature authority, with the Laboratory Director, for approval of quality documents,
e.g., QAM, policies, and SOPs

o Directs controlled distribution of laboratory quality documents
e Provides Quality System training to all new personnel
¢ Reviews and approves documentation of analyst training records

e Serves as a focal point for QA and QC issues, reviews corrective actions and recommends
resolution for recurring nonconformances within the laboratory

e Assists in maintaining regulatory analytical compliance, including maintaining certifications,
and in this regard has signature authority for laboratory quality documents

e Monitors data quality measures via statistical methods to verify that the laboratory routinely
meets stated quality goals

o Performs systems, data, contract compliance, and surveillance audits

e Hosts external audits conducted by outside agencies

¢ Responsible for approving quality control reference data changes in the LIMS

o Oversees the selection, review, and approval of analytical subcontractors

e Prepares monthly QA Reports to management describing significant quality events

e Has the final authority to accept or reject data and to stop work in progress in the event that
procedures or practices compromise the validity and integrity of analytical data.

4214 Operations Manager/Technical Director

e Reports directly to the Laboratory Director

e Supervises daily activities of the Operational Groups

e Schedules analytical operations

o Supervises QC activities performed as a part of routine analytical operations
¢ Implements data review procedures
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e Supervises the preparation and maintenance of laboratory records
e Supervises maintenance of instruments and scheduling of repairs

o Works with the Project Managers and Group/Team Leaders to assure the requirements of
projects are met in a timely manner

¢ Responsible for meeting quality requirements

o Responsible for the technical operation of the laboratory
Responsible for coordinating the development and implementation of SOPs

o Performs technical training in area(s) of expertise
¢ Interfaces with management on technical needs and solving day-to-day technical issues

¢ Determines qualifications required for technical positions and evaluates job candidates
against those requirements

¢ Investigates technical issues related to projects as directed by QA
e Evaluates new methods, technical proposals, and statements of work

o Certifies technical laboratory personnel based on education and background to ensure that
staff have demonstrated capability in the activities for which they are responsible
Performs other tasks as required by NELAC.

e The Technical Director meets the requirements specified in the Section 4.1.1.1 of the
NELAC standards.

4.2.15 Manager of Customer Services

o Reports directly to the Laboratory Director

e Supervises daily activities of the Project Management, and/or Sample Control, and/or
Administrative, and/or Report Production Groups

o Works with the Operations Manager and/or Department Managers to ensure the
requirements of projects are met in a timely manner

e Has signature authority for contracts for laboratory services, as detailed in TestAmerica
policy, and for laboratory reports.

o Defines customer requirements through project definition

o Assesses and assures customer satisfaction

¢ Provides feedback to management on changing customer needs

e Brings together resources necessary to ensure customer satisfaction.

4.2.16 Project Manager

o Reports directly to the Manager of Customer Service or Project Management Department
Manager

¢ Monitors analytical and QA project requirements for a specified project
e Acts as a liaison between the client and the laboratory staff

e Prepares Quality Assurance Summary (QAS) or equivalent summary form and
communicates project-specific requirements to all parties involved
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Assists the laboratory staff with interpretation of work plans, contracts, and QAPP
requirements

Reviews project data packages for completeness and compliance with client needs
Has signature authority for final reports
Keeps the laboratory and client informed of project status

Together with the QA Manager, approves customer requested variances to methods and to
standard laboratory protocols

Monitors, reviews, and evaluates the progress and performance of projects

Reports client inquiries involving data quality issues or data acceptability to the facility QA
Manager and to the operations staff

Prepares reissue requests for project data
Responsible for meeting quality requirements.

4.2.17 Project Administrator

Reports directly to the Manager of Customer Service or Project Management Department
Manager

Monitors analytical and QA project requirements for a specified project
Acts as a liaison between the client and the laboratory staff

Prepares Quality Assurance Summary (QAS) or equivalent summary form and
communicates project-specific requirements to all parties involved

Assists the laboratory staff with interpretation of work plans, contracts, and QAPP
requirements

Reviews project data packages for completeness and compliance with client needs
Keeps the laboratory and client informed of project status

Together with the QA Manager, approves customer requested variances to methods and to
standard laboratory protocols

Monitors, reviews, and evaluates the progress and performance of projects

Reports client inquiries involving data quality issues or data acceptability to the facility QA
Manager and to the operations staff

Prepares reissue requests for project data
Responsible for meeting quality requirements.

4.2.18 Department Manager, Team Leader, or Supervisor

Reports directly to the Operations Manager

Supervises daily activities of analyses within the group

Supervises QC activities performed as a part of routine analytical operations
Implements data review procedures

Supervises the preparation and maintenance of laboratory records

Company Confidential & Proprietary



Document No. WS-QAM

Section Revision No.: 1

Section Effective Date: 5/16/2008
Page 4-9 of 4-34

Evaluates instrument performance and supervises the calibration, preventive maintenance,
and scheduling of repairs

Oversees or performs review and approval of all analytical data
Reports nonconformances to the appropriate managers
Responsible for generation of SOPs for their section
Responsible for meeting quality requirements.

4.2.19 Analyst

Performs analytical methods and data recording in accordance with documented procedures
Performs and documents calibration and preventive maintenance

Performs data processing and data review procedures

Reports nonconformances to the Supervisor/Manager and QA Manager

Ensures sample and data integrity by adhering to internal chain-of-custody procedures

Responsible for meeting quality requirements defined in this LQM and other supporting QA
procedures.

4.2.20 Sample Custodian

Ensures implementation of proper sample receipt procedures, including maintenance of
chain-of-custody

Reports nonconformances associated with condition-upon-receipt of samples
Logs samples into the LIMS

Ensures that all samples are stored in the proper environment

Assists Environmental Health and Safety staff with sample disposal
Responsible for meeting quality requirements.

4.2.21 Report Production Staff

4.3

Accurately generates and compiles analytical reports and associated deliverables for
delivery to the client

Responsible for meeting quality requirements
Produce, as needed, reports that meet the NELAC requirements.

DEPUTIES

The following table defines who assumes the responsibilities of key personnel in their absence:

Key Personnel Deputy Comment

Laboratory Director Technical Director of Air Toxics/Deputy

Laboratory Technical Director
Or Manager of Operations/Deputy
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Key Personnel Deputy Comment

Laboratory Technical Director

QA Manager Laboratory Director
or Quality Assurance Scientist
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SECTION 5

QUALITY SYSTEM
(NELAC 5.4.2)

5.1 QUALITY POLICY STATEMENT

The management of TestAmerica and TestAmerica West Sacramento are committed to
providing data of known quality to its clients by adhering to approved methodologies, regulatory
requirements and the QA/QC protocols described in this manual.

In all aspects of the laboratory and business operations, management is dedicated in
maintaining the highest ethical standards. An Ethics Policy sign-off can be viewed in Appendix
1. Training on ethical and legal responsibilities is provided annually and each employee signs
off annually on the policy as a condition of employment.

It is TestAmerica's Policy to continually improve systems and provide support to quality
improvement efforts in laboratory, administrative and managerial activities. The company
recognizes that the implementation of a quality assurance program requires management’s
commitment and support as well as the involvement of the entire staff.

TestAmerica West Sacramento strives to provide clients with the highest level of
professionalism and the best service practices in the industry.

Every staff member at TestAmerica West Sacramento plays an integral part in quality
assurance and is held responsible and accountable for the quality of their work. It is, therefore,
required that all laboratory personnel are trained and agree to comply with applicable
procedures and requirements established by this document.

5.2 ETHICS AND DATA INTEGRITY

TestAmerica is committed to ensuring the integrity of its data and meeting the quality needs of
its clients. The 7 elements of TestAmerica’s Ethics and Data Integrity Program include:

e An Ethics Policy (Policy No. CA-L-P-001) and employee ethics statements (Appendix 1).
« An Ethics and Compliance Officer (ECO).

e A training program.

« Self-governance through disciplinary action for violations.

« A confidential mechanism for anonymously reporting alleged misconduct and a means for
conducting internal investigations of all alleged misconduct. (SOP No. CA-L-S-001)

e Procedures and guidance for recalling data if necessary (SOP No. CA-L-S-001).

« An effective external and internal monitoring system that includes procedures for internal
audits (Section 16).

Company Confidential & Proprietary



Document No. WS-QAM
Section Revision No.: 0
Section Effective Date: 1/1/2008
Page 5-2 of 5-6

As an American Council of Independent Laboratories (ACIL) member, all TestAmerica
laboratories adhere to the following ACIL Code of Ethics:

5.3

Produce results, which are accurate and include QA/QC information that meets client pre-
defined Data Quality Objectives (DQOs).

Present services in a confidential, honest and forthright manner.

Provide employees with guidelines and an understanding of the ethical and quality
standards of our industry.

Operate our facilities in a manner that protects the environment and the health and safety of
employees and the public.

Obey all pertinent federal, state and local laws and regulations and encourage other
members of our industry to do the same.

Educate clients as the extent and kinds of services available.

Assert competency only for work for which adequate personnel and equipment are available
and for which adequate preparation has been made.

Promote the status of environmental laboratories, their employees, and the value of services
rendered by them.

QUALITY SYSTEM SUPPORTING DOCUMENTATION

The laboratory’s Quality System is communicated through a variety of documents prepared by
the laboratory and company management:

Quality Assurance Manual (QAM) Template

Quality Assurance Manual — Each laboratory has a lab specific quality assurance manual.

Corporate SOPs and Policies - Corporate SOPs and Policies are developed for use by all
relevant laboratories. They are incorporated into the laboratory’s normal SOP distribution,
training and tracking system. Corporate SOPs may be general or technical.

Work Instructions - A subset of procedural steps, tasks or forms associated with an
operation of a management system (e.g., checklists, preformatted bench sheets, forms).

Laboratory SOPs — General and Technical

Corporate TestAmerica QA/QC Policy Memorandums (Refer to Section 3.4).
Laboratory QA/QC Policy Memorandums (Refer to Section 3.4).

5.3.1 Order of Precedence

In the event of a conflict or discrepancy between policies, the order of precedence is as follows:

TestAmerica QA/QC Policy Memorandum - Corporate
Laboratory QA/QC Policy Memorandum

Quality Assurance Manual

Corporate SOPs and Policies

Laboratory SOPs and Policies
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o Other (Work Instructions (WI), memos, flow charts, etc.)

5.4 QA/QC OBJECTIVES FOR THE MEASUREMENT OF DATA

Quality Assurance (QA) and Quality Control (QC) are activities undertaken to achieve the goal
of producing data that accurately characterize the sites or materials that have been sampled.
Quality Assurance is generally understood to be more comprehensive than Quality Control.
Quality Assurance can be defined as the integrated system of activities that ensures that a
product or service meets defined standards.

Quality Control is generally understood to be limited to the analyses of samples and to be
synonymous with the term “analytical quality control”. QC refers to the routine application of
statistically based procedures to evaluate and control the accuracy of results from analytical
measurements. The QC program includes procedures for estimating and controlling precision
and bias and for determining reporting limits.

Request for Proposals (RFPs) and Quality Assurance Project Plans (QAPP) provide a
mechanism for the client and the laboratory to discuss the data quality objectives in order to
ensure that analytical services closely correspond to client needs. The client is responsible for
developing the QAPP. In order to ensure the ability of the laboratory to meet the Data Quality
Objectives (DQOs) specified in the QAPP, clients are advised to allow time for the laboratory to
review the QAPP before being finalized. Additionally, the laboratory will provide support to the
client for developing the sections of the QAPP that concern laboratory activities.

Historically, laboratories have described their QC objectives in terms of precision, accuracy,
representativeness, comparability, completeness, selectivity and sensitivity (PARCCSS).

54.1 Precision

The laboratory objective for precision is to meet the performance for precision demonstrated for
the methods on similar samples and to meet data quality objectives of the EPA and/or other
regulatory programs. Precision is defined as the degree of reproducibility of measurements
under a given set of analytical conditions (exclusive of field sampling variability). Precision is
documented on the basis of replicate analysis, usually duplicate or matrix spike (MS) duplicate
samples. The calculation of precision is described in Section 25.

5472 Accuracy

The laboratory objective for accuracy is to meet the performance for accuracy demonstrated for
the methods on similar samples and to meet data quality objectives of the EPA and/or other
regulatory programs. Accuracy is defined as the degree of bias in a measurement system.
Accuracy may be documented through the use of laboratory control samples (LCS) and/or MS.
A statement of accuracy is expressed as an interval of acceptance recovery about the mean
recovery. The calculation of accuracy is described in Section 25.
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54.3 Representativeness

The laboratory objective for representativeness is to provide data which is representative of the
sampled medium. Representativeness is defined as the degree to which data represent a
characteristic of a population or set of samples and is a measurement of both analytical and
field sampling precision. The representativeness of the analytical data is a function of the
procedures used in procuring and processing the samples. The representativeness can be
documented by the relative percent difference between separately procured, but otherwise
identical samples or sample aliquots.

The representativeness of the data from the sampling sites depends on both the sampling
procedures and the analytical procedures. The laboratory may provide guidance to the client
regarding proper sampling and handling methods in order to assure the integrity of the samples.

5.4.4 Comparability

The comparability objective is to provide analytical data for which the accuracy, precision,
representativeness and reporting limit statistics are similar to these quality indicators generated
by other laboratories for similar samples, and data generated by the laboratory over time.

The comparability objective is documented by inter-laboratory studies carried out by regulatory
agencies or carried out for specific projects or contracts, by comparison of periodically
generated statements of accuracy, precision and reporting limits with those of other
laboratories, and by the degree to which approval from the US EPA or other pertinent regulatory
agencies is obtained for any procedure for which significant modifications have been made.

5.45 Completeness

The completeness objective for data is 90% (or as specified by a particular project), expressed
as the ratio of the valid data to the total data over the course of the project. Data will be
considered valid if they are adequate for their intended use. Data usability will be defined in a
QAPP, project scope or regulatory requirement. Data validation is the process for reviewing
data to determine its usability and completeness. If the completeness objective is not met,
actions will be taken internally and with the data user to improve performance. This may take
the form of an audit to evaluate the methodology and procedures as possible sources for the
difficulty or may result in a recommendation to use a different method.

5.4.6 Selectivity

Selectivity is defined as: The capability of a test method or instrument to respond to a target
substance or constituent in the presence of non-target substances. Target analytes are
separated from non-target constituents and subsequently identified/detected through one or
more of the following, depending on the analytical method: extractions (separation), digestions
(separation), interelement corrections (separation), use of matrix modifiers (separation), specific
retention times (separation and identification), confirmations with different columns or detectors
(separation and identification), specific wavelengths (identification), specific mass spectra
(identification), specific electrodes (separation and identification), etc.
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547 Sensitivity

Sensitivity refers to the amount of analyte necessary to produce a detector response that can be
reliably detected (Method Detection Limit) or quantified (Reporting Limit).

5.5 CRITERIA FOR QUALITY INDICATORS

The laboratory prepares a Reference Data Summary from the LIMS that contains tables that
summarize the precision and accuracy acceptability limits for analyses performed at
TestAmerica West Sacramento. This summary includes an effective date, is updated each time
new limits are generated and is located in the Quality Assurance Department files. A database
tracks the effective dates, generation dates, LIMS list number, matrices and archive status of
the data utilized to generate the precision and acceptability limits. Unless otherwise noted,
limits within these tables are laboratory generated. Some acceptability limits are derived from
US EPA methods when they are required. Where US EPA method limits are not required,
TestAmerica West Sacramento has developed limits from evaluation of data from similar
matrices. Criteria for development of control limits is contained in Section 25.

5.6 STATISTICAL QUALITY CONTROL

Statistically-derived precision and accuracy limits are required by selected methods (such as
SW-846) and programs [such as the Ohio Voluntary Action Plan (VAP)]. TestAmerica West
Sacramento routinely utilizes statistically-derived limits to evaluate method performance and
determine when corrective action is appropriate. Control limits are derived according to
laboratory SOP No. QA-003-SAC, “Quality Control Program”. The analysts are instructed to
use the current limits in the laboratory (dated and approved by the Operations Manager and/or
Department Manager and QA Manager) and entered into the Laboratory Information
Management System (LIMS). The Quality Assurance department maintains an archive of all
limits used within the laboratory. If a method defines the QC limits, the method limits are used.

If a method requires the generation of historical limits, the lab develops such limits from recent
data in the QC database of the LIMS following the guidelines described in Section 25. All
calculations and limits are documented and dated when approved and effective. On occasion, a
client requests contract-specified limits for a specific project.

Surrogate recoveries are determined for a specific time period as defined above. The resulting
ranges are entered in LIMS.

Current QC limits are entered and maintained in the LIMS analyte database. As sample results
and the related QC are entered into LIMS, the sample QC values are compared with the limits in
LIMS to determine if they are within the acceptable range. The analyst then evaluates if the
sample needs to be rerun or re-extracted/rerun or if a comment should be added to the report
explaining the reason for the QC outlier.

5.6.1 QC Charts

As the QC limits are calculated, QC charts are generated showing warning and control limits for
the purpose of evaluating trends. The QA Manager evaluates these to determine if adjustments
need to be made or for corrective actions to methods. All findings are documented and kept on
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file. Control charts are generated according to laboratory SOP No. QA-003-SAC, “Quality
Control Program”.

5.7 QUALITY SYSTEM METRICS

In addition to the QC parameters discussed above, the entire Quality System is evaluated on a
monthly basis through the use of specific metrics (refer to Section 17). These metrics are used
to drive continuous improvement in the laboratory’s Quality System.
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SECTION 6

DOCUMENT CONTROL
(NELAC 5.4.3)

6.1 OVERVIEW

The QA Department is responsible for the control of documents used in the laboratory to ensure
that approved, up-to-date documents are in circulation and out-of-date (obsolete) documents
are archived or destroyed. The following documents, at a minimum, must be controlled at each
laboratory Facility:

e Laboratory Quality Assurance Manual

e Laboratory Standard Operating Procedures (SOP)

e Laboratory Policies

e Work Instructions and Forms

e Corporate Policies and Procedures distributed outside the intranet

The Corporate staff posts Corporate Manuals, SOPs, Policies, Work Instructions, White Papers
and Training Materials on the company intranet site. These are collectively termed “Official
Documents” and encompass the Policies and Procedures that all facilities are required to
employ. These official documents are only considered controlled when they are read on the
company intranet site. Printed copies are considered uncontrolled unless the laboratory
physically distributes them as controlled documents. A detailed description of the procedure for
issuing, authorizing, controlling, distributing, and archiving official documents is found in
Corporate SOP No. CW-Q-S-001, Corporate Document Control and Archiving. Distribution at
the laboratory is found in the laboratory SOP No. WS-QA-0021, Preparation and Management
of Standard Operating Procedures.

The laboratory QA Department also maintains access to various references and document
sources integral to the operation of the laboratory. This includes reference methods and
regulations. Instrument manuals (hard or electronic copies) are also maintained by the
laboratory.

The laboratory maintains control of records for raw analytical data and supporting records such as
audit reports and responses, logbooks, standard logs, training files, MDL studies, Proficiency
Testing (PT) studies, certifications and related correspondence, and corrective action reports.
Raw analytical data consists of bound logbooks, instrument printouts, any other notes, magnetic
media, electronic data and final reports. Discussion on records control is described in Section 15.

The maintenance of purchasing data is discussed in Section 9.
The maintenance of sales and marketing contracts is discussed in Section 7.

6.2 DOCUMENT APPROVAL AND ISSUE

The pertinent elements of a control system for each document include a unique name and
number, the number of pages of the item, the effective date, revision number and the
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laboratory’s name. The QA Manager is responsible for the maintenance of the system and
maintains the items electronically, in addition to hardcopies in the Quality Assurance
Department Office.

Controlled documents are authorized by the QA Department and other management. In order
to develop a new document, a manager submits an electronic draft to the QA Department for
suggestions and approval before use. Upon approval, QA personnel add the identifying version
information to the document and retains the official document on file. The official document is
provided as needed to those using it. Controlled documents shall be available at all locations
where the operational activity described in the document is performed (may include electronic
access). Controlled documents are identified as such and records of their distribution are kept
by the QA Department. Document control may be achieved by either electronic or hardcopy
distribution.

The QA Department maintains a list of the official versions of controlled documents.

Quality System Policies and Procedures will be reviewed at a minimum of every year and
revised as appropriate. Changes to documents occur when a procedural change warrants a
revision of the document.

6.3 PROCEDURES FOR DOCUMENT CONTROL POLICY

For changes to the QA Manual, refer to SOP No. WS-QA-0021, Preparation and Management
of Standard Operating Procedures. Uncontrolled copies must not be used within the laboratory.
Previous revisions and back-up data are stored by the QA department. Electronic copies are
stored on the Public server in the QA folder for the applicable revision, and are accessible using
the laboratory’s Intranet.

For changes to SOPs, refer to SOP No. WS-QA-0021, Preparation and Management of
Standard Operating Procedures.

Forms, worksheets, work instructions and information are organized by department in the QA
office. There is a table of contents. Electronic versions are kept on a network drive in the QA
department; hard copies are kept in QA files. The procedure for the care of these documents is
in SOP No. WS-QA-0021, Preparation and Management of Standard Operating Procedures.

6.4 OBSOLETE DOCUMENTS

All invalid or obsolete documents are removed, or otherwise prevented from unintended use.
The laboratory has specific procedures as described above to accomplish this. In general,
obsolete documents are collected from employees according to distribution lists and are marked
obsolete on the cover or destroyed. At least one copy of the obsolete document is archived as
described in Section 15.
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SECTION 7

REVIEW OF WORK REQUEST

7.1 OVERVIEW

TestAmerica West Sacramento has established procedures for the review of work requests and
contracts, oral or written. The procedures include evaluation of the laboratory’s capability and
resources to meet the contract's requirements within the requested time period. All
requirements, including the methods to be used, must be adequately defined, documented and
understood. For many environmental sampling and analysis programs, testing design is site or
program specific and does not necessarily “fit” into a standard laboratory service or product. It
is TestAmerica’s intent to provide both standard and customized environmental laboratory
services to our clients.

A thorough review of technical and QC requirements contained in contracts is performed to
ensure project success. The appropriateness of requested methods, and the lab’s capability to
perform them must be established. Projects, proposals and contracts are reviewed for
adequately defined requirements and TestAmerica’s capability to meet those requirements.
Alternate test methods that are capable of meeting the clients’ requirements may be proposed
by the lab. A review of the lab’s capability to analyze non-routine analytes is also part of this
review process.

All projects, proposals and contracts are reviewed for the client’s requirements in terms of
compound lists, test methodology requested, sensitivity (detection and reporting levels),
accuracy, and precision requirements (% Recovery and RPD). The reviewer ensures that the
laboratory’s test methods are suitable to achieve these regulatory and client requirements and
that the laboratory holds the appropriate certifications and approvals to perform the work. The
laboratory and any potential subcontract laboratories must be certified, as required, for all
proposed tests.

The laboratory must determine if it has the necessary physical, personnel and information
resources to meet the contract, and if the personnel have the expertise needed to perform the
testing requested. Each proposal is checked for its impact on the capacity of the laboratory’s
equipment and personnel. As part of the review, the proposed turnaround time will be checked
for feasibility.

Electronic or hard copy deliverable requirements are evaluated against the lab’s capacity for
production of the documentation.

If the laboratory cannot provide all services but intends to subcontract such services, whether to
another TestAmerica facility or to an outside firm, this will be documented and discussed with
the client prior to contract approval. (Refer to Section 8 for Subcontracting Procedures.)

The laboratory informs the client of the results of the review if it indicates any potential conflict,
deficiency, lack of accreditation, or inability of the lab to complete the work satisfactorily. Any
discrepancy between the client’s requirements and TestAmerica’s capability to meet those
requirements is resolved in writing before acceptance of the contract. It is necessary that the
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contract be acceptable to both the laboratory and the client. Amendments initiated by the client
and/or TestAmerica, are documented in writing.

All contracts, QAPPs, Sampling and Analysis Plans (SAPs), contract amendments, and
documented communications become part of the project record.

The review process is repeated when there are amendments to the original contract by the
client, and the participating personnel are informed of the changes.

7.2 REVIEW SEQUENCE AND KEY PERSONNEL
Appropriate personnel will review the work request at each stage of evaluation.

For routine projects and other simple tasks, a review by the Project Manager (PM) is considered
adequate. The PM confirms that the laboratory has all required certifications, and can meet the
clients’ data quality and reporting requirements. The PM will also get approval by the
Laboratory Director to commit to delivery schedules that are shorter than the published standard
TATs. The Laboratory Director updates these TATs on a routine basis, and it is the
responsibility of CSMs and PMs to review them prior to making commitments for the laboratory.

It is recommended that, where there is a sales person assigned to the account, an attempt
should be made to contact that sales person to inform them of the incoming samples.

If the project is an air, drinking water, or hi-res opportunity, a message describing the
opportunity will be immediately sent to the appropriate specialty market distribution list.

New opportunities with an estimated value greater than $100K are passed to the laboratory
CSM or BDM, and a message regarding the project details is immediately forwarded to the
Large Opportunity Tracking (LOT) distribution list. Specialty market distribution will be included
in this notification as appropriate, as well as the associated sales person.

The contract review process is outlined in SOP No. CA-L-P-002, Contract Compliance Policy.

This review encompasses all facets of the operation. The scope of work is distributed to the
appropriate personnel, as needed based on scope of contract, to evaluate all of the
requirements shown above (not necessarily in the order below.)

e Legal & Contracts Director

e General Manager

e The Customer Service Manager

e The Business Development Manager

e Laboratory and/or Corporate Technical Directors

e Laboratory and/or Corporate Information Technology Managers/Directors

o Regional and/or National Account representatives

e Laboratory and/or Corporate Quality

e Laboratory and/or Corporate Environmental Health and Safety Managers/Directors

o The Laboratory Director reviews the formal laboratory quote and makes final acceptance for
their facility.
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The National Account Director, Legal Contracts Director, or local account representative then
submits the final proposal to the client.

In the event that one of the above personnel is not available to review the contract, his or her
back-up will fulfill the review requirements.

The Legal & Contracts Director maintains copies of all signed contracts, as does the local
Business Development Manager.

7.3 DOCUMENTATION

Appropriate records are maintained for every contract or work request. All stages of the
contract review process are documented and include records of any significant changes.
Contract negotiations and finalization is the responsibility of the Business Development
Manager. These records are archived by client and project in a restricted network folder
accessible to laboratory department managers, project managers, and senior managers.

Records are 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. Each
Laboratory Project Manager keeps a phone log of conversations with the client. In addition, all
conversations involving notification of important information, or actions directed by the client are
documented with a follow up e-mail and archived in the contracts folder or the SDG
documentation and case narrative. Instances include change in scope, alterations to the
requests listed on a chain of custody, directions to proceed in the event of a non-conformance,
and any other conversation that changes the direction of a COC or contract.

7.3.1 Project-Specific Quality Planning

Communication of contract specific technical and QC criteria is an essential activity in ensuring
the success of site specific testing programs. To achieve this goal, TestAmerica West
Sacramento assigns a PM to each client that is the first point of contact for the client. It is the
PM’s responsibility to ensure that project specific technical and QC requirements are effectively
evaluated and communicated to the laboratory personnel before and during the project. QA
department involvement may be needed to assist in the evaluation of custom QC requirements.

PM’s are the direct client contact and they ensure resources are available to meet project
requirements. They coordinate opportunities and forecast incoming work, allowing the laboratory
management team to ensure available resources are sufficient to perform work for the client's
project. Project management is positioned between the client and laboratory resources.

Prior to work on a new program, the Laboratory Project Managers record project details and
requirements via the Quality Assurance Summary (QAS.) Each laboratory backlog automatically
incorporates the pertinent project specific information into a single resource for the bench level
chemist. In addition, Project Managers may also choose to lead a project kick-off meeting and
discuss QAS items in detail, as well as key events and challenges. The Laboratory Department
Managers are responsible for guiding their team’s compliance, and use the Project Managers and
QA Manager to interpret requirements and resolve conflicts.
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During the project, any change that may occur within an active project is agreed upon between the
client and the laboratory. These changes (e.g., use of a non-standard method or modification of a
method) and approvals must be documented prior to implementation. Documentation pertains to
any document, e.g., letter, e-mail, variance, contract addendum, which has been signed (or
acknowledged via e-mail) by both parties.

Such changes are updated to the QAS and introduced to the managers at these meetings. The
laboratory staff is then introduced to the modified requirements via the PM or the individual
laboratory Department Manager. After the modification is implemented into the laboratory process,
documentation of the modification is made in the case narrative of the data report(s).

TestAmerica strongly encourages client visits to the laboratory and for formal/informal

information sharing session with employees in order to effectively communicate ongoing client
needs as well as project specific details for customized testing programs.
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SECTION 8

SUBCONTRACTING OF TESTS
(NELAC 5.4.5)

8.1 OVERVIEW

For the purpose of this quality manual, the phrase subcontract laboratory refers to a laboratory
external to the corporate network. The phrase “work sharing” refers to internal transfers of
samples between company laboratories. The term outsourcing refers to the act of
subcontracting tests.

When contracting with our clients, the laboratory makes commitments regarding the services to
be performed and the data quality for the results to be generated. When we must outsource
testing for our clients because project scope, changes in laboratory capabilities, capacity or
unforeseen circumstances, we must be assured that the subcontractors or work sharing
laboratories understand the requirements and will meet the same commitments we have made
to the client. Refer to the SOP on Subcontracting Procedures (CA-L-S-002) and the Work
Sharing Process SOP (CA-C-S-001).

When outsourcing analytical services, the laboratory will assure, to the extent necessary, that
the subcontract or work sharing laboratory maintains a program consistent with the
requirements of this document, the requirements specified in NELAC/ISO 17025 and/or the
client’s Quality Assurance Project Plan (QAPP). All QC guidelines specific to the client’s
analytical program are transmitted to the subcontractor and agreed upon before sending the
samples to the subcontract facility. Additionally, work requiring accreditation will be placed with
an appropriately accredited laboratory. The laboratory performing the subcontracted work will
be identified in the final report, as will non-NELAC accredited work where required.

For DOD projects the subcontractor laboratories used must have an established and
documented laboratory quality system that complies with DoD QSM requirements. The
subcontractor laboratories are evaluated following the procedures outlined below and as seen in
Figure 8-1. The subcontractor laboratory must receive project-specific approval from the DoD
client before any samples are analyzed.

The QSM has 5 specific requirements for subcontracting:

1. Subcontractor laboratories must have an established laboratory quality system that
complies with the QSM.

2. Subcontractor laboratories must be approved by the specific DoD Component laboratory
approval process.

3. Subcontractor laboratories must demonstrate the ability to generate acceptable results
from the analysis of PT samples, subject to availability, using each applicable method, in
the specified matrix, and provide appropriate documentation to the DoD client.

4. Subcontractor laboratories must receive project-specific approval from the DoD client
before any samples are analyzed.

5. Subcontractor laboratories are subject to project-specific, on-site assessments by the
DoD client or their designated representatives.
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Project Managers (PMs), Customer Service Managers (CSM), or Regional Account Executives
(RAE) for the Export Lab are responsible for obtaining client approval prior to outsourcing any
samples. The laboratory will advise the client of a subcontract or work sharing arrangement in
writing and when possible approval from the client shall be retained in the project folder.

Note: In addition to the client, some regulating agencies, such as the US Army Corps of
Engineers and the USDA, require notification prior to placing such work. Documentation of
approval is stored electronically in the QBIS folder on the “world” share on the laboratory’s
server.

8.2 QUALIFYING AND MONITORING SUBCONTRACTORS

Whenever a PM or Customer Service Manager (CSM) becomes aware of a client requirement
or laboratory need where samples must be outsourced to another laboratory, the other
laboratory(s) shall be selected based on the following:

o The first priority is to attempt to place the work in a qualified network laboratory;

o Firms specified by the client for the task (Documentation that a subcontractor was
designated by the client must be maintained with the project file. This documentation can
be as simple as placing a copy of an e-mail from the client in the project folder);

o Firms listed as pre-qualified and currently under a subcontract with the company (in JD
Edwards): A listing of all approved subcontracting laboratories and supporting
documentation is available on the TestAmerica intranet site. Verify necessary accreditation
for the requested tests prior to sending samples.

« Firms identified in accordance with the company’s Small Business Subcontracting program
as small, women-owned, veteran-owned and/or minority-owned businesses;

e NELAC or A2LA accredited laboratories.

« In addition, the firm must hold the appropriate certification to perform the work required.

All intra-company laboratories are pre-qualified for work sharing provided they hold the
appropriate accreditations, can adhere to the project/program requirements, and the client
approved sending samples to that laboratory. The client must provide acknowledgement that
the samples can be sent to that facility (an e-mail is sufficient documentation or if
acknowledgement is verbal, the date, time, and name of person providing acknowledgement
must be documented). The originating laboratory is responsible for communicating all technical,
quality, and deliverable requirements as well as other contract needs. Refer to SOP No. CA-C-
S-001, Work Sharing Process.

When the potential sub-contract laboratory has not been previously approved, PMs or CSMs
may nominate a laboratory as a subcontractor based on need. The decision to nominate a
laboratory must be approved by the Laboratory Director. The Laboratory Director requests that
the QA Manager begin the process of approving the subcontract laboratory. The client must
provide acknowledgement that the samples can be sent to that facility (an e-mail is sufficient
documentation or if acknowledgement is verbal, the date, time, and name of person providing
acknowledgement must be documented).

8.2.1 The QA Manager must ensure that the Subcontracting Approval Form (Figure 8-1)
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has been completed and have supporting documentation on file prior to initiation of any work. A
letter or e-mail is sent to the lab requesting the following information:

8.21.1

8.2.1.11

8.21.1.2

8.2.1.1.3

8.2.1.2

8.21.21

8.2.1.2.2

8.2.1.2.3

8.2.1.2.4

8.2.1.2.5

8.2.1.2.6

8.2.1.2.7

8.2.1.2.8

8.2.1.2.9

8.2.1.3

If a lab is NELAC or A2LA accredited,

Copy of necessary certifications verifying that the required approvals are current.
Ensure that all needed analytes are included; some may not be accredit-able (if so,
document). Certificate and scope of International Standard accreditation are
required, when applicable.

Insurance Certificate. This is required by TestAmerica’s Chief Financial Officer
USDA soil permit if available**

For Laboratories accredited by other agencies with an auditing program:

Copy of necessary certifications verifying that the required approvals are current.
Ensure that all needed analytes are included; some may not be accredit-able (if so,
document). Certificate and scope of International Standard accreditation are
required, when applicable.

Insurance Certificate. This is required by TestAmerica’s Chief Financial Officer
USDA soil permit if available**

Description of Ethics and Data Integrity Plan.

The most recent 2 sets of full proficiency testing (PT) results relevant to the analyses
of interest and any associated corrective action.

State Audit with Corrective Action Response

Example final report to confirm format is compliant and provides the necessary
information. Minimally, it must be determined that Batch QC results are included in
the laboratory reports and data is appropriately qualified.

A copy of raw data associated with the first project is requested for internal review.
The raw data is reviewed by the QA Manager and the PM to ensure that the results
meet the client’'s needs. If the QA manager is unfamiliar with the analysis being
performed, notify Corporate QA for guidance on the review (it may need to be sent
elsewhere for evaluation). This requirement can be skipped if an on-site visit of the
laboratory is planned. (This requirement is effective as of the effective date of this
section.  Laboratories worked with previously [minimum of 6 months] are
grandfathered in.)

DoD work includes additional requirements as described in Section 8.1 above.

For laboratories performing tests that are unaccredited or accredited by an agency
without an audit program:
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8.2.1.3.2

8.2.1.3.3

8.2.1.34

8.2.1.3.5

8.2.1.3.6

8.2.1.3.7

8.2.1.3.8

8.2.1.3.9

8.2.1.3.10

8.2.1.3.11

8.2.2
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A copy of their Quality Assurance Manual (controlled if possible). Ensure data
quality limits for relevant methods are acceptable and that training procedures are
adequate.

Copy of necessary certifications (if available) verifying that the required approvals
are current. Ensure that all needed analytes are included; some may not be
accredit-able (if so, document). Certificate and scope of International Standard
accreditation are required, when applicable.

Insurance Certificate. This is required by TestAmerica’s Chief Financial Officer.
USDA soil permit if available**

Evidence of a current SOP per method. A copy of the first page and signature page
of the SOP is acceptable. A table of contents including effective dates may also be
acceptable. The SOP can be examined if an on-site audit is performed.

Description of Ethics and Data Integrity Plan.

The most recent 2 sets of full proficiency testing (PT) results relevant to the analyses
of interest and any associated corrective action.

Example final report to confirm format is compliant and provides the necessary
information. Minimally, it must be determined that Batch QC results are included in
the laboratory reports and data is appropriately qualified.

Statement of Qualification (SOQ) or summary list of Technical Staff and
Qualifications — position, education and years of experience.

DoD work includes additional requirements as described in Section 8.1 above.

A copy of raw data associated with the first project is requested for internal review.
The raw data is reviewed by the QA Manager and the PM to ensure that the results
meet the client’'s needs. If the QA manager is unfamiliar with the analysis being
performed, notify Corporate QA for guidance on the review (it may need to be sent
elsewhere for evaluation). This requirement can be skipped if an on-site visit of the
laboratory is planned. (This requirement is effective as of the effective date of this
section.  Laboratories worked with previously [minimum of 6 months] are
grandfathered in.)

Once the information is received by the QA Manager, it is evaluated for acceptability

and forwarded to Corporate Contracts for formal contracting with the laboratory. They will add

the lab to

the approved list on the intranet site along with the associate documentation and

notify the finance group for JD Edwards.

**USDA permit is required if soils less than three feet deep from New York, North Carolina,
South Carolina, Georgia, Florida, Tennessee, Alabama, Mississippi, Louisiana, Arkansas,
Texas, Oklahoma, New Mexico, Arizona, California, Hawaii, or outside the continental U. S. are
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to be analyzed. These samples require special shipping measures; check with the EHS
Department. It may be necessary to heat-treat the samples before shipping if the subcontract
laboratory does not have a USDA permit; however, some analytes/tests may be irrelevant after
heat treatment.

8.2.3 The client will assume responsibility for the quality of the data generated from the
use of a subcontractor they have requested the lab to use. The qualified subcontractors on the
intranet site are known to meet minimal standards. The company does not certify laboratories.
The subcontractor is on our approved list and can only be recommended to the extent that we
would use them.

8.2.4 The status and performance of qualified subcontractors will be monitored periodically
by the Corporate Contract Department. Any problems identified will be brought to Corporate QA
attention.

o« Complaints shall be investigated. Documentation of the complaint, investigation and
corrective action will be maintained in the subcontractor's file on the intranet site.
Complaints must be posted using the Vendor Performance Report (Form No. CW-F-WiI-
009).

« Information must be updated on the intranet when new information is received from the
subcontracted laboratories.

« Subcontractors in good standing will be retained on the intranet listing. The QA Manager
will notify all network laboratories and Corporate QA and Corporate Contracts if any
laboratory requires removal from the intranet site. This notification will be posted on the
intranet site and e-mailed to all Lab Directors/Managers, QA Managers and Sales Directors.

8.3 OVERSIGHT AND REPORTING

The PM must request that the selected subcontractor be presented with a subcontract, if one is
not already executed between the laboratory and the subcontractor. The subcontract must
include terms which flow down the requirements of our clients, either in the subcontract itself or
through the mechanism of work orders relating to individual projects. A standard subcontract
and the Lab Subcontractor Vendor Package (posted on the intranet) can be used to accomplish
this, and the Legal & Contracts Director can tailor the document or assist with negotiations, if
needed. The PM (or CSM) responsible for the project must advise and obtain client consent to
the subcontract as appropriate, and provide the scope of work to ensure that the proper
requirements are made a part of the subcontract and are made known to the subcontractor.

Prior to sending samples to the subcontracted laboratory, the PM confirms their certification
status to determine if it's current and scope-inclusive. The information is documented in the
QBIS directory in the project folder, and is retained in the Quality Assurance office. For network
laboratories, certifications can be viewed on the company website.

The Sample Control department is responsible for ensuring compliance with QA requirements
and applicable shipping regulations when shipping samples to a subcontracted laboratory.

All subcontracted samples must be accompanied by a Chain of Custody (COC). A copy of the
original COC sent by the client must be included with all samples subbed within the network.
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The PM will communicate with the subcontracted laboratory to monitor the status of the
analyses, facilitate successful execution of the work and ensure the timeliness and
completeness of the analytical report.

Non-NELAC accredited work must be identified in the subcontractor’'s report as appropriate. If
NELAC accreditation is not required, the report does not need to include this information.

Reports submitted from subcontractor laboratories are not altered and are included in their
original form in the final project report. This clearly identifies the data as being produced by a
subcontractor facility. Results submitted by a network work-sharing laboratory on the same
LIMS will be designated in the case narrative.

Note: The results submitted by a network work sharing laboratory may be transferred
electronically and the results reported by the network work sharing lab are identified on the final
report. The report must explicitly indicate which lab produced the data for which methods and
samples. The final report must include a copy of the completed COC for all work sharing
reports.

8.4 CONTINGENCY PLANNING

The Laboratory Director may waive the full qualification of a subcontractor process temporarily
to meet emergency needs. In the event this provision is utilized, Corporate QA must be
informed, and the QA Manager will be required to verify adequacy of proficiency scores and
certifications. The laboratory must also request a copy of the raw data to support the analytical
results for the first project submitted to the subcontract laboratory unless the laboratory has
NELAC accreditation. The raw data is reviewed by the QA Manager and the PM to ensure that
the results meet the client’'s needs. The QA Manager will request full documentation and qualify
the subcontractor under the provisions above. The approval process should be completed
within 30 calendar days of subcontracting.
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Example - Subcontracting Laboratory Approval Form (Initial / Renewal)

SUBCONTRACTING LABORATORY APPROVAL

Reference: Section 8 — Quality Assurance Manual
[

Date:
Laboratory:

Address:

Contact and e-mail address:

Phone: Direct

Fax

Requested Item®

Date Received Reviewed/ Accepted Date

1. Copy of State Certification’

2. Insurance Certificate

3. USDA Soil Permit

4. Description of Ethics Program3

5. QA Manual®

6. Most Recent (and relevant) 2 Sets of
WP/WS Re?orts with Corrective Action
Response™

7. State Audit with Corrective Action
Response (or NELAC or A2LA Audit)3

8. Sample Report3

9. SOQ or Summary list of Technical Staff and
Qualifications °

10. SOPs for Methods to Be Loadshifted?®

11. For DoD Work: Statement that Lab
quality system complies with QSM.

12. For DoD Work: Approved by specific DoD
Component laboratory approval process.

1 - Required when emergency procedures are implemented.

2 - Some labs may not submit copies due to internal policies. In these cases, a copy of the first page and signature page of the
SOP is acceptable. This requirement may also be fulfilled by supplying a table of SOPs with effective dates.

3 — If the laboratory has NELAC accreditation, ltem #s 4 through 10 are not required.

On Site Audit Planned: YES NO If yes, Date Completed: By Whom:

Comments:

| !
Lab Acceptable for Subcontracting Work: YES NO Limitations:

QA Manager (Signature): Date:

(Printed Name)

O Forwarded to Contract Coordinator by:

Date:
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SECTION 9

PURCHASING SERVICES AND SUPPLIES
(NELAC 5.4.6)

9.1 OVERVIEW

Evaluation and selection of suppliers and vendors is performed, in part, on the basis of the
quality of their products, their ability to meet the demand for their products on a continuous and
short term basis, the overall quality of their services, their past history, and competitive pricing.
This is achieved through evaluation of objective evidence of quality furnished by the supplier,
which can include certificates of analysis, recommendations, and proof of historical compliance
with similar programs for other clients. To ensure that quality critical consumables and
equipment conform to specified requirements, all purchases from specific vendors are approved
by a member of the supervisory or management staff.

Capital expenditures are made in accordance with the Controlled Purchases Procedure, CW-F-
S-004. Only one quote is required where the item being purchased is a sole source product,
Examples of sole source capital expenditures are laboratory test equipment, client specified
purchases and building leases. A minimum of two quotes is required where the opportunity
exists to source from more than one vendor. All documentation related to the purchase of
capital items will be maintained in the individual CapEx files located in Corporate Purchasing.
Data will be held in accordance with the record retention policy.

TestAmerica will enter into formal contracts with vendors when it is advantageous to do so.
Contracts will be signed in accordance with the Authorization Matrix Policy, CW-F-P-002.
Examples of items that are purchased through vendor contracts are laboratory instruments,
consumables, copiers and office supplies. Request for Proposals (RFP’s) will be issued where
more information is required from the potential vendors than just price. RFP’s allow
TestAmerica to determine if a vendor is capable of meeting requirements such as supplying all
of the TestAmerica facilities, meeting required quality standards and adhering to necessary
ethical and environmental standards. The RFP process also allows potential vendors to outline
any additional capabilities they may offer.

Non-capital expenditure items are purchased through the requisition and approval process in JD
Edwards or through other TestAmerica authorized methods (approved web-sites, purchasing
cards). Labs have the ability to select from the approved vendors in JD Edwards.

9.2 GLASSWARE

Glassware used for volumetric measurements must be Class A or verified for accuracy
according to laboratory procedure. Pyrex (or equivalent) glass should be used where possible.
For safety purposes, thick-wall glassware should be used where available.

9.3 REAGENTS, STANDARDS & SUPPLIES

Chemical reagents, solvents, glassware, and general supplies are ordered as needed to
maintain sufficient quantities on hand. Purchasing guidelines for equipment and reagents must
meet with the requirements of the specific method and testing procedures for which they are
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being purchased. Solvents and acids are pre-tested in accordance with Corporate SOP on
Solvent & Acid Lot Testing & Approval, SOP No. CA-Q-S-001.

9.3.1 Purchasing

The nature of the analytical laboratory demands that all material used in any of the procedures
is of a known quality. The wide variety of materials and reagents available makes it advisable to
specify recommendations for the name, brand, and grade of materials to be used in any
determination. This information is contained in the method SOP.

Only personnel trained in the ordering program JDE may place orders using the program. All
relevant information, including quantity, must be entered. Only approved vendors may be used.
A vendor must be approved by corporate to be on the approved vendor list in JDE. The
Laboratory Director or designee approves all orders placed in JDE.

9.3.2 Receiving

It is the responsibility of the facilities manager to receive the shipment. It is the responsibility of
the analyst who ordered the materials to date the material when received. Once the ordered
reagents or materials are received, the analyst compares the information on the label or
packaging to the original order to ensure that the purchase meets the quality level specified.
Material Safety Data Sheets (MSDSs) are kept in the Hazardous Materials Technician’s Office
and online through the Company’s intranet website. Anyone may review these for relevant
information on the safe handling and emergency precautions of on-site chemicals.

9.3.3 Specifications

There are many different grades of analytical reagents available to the analyst. All methods in
use in the laboratory specify the grade of reagent that must be used in the procedure. If the
quality of the reagent is not specified, it may be assumed that it is not significant in that
procedure and, therefore, any grade reagent may be used. It is the responsibility of the analyst
to check the procedure carefully for the suitability of grade of reagent.

Chemicals must not be used past the manufacturer’s expiration date and must not be used past
the expiration time noted in a method SOP. If dates are not provided, the laboratory may
contact the manufacturer to determine an expiration date.

The laboratory assumes a five year expiration date on inorganic dry chemicals unless noted
otherwise by the manufacturer or by the reference source method.

Wherever possible, standards must be traceable to national or international standards of
measurement or to national or international reference materials. Records to that effect are
available to the user.

Compressed gases in use are checked for pressure and secure positioning every other day.
The minimum total pressure must be 250 psig for the automatic bank of gas tanks before the
system switches to the next bank of tanks. No individual compressed gas tanks are used at the
instrument benches at TestAmerica West Sacramento. The quality of the gases must meet
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method or manufacturer specification or be of a grade that does not cause any analytical
interference.

Water used in the preparation of standards or reagents must have a conductivity of less than
1.0 umho/cm (or resistivity of greater than 1.0 megaohm-cm) at 25°C. The conductivity is
checked and recorded daily. If the water's conductivity is less than the specified limit, the
Operations Manager must be notified immediately in order to notify all departments, decide on
cessation (based on intended use) of activities, and make arrangements for correction.

The laboratory may purchase reagent grade (or other similar quality) for use in the laboratory.
This water must be certified “clean” by the supplier for all target analytes or otherwise verified by
the laboratory prior to use. This verification is documented.

Standard lots are verified before first time use if the laboratory switches manufacturers or has
historically had a problem with the type of standard. See laboratory SOP No. WS-QA-0017,
“Standards and Reagent Preparation and Quality Control Check Procedures”, for standard QC
procedures.

Purchased VOA vials must be certified clean and the certificates must be maintained. If
uncertified VOA vials are purchased, all lots must be verified clean prior to use. This verification
must be maintained.

9.34 Storage

Reagent and chemical storage is important from the aspects of both integrity and safety. Light-
sensitive reagents may be stored in brown-glass containers. Table 9-1 details specific storage
instructions for reagents and chemicals. Section 22 discusses conditions for standard storage.

9.4 PURCHASE OF EQUIPMENT/INSTRUMENTS/SOFTWARE

When a new piece of equipment is needed, either for additional capacity or for replacing
inoperable equipment, the analyst or supervisor makes a supply request to the Technical
Director and/or the Laboratory Director. If they agree with the request the procedures outlined
in Policy No. CA-T-P-001, Qualified Products List, are followed. A decision is made as to which
piece of equipment can best satisfy the requirements. The appropriate written requests are
completed and purchasing places the order.

Upon receipt of a new or used piece of equipment, it is given a short name, such as HP-20, and
added to the equipment list described in Section 21 that is maintained by the QA Department. IT
must also be notified so that the equipment can be linked to have data back-ups performed. Its
capability is assessed to determine if it is adequate or not for the specific application. For
instruments, a calibration curve is generated, followed by MDLs, Demonstration of Capabilities
(DOCs), and other relevant criteria (see Section 20). For software, its operation must be
deemed reliable and evidence of instrument verification must be retained by the IT Department
or QA Department as specified in the laboratory’s procedure for software verification. Software
certificates supplied by the vendors are filed with the LIMS Administrator. The manufacturer’s
operation manual is retained at the bench.
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9.5 SERVICES

Service to analytical instruments (except analytical balances) is performed on an as needed
basis. Routine preventative maintenance is discussed in Section 21. The need for service is
determined by analysts and/or Department Managers. The service providers that perform the
services are approved by the Department Managers/Technical Director.

9.6 SUPPLIERS

TestAmerica selects vendors through a competitive proposal / bid process, strategic business
alliances or negotiated vendor partnerships (contracts). The level of control used in the
selection process is dependent on the anticipated spend and the potential impact on
TestAmerica business. Vendors that provide test and measuring equipment, solvents,
standards, certified containers, instrument related service contracts or subcontract laboratory
services shall be subject to more rigorous controls than vendors that provide off-the-shelf items
of defined quality that meet the end use requirements. The JD Edwards purchasing system
includes all suppliers /vendors that have been approved for use.

Evaluation of suppliers is accomplished by ensuring the supplier ships the product or material
ordered and that the material is of the appropriate quality. This is documented by signing off on
packing slips or other supply receipt documents. The purchasing documents contain the data
that adequately describe the services and supplies ordered.

Any issues of vendor performance are to be reported immediately by the laboratory staff to the
Corporate Purchasing Group by completing a Vendor Performance Report (CW-F-WI-009).

The Corporate Purchasing Group will work through the appropriate channels to gather the
information required to clearly identify the problem and will contact the vendor to report the
problem and to make any necessary arrangements for exchange, return authorization, credit,
etc.

As deemed appropriate, the Vendor Performance Reports will be summarized and reviewed to
determine corrective action necessary, or service improvements required by vendors

The laboratory has access to a listing of all approved suppliers of critical consumables, supplies
and services. This information is provided through the JD Edwards purchasing system.

9.6.1 New Vendor Procedure

TestAmerica employees who wish to request the addition of a new vendor must complete a J.D.
Edwards Vendor Add Request Form (CW-F-WI-007 — refer to Figure 9-1).

New vendors are evaluated based upon criteria appropriate to the products or services provided
as well as their ability to provide those products and services at a competitive cost. Vendors are
also evaluated to determine if there are ethical reasons or potential conflicts of interest with
TestAmerica employees that would make it prohibitive to do business with them as well as their
financial stability. The QA Department and/or the Technology Director are consulted with
vendor and product selection that have an impact on quality.
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Chemical

Storage Requirements

Concentrated Acids and Bases

Stored in the original containers at room
temperature. All organic acids must be stored
separately from inorganic acids. Acids should
not be stored with bases.

Bulk Dry Chemicals

Stored in the original containers at room
temperature. All organic acids must be stored
separately from inorganic acids. Acids should
not be stored with bases.

Working Solutions containing Organic
Compounds

Stored as per method recommendation/
requirement. They are generally stored
refrigerated at 4°C+ 2°C.

Working Solutions containing only
Inorganics

Stored at room temperature; refrigeration is
optional.

Flammable Solvents

Stored in solvent cabinets at room temperature.

Non-Flammable Solvents

Stored separately from the flammable solvents in
cabinets at room temperature.
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Figure 9-1
Example — JD Edwards Vendor Add Request Form

TestAmerica

THE LEADER IN ENVIRONMENTAL TESTING

JD Edwards Vendor Add Request Form

Vendor name: Lab location and individual making request:
Vendor address (remit to): Vendor phone:

Vendor address (remit to): Vendor fax:

Contact name: Product / service provided:

Reason for Vendor Addition: Check all reasons that apply
[0 Cost Reduction Estimated Annual Savings $

[0 Replace Current Vendor Reason?

Vendor being Replaced?

O New Product / Service Describe:

0O 1so Approved (Required for Aerotech / P&K only)

Small Business:

Does this vendor help us to meet our small business objectives:

If yes, which category:

Personal and Ethical Considerations:
Is there any personal conflict of interest with a TestAmerica employee and the vendor listed above?

Have ethical considerations been taken into account in your evaluation of this vendor?

Can this product be sourced from another TestAmerica facility?

Please complete form and email to NCPurchasing@testamericainc.com or fax to (330) 966-9275.

| approve the addition of this vendor:

Purchasing Manager - Patrick Eckman Corporate Controller - Leslie Bowers

Form No. CW-F-WI-007
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SECTION 10

SERVICE TO THE CLIENT
(NELAC 5.4.7)

10.1 OVERVIEW

TestAmerica West Sacramento cooperates with clients and their representatives to monitor the
laboratory’s performance in relation to work performed for the client. It is the laboratory’s goal to
meet all client requirements in addition to statutory and regulatory requirements discussed in
Section 5. The laboratory has procedures to ensure confidentiality to clients (Section 16 and
26).

Note: ISO 17025/NELAC 2003 states that a laboratory “shall afford clients or their
representatives cooperation to clarify the client’s request”. This topic is discussed in Section 7.

10.2 SPECIAL SERVICES

The laboratory’s standard procedures for reporting data are described in Section 26. When
requested the following special services are provided:

« The laboratory will provide the client or the client’s representative reasonable access to the
relevant areas of the laboratory for the witnessing of tests performed for the client.

« The laboratory will work with client-specified third party data validators as specified in the
client’s contract.

« The laboratory will provide the client with all requested information pertaining to the analysis
of their samples. An additional charge may apply for additional data/information that was
not requested prior to the time of sample analysis or previously agreed upon.

10.3 CLIENT COMMUNICATION

Project managers are an important communication link to the clients. The lab shall inform its
clients of any delays in project completion as well as any non-conformances in either sample
receipt (refer to Section 24) or sample analysis. Project management will maintain ongoing
client communication throughout the entire client project.

Any number of senior staff or technical experts are available to discuss any technical questions
or concerns that the client may have.

10.4 REPORTING

The laboratory will work with the client to produce any special communication reports required
by the contract.
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10.5 CLIENT SURVEYS

The laboratory assesses both positive and negative client feedback. The results are used to
improve overall laboratory quality and client service.

TestAmerica’s Sales and Marketing teams periodically develops lab and client specific surveys
to assess client satisfaction.
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SECTION 11

COMPLAINTS
(NELAC 5.4.8)

111 OVERVIEW

TestAmerica West Sacramento believes that effective client complaint handling processes have
important business and strategic value. Listening to and documenting client concerns captures
‘client knowledge’ that helps to continually improve processes and improving client satisfaction.
An effective client complaint handling process also provides assurance to the data user that the
laboratory will stand behind its data, service obligations and products.

A client complaint is any expression of dissatisfaction with any aspect of our business services,
communications, responsiveness, data, reports, invoicing and other functions expressed by any
party, whether received verbally or in written form. Client inquiries, complaints or noted
discrepancies are documented, communicated to management, and addressed promptly and
thoroughly.

The laboratory has procedures for dealing with both external and internal complaints.

The nature of the complaint is identified, documented and investigated, and an appropriate
action is determined and taken. In cases where a client complaint indicates that an established
policy or procedure was not followed, the QA Department must evaluate whether a special audit
must be conducted to assist in resolving the issue. A written confirmation or letter to the client,
outlining the issue and response taken is recommended as part of the overall action taken.

The process of complaint resolution and documentation utilizes the procedures outlined in
Section 13 (Corrective Actions) and is documented following laboratory Policy No. WS-PQA-
013, “Procedures to Address Customer Complaint”’. It is the laboratory’s goal to provide a
satisfactory resolution to complaints in a timely and professional manner.

11.2 EXTERNAL COMPLAINTS

An employee that receives a complaint initiates the complaint resolution process and the
documentation of the complaint.

Complaints fall into two categories: correctable and non-correctable. An example of a
correctable complaint would be one where a report re-issue would resolve the complaint. An
example of a non-correctable complaint would be one where a client complains that their data
was repeatedly late. Non-correctable complaints should be reviewed for preventive action
measures to reduce the likelihood of future occurrence and mitigation of client impact.

The general steps in the complaint handling process are:

« Receiving Complaints

« Complaint Investigation and Service Recovery

e Process Improvement
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The laboratory shall inform the initiator of the complaint of the results of the investigation and
the corrective action taken, if any.

11.3 INTERNAL COMPLAINTS

Internal complaints include, but are not limited to: errors and non-conformances, training issues,
internal audit findings, and deviations from methods. Corrective actions may be initiated by any
staff member who observes a nonconformance and shall follow the procedures outlined in
Section 13. In addition, Corporate management, Sales and Marketing and Information
Technology (IT) may initiate a complaint by contacting the laboratory or through the corrective
action system described in Section 13.

114 MANAGEMENT REVIEW

The number and nature of client complaints is reported by the QA Manager to the laboratory
and QA Director in the QA Monthly report. Monitoring and addressing the overall level and
nature of client complaints and the effectiveness of the solutions is part of the Annual
Management Review (Section 17)
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SECTION 12

CONTROL OF NON-CONFORMING WORK
(NELAC 5.4.9)

12.1 OVERVIEW

When data discrepancies are discovered or deviations and departures from laboratory standard
procedures, policies and/or client requests have occurred, corrective action is taken
immediately. First, the laboratory evaluates the significance of the nonconforming work. Then, a
corrective action plan is initiated based on the outcome of the evaluation. If it is determined that
the nonconforming work is an isolated incident, the plan could be as simple as adding a qualifier to
the final results and/or making a notation in the case narrative. If it is determined that the
nonconforming work is a systematic or improper practices issue, the corrective action plan could
include a more in depth investigation and a possible suspension of an analytical method. In all
cases, the actions taken are documented using the laboratory’s corrective action system (refer to
Section 13).

Due to the frequently unique nature of environmental samples, sometimes departures from
documented policies and procedures are needed. When an analyst encounters such a
situation, the problem is presented to the Department Manager for advice. The Department
Manager may elect to discuss it with the Operations Manager or QA Manager or have a
representative contact the client to decide on a logical course of action. Once an approach is
agreed upon, the analyst documents it using the laboratories corrective action system described
in Section 13. This information can then be supplied to the client in the form of a footnote or a
case narrative with the report.

Project Management may encounter situations where a client may request that a special
procedure be applied to a sample that is not standard lab practice. Based on a technical
evaluation, the lab may accept or opt to r