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1. INTRODUCTION

Agency policy initiated by the Administrator in memoranda of May 30, 1979 and June 14, 1979
requires participation in a centraly-managed quality system by dl Environmenta Protection Agency
(EPA) organizations (Iaboratories, program offices, or regiond offices) and by non-EPA organizations
conducting environmental programs which are supported or mandated through contracts, regulations, or
other formadized agreements. The Agency's palicy and program requirements to implement the
mandatory qudity system are contained in EPA Order 5360.1 A2 which invokes the use of the
American National Standard ANSI/ASQC E4-1994, Specifications and Guiddines for Quality
Systems for Environmental Data Collection and Environmental Technology Programs. ANSI/ASQC
E4-1994 isanaiond consensus standard designed specificdly for quality systems gpplied to
environmenta data collection and environmenta technology programs.

The Office of Environmenta Information is responsible for developing, coordinating, and directing
implementation of the Agency qudity sysem. The Office of Environmenta Information has desgnated
the Qudity Staff to serve as the cental management authority for the Agency qudity system.

To document the adherence to EPA Order 5360.1 A2, EPA requires each organizational unit to
develop a qudity management plan per the specifications in EPA Reguirements for Quality
Management Plans, EPA QA/R-2. The qudity management plan (QMP) isaforma document
describing the management policies, objectives, procedures, organizationd authority, roles, and
respongbilities of an agency, organization, or laboratory for ensuring environmenta deta are of the type
and quality needed for ther intended use.

To implement Agency policy, EPA Laboratories, Program Offices, and Regiond Offices are
required to prepare a QMP covering dl intramura and extramura environmenta programs which
generate and process environmenta datafor Agency use. This QMP was prepared according to EPA
Requirements for Qudity Management Plans, EPA QA/R-2, November 1999 to document the quality
assurance policies and management structure to be used in implementing the Region 7 quaity system.

Page 10 of 83
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2. DEFINITION OF ENVIRONMENTAL DATA
AND SCOPE OF REGION 7 QUALITY MANAGEMENT PLAN

21 Definition of Environmental Data

Environmenta data are any measurements or information that describe environmenta
processes, location, or conditions; ecological or health effects and consequences; or the performance of
environmenta technology. For Region 7, environmenta datainclude information collected directly from
measurements, produced from models, and compiled from other sources such as databases or the
literature,

Acquired data are data or information used for project implementation or decision making
which meet the following criteria

1 are compiled from other sources
2. were originally collected for some other purpose
3. are obtained from non-measurement sources such as computer databases, programs, literature

files, and historical databases

The qudlity of acquired datawill directly impact the quality of the project results or
environmenta decison to which they are applied and are subject to the Region 7 quality system
requirements.

2.2  Typesof Data Collection Activitiesand Region 7 Programs Covered by the Quality
Management Plan

The QMP encompasses data directly generated by Region 7 programs, their contractors, or
grantees as well as data obtained for Region 7 programs from other sources. The QMP aso covers
environmenta data that Region 7 programs require States, triba governments, and grantees to collect.
2.3  Region 7 Programs Covered by the Quality Management Plan

The Region 7 QMP is gpplicable to al Region 7 environmenta programs. Thisincludes fied and

laboratory data-gathering activities or investigations that involve the determination of chemica, physicd,
or biologica characterigtics reated to the environment.

Page 11 of 83
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3. MANAGEMENT AND ORGANIZATION
3.1 Region 7 Mission

Region 7'svidon is achieving a hedthier environment through a professond, dedicated, and
diverse workforce. Region 7's mission isto protect and enhance the qudity of our air, water, and
terregtriad environment from pollution for the benefit of dl. Thiswill be accomplished by:

I Preventing or minimizing the release of pollutants into our environment by ensuring compliance
with environmentd laws, and enforcing againgt those who violate these laws,

I Working in partnership with those federd, tribd, state, and loca agencies with whom we have
shared responsibility for environmenta protection;

1 Working with stakeholders to implement flexible voluntary gpproaches to solve environmenta
problems;

I Conducting environmenta education and outreach to the public and regulated community to
enable them to prevent or reduce the generation of wastes, and to become better environmental
stewards,

! Making environmenta quality information easily accessible to the public to enable them to make
choices aout the levd of environmenta qudity they expect, and

! Ensuring al our nation’s communities have equa protection from pollution.

3.2  Quality Assurance Policy Statement

It isthe policy of Region 7 that, within the congtraints of available resources, qudity assurance
activities shdl be conducted to assure environmental data generated, processed, or used for its
programs requirements will be of known qudity and will be adequate for their intended use. The
Region shdl aso support and implement a graded gpproach to the quaity system which bases the level
of managerid controls applied to an item or work commensurate with the intended use of the results
and the degree of confidence needed for the results.

To ensure that this quality assurance policy is uniformly gpplied to Region 7 environmenta
programs, the Region 7 Quality Assurance Manager (RQAM) is authorized to conduct oversight of the
Region 7 qudity system. The authority covers environmenta programs as aresult of:

a Region 7 in-house environmentd activities;

b. Contracts,

C. Interagency Agreements,

d. Grants,

e. Cooperative Agreements,

f. Partnerships with industry, state and loca offices, tribes, and other EPA Offices; and
g. Enforcement agreements.

Page 12 of 83
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3.3  Organization

Region 7 is organized into four Divisons: Air, RCRA, and Toxics (ARTD); Environmental Services
(ENSV); Superfund (SUPR); and Water Wetlands, & Pesticides (WWPD); and four Offices. Office of
Regiona Counsd (CNSL); Office of Externa Programs (OEP); Enforcement Coordination (ECO);
and Office of Policy and Management (PLMG). This QMP reflects the regiond organization described
in Appendix A. Region 7 has a Quality Assurance Manager and each Divison and Office has a Qudity
Assurance Coordinator (QAC).

3.3.1 Air,RCRA, and Toxics Divison (ARTD)

The Air, RCRA, and Toxics Divison, under the supervison of its Director, is responsible for the
Clean Air Act (CAA), Resource Conservation & Recovery (RCRA), Toxic Substance Contral,
Underground Storage Tank, Leaking Underground Storage Tank, regulatory (other than Water) and
industrid sector programs. The Pollution Prevention program, also housed in ARTD, serves as an
advocate for Pollution Prevention approaches for all Region 7 programs and manages the Region 7
Pollution Prevention grants.

3.3.2 Environmental Services Divison (ENSV)

The Environmenta Servicesis responsible for compliance inspections (air, RCRA, and water
enforcement), environmental monitoring (ambient air and water), the State Safe Drinking Water Act
Laboratory certification program, managing the Regiona qudlity system, environmenta evauations,
Geographicd Information Systems (GIS) , providing laboratory services, developing an expanded
cross-media data integration and anaysis program, and the Nationa Environmenta Policy Act
program.

3.3.3 Superfund Division (SUPR)

The Superfund Divison, under the supervison of its Director, is regponsible for Superfund
Emergency Response/Preparedness, Site Assessment, Remedia, Remova, Federd Facilities, and Oil
spills programs. The Brownfields program is dso managed within SUPR. The Superfund Divison has
an goproved divisond QMP which further outlines the technica activities and programs requiring

quality management within the Divison.
3.34 Water, Wetlands, & Pesticides Divison (WWPD)
The Water, Wetlands, & Pesticides Divison, under the supervision of its Director, is responsible for
the Clean Water Act, Safe Drinking Water Act, Federa Insecticide, Fungicide and Rodenticide Act,

and Endangered Species Act. The Regiond Community Based Environmenta Protection Program is
aso managed within WWPD.
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3.3.5 Officeof Regional Counsal (CNSL)

The Office of Regiona Counsdl, under the supervison of Regiond Counsd, serves asacentrd legd
office providing regiond and nationd leadership in the environmenta arena, particularly in the area of
enforcement.

3.3.6 Office of External Programs (OEP)

The Office of Externd Programs, under the supervision of its Director, is responsible for
environmenta outreach and cultivating environmental values with Agency customers, the states and
triba partners. Other mgor responghilities include: media rdations, Congressiona relations, small
business assstance; smal community outreach; information sharing; Freedom of Information Act; peer
review of journa articles and public statements; and environmenta education.

3.3.7 Enforcement Coordination Office (ECO)

The Office of Enforcement Coordination, under the supervison of its Director, provides cross-
program enforcement coordination for the Region 7 divisons. The Officeisafocd point for review
and dissemination of nationd enforcement guidance and drategy, and coordination of enforcement
agreements with headquarters and states. The Office manages Project XL and other re-invention
initigtives, aswell as compliance assstance and generd coordination for federd facilities. The Officeis
responsible for environmentd justice coordination and managing the Region 7 environmenta justice
grant program.

3.3.8 Officeof Palicy and Management (PLMG)

The Office of Policy and Management, under the supervision of its Assstant Regiond Administrator,
isresponsible for policy, srategic planning, Sate rdations including capacity building, triba and
multimedia program coordination, budget formulation, financid implementation, contracts, grants,
cooperdive agreements, facilities, human resources, hedlth and safety, information managemernt,
computer services, library and other administrative services (supplies, motor pool, mail, etc.).

34  Key Region 7 Personnel
3.4.1 Management

Regional Administrator

The Regiond Adminidrator is respongble to the Adminigrator, within the boundaries of Region 7,
for the execution of the Regiona environmenta programs of the Agency and such other respongbilities
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asmay beassgned. The direct responshility for assuring data quality rests with regiond Divison and
Office Directors. Ultimatdly, the Regiond Adminigtrator is responsible for establishing quaity assurance
policy and for resolving qudity assurance issues identified through the qudity system. Mgor qudity
assurance related respongbilities of the Regiond Adminigrator include the following:

! ensure that al Region 7 components and programs comply fully with the requirements of this
QMP;

! ensure that quality assuranceis an identified activity with associated resources adequate to
accomplish program and Regiond gods in planning, implementing, and evauating al
environmenta programs,

1 ensure that dl applicable environmenta programs delegated to state, locd, and Triba
governments or performed by organizations outside EPA pursuant to EPA mandates comply
fully with the requirements of this QMP,

! ensure that quality assurance (QA) and qudity contral (QC) training is provided to Regiona
management and staff, as defined by this QMP,

! ensure that date and loca governments performing environmental data collection for EPA have
current EPA-approved QMPs;

! ensure that QA and QC training are provided to state and local governments performing
environmenta data generation for EPA, as defined by this QMP; and

! ensure periodic evauations are conducted of interna and externd environmenta programsto
determine the effectiveness of their qudity sysems.

The Regiond Administrator authorizes the Divison and Office Directors to be respongble for quality
assurance development and implementation in accordance with this QMP. The RQAM within ENSV
has been authorized to conduct oversight and management of the Region 7 qudity system.

Environmental Services Divison Director

The Environmenta Services Divison Director serves adua role as Director of aRegiond division
and as the Senior Staff member with oversght of the Regiond qudity system.
The Dividgon Director, in conjunction with the RQAM, will resolve any QA issues asthey pertain to
operations performed by the Data I ntegration and Support Operations Branch.

Manager, Data I ntegration and Support Operations Branch

Mgor respongbilitiesinclude:

! supporting the RQAM and other QA gaff (collectively, the QA Team) with required
resources,

! meeting regularly with the RQAM to provide feedback and guidance on QA matters,

I approving recommendations relating to QA matters; and
! advocating the QA Team cause and working to overcome barriers.
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The Manager of the Data Integration and Support Operations Branch serves as thefirst line
supervisor of the RQAM.

3.4.2 Quality Assurance Personnel

The RQAM isresponsible for ensuring Region 7 management and staff understand the
requirements for the quaity system as defined in the QMP. The RQAM and the permanently assigned
QA gaff form the QA Team. The RQAM isthe Team Leader for the QA Team and receives
additiona QA support from the Quality Assurance Coordinators (QACs).

Quality Assurance Team - Regional Quality Assurance Manager

The RQAM is the authorized manager of the Region 7 quaity system and has direct access to the
Regiond Adminigtrator on al maiters pertaining to quaity assurance. The main responsihbility of the
RQAM isquality assurance oversght and ensuring that al personnel understand the QMP and their
QA and QC respongbilities. The RQAM reviews and gpproves avariety of quality sysslem documents
and provides additiond QA support as needed. Responshilitiesinclude:

! interpreting Agency QA policy and developing the QA policy for Region 7 in accordance with
Agency QA palicies and direction from Regiona managemern;

! maintaining the QMP in an up-to-date condition in regard to content and conformity with
Agency requirements, as gppropriate;

! preparing a Qudity Assurance Annual Report and Work Plan (QAARWP) for the Regiond
Adminigrator and the Agency's Quality Staff;

! reviewing and gpproving QMPs from regiond, state, tribal, loca, or other governmenta
program offices, and contractors,

! developing quality assurance budgets;

1 assgting project officers and project managersin developing QA documents and in providing
answers to technical questions;

I ensuring that al personnel involved in environmenta data generation and use have access to any
training or QA information needed to be knowledgeable in QA requirements, protocols, and
technology;

! reviewing and gpproving quality assurance project plans (QAPPs) and other project-level
documents;

! reviewing and gpproving the QA review form submitted for contracts to determine the

necessary quaity assurance requirements and to certify that the review took place;

reviewing and gpproving standard operating procedures (SOPs);

overseaing the implementation of internd and externd QA management evduations,

assigting in solving QA-related problems & the lowest possible organizationd level;

sarving as the Regiond liaison with the Agency's Qudity Staff; and

responding to eva uations performed on the Regiona quality system and establishing corrective
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actions

The RQAM has the authority to carry out these responsibilities and to bring to the attention of the
Regiond Adminigtrator/Deputy Regiona Adminigtrator any issues associated with these responsibilities.
If the issues are in dispute, however, Section 3.6 of this QM P addresses dispute resol ution.

Quality Assurance Team - Permanently assigned QA Staff

The permanently assigned QA gaff provide assistance to the RQAM in the oversight and
management of the quaity systlem. The responghbilities of the permanently assigned QA daff, as
authorized by the RQAM, include:

1 assging the RQAM with the development and maintenance of the QMP,

! providing input to the QAARWP as requested,;

1 reviewing QMPs from contractors, regiond, state, tribal, local, or other government program
offices and commenting to RQAM on content;

1 assgting with the development of quality system documents,

! reviewing QAPPs and other project-level documents, commenting on content to RQAM, and
recommending gpprova actions,

! reviewing SOPs and commenting on their content to the RQAM;

1 developing and presenting QA training as required;

! assisting with the conduct of internd and externa management eva uations and technicdl
evauations as assgned; and

! providing technical assistance on QA-related issues as requested.

Quality Assurance Coordinators (QACs)

Additiona support is provided to the RQAM through the division and office QACs. The QACsae
the main points of contact within each of the four Regiona Divisons and the four Regiond Offices. The
responsbilities for the QACs include:

acting as a.conduit for QA information to Divison and Office &ff;

asssing the RQAM in developing qudity assurance policies and procedures,

providing input to the QM P and the QAARWP as requested by the RQAM;

promoting quality assurance within Region 7 and with cooperating organizations, and
coordinating with the RQAM to provide QA support to other saff and externa organizations
as needed.

Each divison and office QAC has the authority to carry out these responsihilities and to bring to the
attention of his or her repective Division and Office Director any issues related to these responghbilities.
For divisons and offices which have an approved divisond or office QMP, the QAC will have
additiond responghilities which will be specified in their approved divisond or office QMP.
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3.4.3 Divison and Office Directors, Supervisors, and Project Managers
Divison and Office Directors

The Divison and Office Directors have overal responsiility for their respective qudity sysem. The
Director is responsble for ensuring that quality assurance is an identifigble activity within their
program(s), for providing adequate resources to support quaity system efforts, and for accomplishing
the qudity assurance objectives of dl intramurd and extramurd environmenta data activities within their
program(s).

Supervisors

Supervisors are ultimately responsible for the quality of dataand include al supervisory
personnd at the branch, unit, and section levels.  The responghbilities for Supervisorsinclude:

assessing staff members QA training needs and arranging for such training with the RQAM;
participating in a systematic planning process,

assuring that QAPPs are in place before projects begin;

ensuring that dl sampling, anaytica, and data-handling procedures performed within the
organization are cons stent with accepted scientific principles and EPA mandates,
documented, and adequately reviewed; and

I ensuring that corrective actions are implemented.

Project Officer 4Project Manager Work Assgnment Managers

Project managers are defined, in the context of this QMP, as those individuas assigned the
respongbility of handling, directing, or managing atask or activity. Region 7 project managers can
include, but not be limited to, the following:

project officers, ' team leaders,
work assgnment managers, ' compliance officers,
remedia project managers, ' inspectors, and

on-scene coordinators.

For the purposes of this QMP, the term Project Manager will be used genericdly to indicate
any of the above positions or any other individud acting in the capacity of a Project Manager. Project
Managers are responsible for ensuring that the quality assurance requirementsin this QMP are met as
they relate to their respongbilities. It is recognized that the Project Manager may not have experience
in quaity assurance. Therefore, it is critica that they work closdy with the RQAM to be sure QA
issues are gppropriately addressed including QA requirements related to grants, contracts, cooperative
agreements, interagency agreements, enforcement-related documents, and specid initiatives/projects.
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Project Managers have primary responsbility for coordinating the following QA and QC activities for
their assigned projects with the RQAM:

3.5

ensuring that work assgnments, work plans, and contract deliverables include appropriate QA
documents,

preparing and implementing approved QAPPs for intramural projects;

ensuring that approved QAPPs are developed for and implemented in extramura projects,
coordinating with the RQAM on the selection and design of audits and performance evauation
materias appropriate for the project; and

identifying, resolving, and implementing project-specific QA and QC issues (which may include
data qudity assessment, information management, data integration, and data vaidation).

Delegated Programs
The following programs have been delegated to the states in Region 7:

RCRA - Subtitle C (hazardous waste): Nebraska and Kansas have the base program,
Missouri has the mgority of the program, and lowa has no delegation;
RCRA Subtitle | (underground storage tanks);
Air - Clean Air Act Title | permits, Title V permits, and most of Title Il ar toxics
Public Water Supply;
Underground Injection Control:  Region 7 has direct implementation responsbilities for lowa;
Pedticides: dl four Satesin Region 7 have primecy;
Nationd Pollutant Discharge Elimination System;
Pretrestment:  Missouri and Nebraska have partid delegation; and
Toxic Substances Control Act (TSCA)
402 of TSCA (Lead Training Certification program): lowa, Missouri, and Kansas are
currently running the program with find goprova pending
406 (b) of TSCA (Pre-Renovation Natification program): lowa has applied

There are no delegations for the Sudge, Oil Pollution Act, Wetlands, Water Quaity Standards,

or Chlorofluorocarbons (CFCs) programs. The TMDL (Total Maximum Daily Load) program is not
an officidly delegated program; the tates have first respongbility.

The Region’s QA respongbilities in relation to these delegated programs is oversight through

management systems reviews, program audits, and review and gpprova of QAPPs. The Region's QA
responghilities in reation to those programs not delegated includes the review and gpprova of QA
documents as outlined in Chapters 4 and 9 of this QMP.

3.6

Dispute Resolution
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For those Situations in which issues regarding qudity assurance are in dispute, resolution should be
sought & the lowest management leve practicable. Such disputes may occur in Situations involving
technical issues (e.g., audits, data qudity assessments) and management issues (e.g., QMP reviews,
QAPP reviews, management system reviews).

All parties should make every effort to resolve disputes through discusson and negotiation.
Disagreements should be resolved at the lowest adminigtrative level possible. Should agreement not be
reached at thisleve, the issue will be resolved by the Region 7 senior management team (office and
divison directors). The Region 7 Deputy Regiond Adminigtrator hasfind disoute authority on dl
Region 7 quaity assurance issues.
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4. QUALITY SYSTEM COMPONENTS

To meset its Sated misson using environmenta data as identified in Section 3.1 of this QMP, Region
7 must implement a quality system that assures environmenta data are of known quadity and can be
used for their intended purpose. The principa components of the Region 7 qudity system are qudity
system documents, management evauations, project-level planning, project-level documents, routine
procedures documents, project-level evaduations, and qudity system personnel standards. The
following tools are used in implementing the principal components of the qudity system:

Qudity Management Plans (quality system documents)

Quadlity Assurance Annua Report and Work Plan (quality system documents)
Qudity Sysem Audits and Management System Reviews (management eva uations)
Annud Program Reviews (management evauations)

Systematic Planning Process (project-level planning)

Quality Assurance Project Plans (project-level documents)

Generic Quality Assurance Project Plans (project-level documents)

Standard Operating Procedures (routine procedures documents)

Anaytica Methods Manua (routine procedures documents)

Data Quality Assessments (project-level evauations)

Technica System Audits (project-level evauations)

Performance Evauations (project-level evauations)

Qudity Assurance Training (quaity system personnel standards)

Detalls regarding how the identified components are implemented and the responsibilities for
management and staff areincluded in the description for each quaity system tool.

4.1  Quality System Documents
4.1.1 Internal Quality Management Plans

The Region 7 QMP contains the quality assurance policies, procedures, and management systems
governing the Region 7 qudity sysem. The document describes the qudity system in terms of the
organizationd sructure, functiond responghbilities of management and gtaff, lines of authority, and
required interfaces for those planning, implementing, and evaluating activities conducted. Region 7
management is implementing these quity assurance policies to ensure that dl environmentd data
generated for or by Region 7 are of known and acceptable quality.

The QMP is developed by the RQAM with assistance, as gppropriate, from the permanently
assigned QA gaff, QACs, and Divison and Office Directors. The QMP isintended for use by dl
Regiond daff. A hardcopy of the QMP will be filed with each Regiona Divison/Office and the
Regiond Library. A hardcopy will aso be filed with the Regiond Directives Manager. The approved
QMP will dso be bleto al Regiona saff through the Regiond InfoNet and to externd
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organizations through the Region 7 home page. Approva of the QMP will include the RQAM,
Divison/Office Directors, and the Regiond Adminigrator. It will then be submitted for gpprova to the
Acting Assistant Adminigtrator for the Office of Environmenta Information, based on an affirmative
recommendation by the Director of the Quality Staff . The approvad isvalid for up to five years,
pending changes to the organization or results from management system reviews.

A regiond divison or office may be authorized to administer Region 7 qudity system policies
and procedures. The authority will be documented in the form of a QMP prepared according to the
most current version of EPA Requirements for Qudity Management Plans, EPA QA/R-2. The QMP
must describe the management policies, objectives, procedures, organizationd authority, roles, and
respongbilities to be implemented by the division or office to ensure environmentd deata are of the type
and quality needed for their intended use. The QMP will be reviewed by the RQAM or designee for
compliance with R-2 and the QMP Review Checkligt (included as Attachment B to thisQMP). The
QMP must be gpproved by the RQAM and the Regiona Administrator. The Superfund Division
currently has an approved QMP in place.

4.1.2 External Quality Management Plans

All gpplicants for Region 7 financid assstance involving environmental data generation or use
must prepare a QM P according to the most current version of EPA Requirements for Quality
Management Plans, EPA QA/R-2. The QMP must describe the management policies, objectives,
procedures, organizationd authority, roles, and responsbilities to be implemented by the organization to
ensure environmenta data are of the type and quaity needed for their intended use. The QMP will be
reviewed by the RQAM or designee for compliance with R-2 and the QMP Review Checklist
(included as Attachment B to this QMP). The QMP must be gpproved by the RQAM and the
Regiond Adminigtrator for organizations receiving assstance for avariety of environmenta programs.
The QMP must be gpproved by the RQAM, the regiona program manager, and/or the Regiond
Adminigtrator for organizations receiving assstance for an individua program.

Under the EPA quality system, QM Ps are supported by project-specific QAPPs, however,
there may be Stuations when a single document is gpplicable. Because of these situations and the fact
that the Region supports the use of the graded approach, the RQAM may grant exceptions or
modifications to the requirement for a QMP from an organization recelving financia assstance from
Region 7. Each exception or modification will be determined on a case-by-case basis by the RQAM.
A document in place of aQMP will till be required but the content of this document will be defined by
the RQAM. In generd, organizations receiving financia assistance may be granted an exception or
modification to the QMP requirement if they meet criteriawhich may include, but not be limited to, the
fallowing:
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I gamall grants as defined by the EPA Small Grants Pdlicy;
! one-time, short-term, and specia projects or projects of limited scope; and
1 organizations using or generating environmenta data for public education purposes.

If an organization is granted an exemption or modification, it will be documented on the
Programmatic Certification-Authorization to Award an Assistance Agreement form (see Section 6.2.1
of this QMP for further details) and will only gpply to the QMP requirement.

4.1.3 Quality Assurance Annual Report and Work Plan (QAARWP)

The QAARWP is a summary of specific activitieswithin the qudity sysem. The Region's
implemented QA activities of the previous fiscal year and the planned QA activities for the upcoming
fisca year beginning in October are summarized in the QAARWP. 1t will be prepared according to
Chapter 4 of the most current version of the EPA Quality Manud (5360 A1) by the RQAM with
cooperation from the permanently assigned QA staff and the QACs. The QAARWP will aso be used
to identify minor changes or updatesto Region 7’s QMP. The QAARWP will be eectronicaly
submitted to the Director of the Qudity Staff by November 15 of each year (or other date as specified
by the Director of the Quality Staff). The eectronic submittal will be followed by ahard copy of the
QAARWP sgnature page sgned by the RQAM and the Regiond Adminigtrator. Section 10.1 of this
QMP provides additiona information about the use and approval of the QAARWP.

4.2  Management Evaluations
4.2.1 Quality System Audits (QSAs) and Management System Reviews (M SRs)

A qudity system audit (QSA) or management system review (MSR) isa qudlitetive evauation of a
data collection operation and/or organization(s) to establish whether the prevailing qudity management
structure, policies, practices, and procedures are adequate for ensuring that the type and qudity of data
needed are obtained. They are used to determine the effectiveness of, and adherence to, the quality
system and the adequacy of resources and personnd provided to achieve and ensure qudity in al
activities. The Qudity Staff plans to implement independent QSAs of the Region 7 qudity system once
every threeyears. See Section 11.2.1 of this QMP for more information regarding QSAS.

MSRs of interna programs and externa organizations will be conducted by the QA Team as
detailed in Section 11.2.1.2 of this QMP.
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4.2.2 Program Reviews

The QA Team will participate in annua program reviews as identified in Section 11.2.2 of this
QMP.

4.3  Project Leve Planning - Systematic Planning Process

A systematic planning process is a common sense, graded approach to planning projectsto
ensure that the level of detail in planning is commensurate with the importance and intended use of the
work and the available resources. Section 9.2.1 of this QMP provides additiona detail regarding the
use of systematic planning, including the Data Qudity Objectives process.

4.4  Project-Level Documents - Quality Assurance Project Plans

A QAPPisaproject-level document describing in comprehensive detail the necessary quality
assurance, quaity control, and other technica activities that must be implemented to ensure that the
results of work performed will satisfy the stated performance criteria The QAPPisadso used asa
means for documenting the results of a systematic planning process. The EPA Order 5360.1 A2
requires al applicable projects and tasks involving environmenta data to have awritten and gpproved
QAPRP prior to the start of the data generation or use. See Sections 9.2.2 - 9.2.8 of this QMP for
more information pertaining to the Region’ s requirements for QAPPs.

45 Routine Procedur es Documents
451 Standard Operating Procedures

Regiond routine technical and adminigtrative activitieswill be documented in an SOP to ensure
congstency in the quality of the product. The SOPs will include thoroughly described steps and
techniques and will be sufficiently clear to be readily understood by a person knowledgesble in the
genera concept of the procedure.  Details regarding the Regiona SOP System, the preparation, and
the review and approval process for SOPs are described in Section 10.3 of this QMP.

45.2 Analytical Methods Manual
Laboratory anayticd methods will be documented using the Environmenta Monitoring
Methods Council format and will be compiled in the Region 7 Andytica Methods Manud. Details

regarding the Anaytica Methods Manua and the review and approva process are described in
Section 10.4 of this QMP.
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46  Project-Level Evaluations
4.6.1 DataQuality Assessments

A data quality assessment (DQA) isthe scientific and datigtica evauation of datato determine
if data obtained from environmental data operations are of the right type, quality, and quantity to
support their intended use. The use of the DQA process in Region 7 is covered by Section 11.2.6 of
this QMP.

4.6.2 Technical Systems Audits

Technica systems audits (TSAS) are athorough, systemétic, on-dite, quditative audit of
facilities, equipment, personnel, training, procedures, recordkeeping, data validation, data management,
and reporting aspects of fild and laboratory activities. TSAS, asthey apply to Region 7, are further
described in Section 11.2.3 of this QMP.

4.6.3 Othe Technical Audits

Other types of technical audits can include, but not be limited to: readiness reviews,
aurveillance, and audits of data quaity. These types of audits, asthey apply to Region 7, are further
described in Section 11.2.4 of this QMP.

4.6.4 Performance Evaluations

A performance evaduation (also referred to as a performance testing sample) is atype of audit
where samples of known concentration are analyzed by alaboratory to evauate the proficiency of an
andyst or laboratory. Additiona detail regarding performance evauations can be found in Section 11.3
of this QMP.

4.7  Quality System Personne Standards - Quality Assurance Training

Region 7 focuses on QA training to assure that QA responsbilities are recognized, understood,
and implemented by Regiond gaff. All Regiond personnd involved with environmental data generation
or use will be required to have this QA training. The specific QA training requirements for the different
levels of Regiond personnd are detailed in Chapter 5 of this QMP. QA responghbilities are not
currently incorporated into performance standards, however, the emphasis on QA training should have
agreater impact on implementing the Region’s QA policy statement and achieving the Region’s dated
mission.
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5. QUALIFICATIONSAND TRAINING

It isRegion 7's policy to provide the qudity assurance and quality control training necessary to
ensure tha al personsinvolved in handling environmenta data understand Region 7's quality system.
The following sections describe Region 7's QA training program and the requirements for regiona
personnd involved with environmenta data use and generation.

5.1 Region 7’s QA Training Program

To asss personnd with their responsibilities and requirements, Region 7 has developed a
formd training program. Region 7's QA Training Program congists of a core curriculum of courses
which are administered by the QA Team in conjunction with additiona courses which are administered
by other regiona offices, program offices, and the Quality Staff. This section describes the courses, the
program logigtics, and the associated documentation.

5.1.1 Courses

Region 7 implemented a routine QA training program in 1999. The program includes severd
courses which are offered on aroutine basis. The specific schedule will be described in the QAARWP
and posted on the Region 7 Info-Net and internet Sites. In generd, the core courses will be offered at
least once ayear, but will typically be offered 4-8 times throughout the year. The core courses are
summarized in Table 1.

Additiona courses may be developed as the needs are identified. Additionaly, courses offered
by the Quality Staff, other regions, and professiond organizations may be invited to the Region to
provide support in non-routine areas as needed.

Table 1 Quality Assurance Core Courses

CourseTitle Length Comments

Orientation to Quality Assurance for may vary | A brief overview of the components of the

Managers quality system with afocus on the Region 7
QMP

Orientation to Qudity Assurance 4 hours A detailed overview of the components of
the quality system.

Quality Assurance for Supervisors 6-8 hours | A shortened course blending the Orientation
and Project Manager’ s courses
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Systematic Planning Process and Qudity | 8 hours An example of a project planning mesting

Assurance Project Plans while learning about the components of SPP
and QAPP. Can be taught as two haf-day
COUrSEs.

Data Quality Assessments 4 hours Introduction to DQA with afocus on

DataQUEST. Taught to non-gtatisticians.

Quaity Management Plans 4-6 hours | Customized for each customer. Usudly as
aspecia request for aprogram. May
indude time for drafting individud outlines
for QMP.

Standard Operating Procedures 2 hours The first hour describes the possible
components within an SOP, and the second
hour focuses on the organization's
requirements. EPA’s requirements follow
G-6.

QA Refresher Course 1-2 hours | Projected completion in FY2001. Staff will
be required to take this course every 3
yearsto maintain their QA proficiency.

5.1.2 Logistics

The RQAM and permanently assgned QA gtaff will provide the core courses on aroutine
bass. The QA Team will maintain and archive the necessary documentation for training, including
copies of the course dides, related handouts, announcements, attendee ligts, attendee evauations, a
database of attendees, and copies of the QAARWP.

The minimum training requirements are described in the training requirements section below.
The RQAM and the ENSV Divison Director are respongible for granting any variances or waivers for
traning. In order to grant awaiver for QA training, the individua mugt initiate arequest for awaiver.
This request must be routed through the requestor’ s Division Director and addressed to the ENSV
Divison Director. The ENSV Divison Director and the RQAM will grant awaiver based on a
certificate of completion for afunctiona equivaent course and the course outline, or amemo of
judtification which assures the Division Director and the RQAM that the individua understands the EPA
Qudity System.

Additiond QA training needs which have been identified by the divisons, program offices, and
QACswill be provided when needed. M odifications to the core courses may be made to address
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programmatic issues. However, al key topics must be described in order to maintain the basic integrity
of the origind course.

5.1.3 Documentation of Training

After completion of a course, attendees will receive a certificate of completion from the
RQAM. For this reason, attendees at the courses will be recorded. The QA Team will maintain a
record of al QA training taken by al personnd. The regiond training database, Regigtrar, will be the
officid record for EPA gaff members. QA Training will be listed as atechnicd training course with the
specific coursetitle. Additiondly, the QA Team's database, Quality Assurance Training Tracking
System (QATTS), will be the secondary record for QA training of EPA personnd and the primary
record for non-EPA personnd. This database will provide the record of al QA training, the necessary
recertification information, and notes to any wavers.

At the end of each fiscal year, a summary of the QA training will be provided in the QAARWP,
including but not limited to the courses offered, the number of attendees (both EPA and non-EPA), and
aliging of al non-EPA participating organizations.

5.2  Training Requirements

In order for the quality system to be effective and to be implemented in a congstent manner
throughout the Regiona programs and organizations, the staff needs to be properly equipped with the
appropriate level of knowledge of quality assurance policies, principles and procedures. The QA
training program is intended to fulfill thisneed. The saff members who are directly involved in the
generaion and/or use of environmental data are the primary focus of the training program. However,
there are others (such as supervisors and projects managers) who should have at least afamiliarity with

QA.

Region 7's training program incorporates a tiered gpproach relative to the functions performed
by the various groups of personnd. This section outlines the minimum QA training requirements for the
various groups of personndl.

5.2.1 Management

Divison and Office Directors are respongble for ensuring the Region 7 qudity systemis
implemented as described and the resources are available in meeting the criteria of the system.
Thereforg, it is critica that management has a good understanding of the quality system and quality
management issues described in the regiona QA training course “ Orientation to Quality Assurance for
Managers’. Theindividua Divisons and Program Offices, through their QACs, and with the necessary
assistlance from the RQAM are responsible for identifying needed QA training within their
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organizations.
5.2.2 Supervisors

Supervisors are ultimately responsible for the qudity of data. Therefore, it iscriticd that
SUpervisors receive the necessary awareness training to ensure their understanding of the importance of
quality assurance, their responghilities as supervisors of environmental data activities, and specific
Region 7 qudity assurance policies and procedures. Toward that end, supervisors who oversee
environmental programs which generate or use environmental datawill attend the “ Orientation to
Quality Assurance for Managers’ overview. The* QA for Supervisors’ course will be routingly offered
for supervisors to provide a more in-depth description of the Region 7 qudity system and how it applies
to them and their environmenta programs. Additiond training may be required depending on the
specific duties and responghbilities of the individud.

Supervisors and their divisona QAC, with necessary assistance from the RQAM, are
repongible for identifying and providing program-specific qudity assurance training. Minimaly,
supervisors will assess and summarize their needs annudly, and will provide the ligting to the QACsin
September for input to the QAARWP which is further addressed in Section 10.1 of this QMP.

5.2.3 Project Managers, Lab and Field Personne

Project managers, lab personnel, and field personnel are responsible for ensuring thet all
projects are conducted with known quality, and are in compliance with the agency standards. In the
performance of these functions, the project manager prepares or reviews QAPPs. Therefore, it is
critical that project managers receive the necessary training, including “ Orientation to Qudity
Assurance’, “ Systematic Planning Process and Quality Assurance Project Plans’, and “ Data Qudity
Assessment”. Additiond training may be identified by the project manager, their supervisor, or the
RQAM.

5.24 Permanently assgned QA Staff and QACs

QACs and permanently assigned QA Staff are respongble for asssting the RQAM with qudity
issues. Aspart of this responghility, the QACs and permanently assgned QA Staff will assist in writing
or reviewing quaity documents, including QAPPs, SOPs, and QMPs. Therefore, it is critica that the
RQAM, QACs and permanently assigned QA Staff receive the necessary training, including
“Orientation to Qudity Assurance’, “ Systematic Planning Process and Quality Assurance Project
Pans’, “Data Qudity Assessment”, “ Standard Operating Procedures’, and “ Qudity Management
Pans’. Additiond training may be identified by their supervisor or the RQAM. QACsassg within
program areas and may focus additiond training within the program area, while the RQAM and
permanently assgned QA Staff assidt at the regiond level and may focus additiond training in genera
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areas such as gatistics, auditing, and trainer training.

525 RQAM

The RQAM isresponsble for identifying training needs, disseminating information regarding
available training opportunities for Region 7 saff and management, and arranging region-wide quality
assurance training, with guidance and assstance from the Qudity Staff. Specificaly, the RQAM will
ensure that

! Supervisors have the orientation training and the in-depth Supervisor training is routindy
offered,;

! Project managers and EPA personnd will have a minimum of 16 hours QA training;

! Qudity Assurance personnd (permanently assigned QA Staff and QACs) will have aminimum
of 24 hourstraining. Any additional QA training to perform specific duties such as auditing or
trainer training, and any technicd training which would facilitete the understanding of the
agency’ s operations would be discussed in the individua’ s mid-year and annud performance
gopraisa;

! The necessary training is made available to al granteesincluding State and Triba personnd;

| All trained gaff members are recertified every three years, and

! Any specid training requests by EPA, state, or tribal personnel are coordinated.

The RQAM isrespongble for arranging or providing for the training needs identified by the
Divisons and Program Offices.  Specific organizationa traning needs will be addressed annudly in the
QAARWP.

5.2.6 Recertification

All personnd who are involved in environmenta data generation and use will be required to
attend “QA Refresher Coursg” every three years to maintain their quality assurance proficiency. The
“QA Refresher Course’ will be developed by FY 2001.

53 Asaurance for Grants and Contracts

All Project Managers are responsible for ensuring that dl grant recipients or contract personnel
involved with environmenta data generation and use have the necessary QA training to successfully
complete their granted or contracted tasks and functions. Minimum QA training requirements should
be described in the organization’ s approved QMP.

The RQAM will ensure that fundamentd training courses for grants and contracts include
segments addressing QA requirements and responsibilities for project managers. Specificdly, a QA
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overview will be provided as part of the managing your financia assistance training and the contract
adminidration training. This overview isto smply inform the trainees of the required training and the
required quaity assurance documents.

Page 31 of 83



Title: Region 7 QMP
Revision No.: 2
Revision Date: 08/21/2001

6. PROCUREMENT AND FINANCIAL ASSISTANCE

It isRegion 7 policy to date the desgnated quality assurance and qudity control requirements
when acquiring items and/or services that may result in or reate to environmental programs. Within
Region 7, procurement functions are conducted in accordance with the Federal Acquisition
Regulations, and generdly accepted business practices for the acquisition process. The Region 7
Quality System does invoke the Agency’ s graded approach. This gpproach dlowsthe RQAM a
certain degree of latitude in the requirements set forth below. Any deviation from the requirements set
forth below must be documented in the project/contract file.

6.1 Procurement - Contracts

All procurements originaing a Region 7 must meet established adminidtrative and qudity
assurance requirements in the latest editions of:

! the Federd Acquisition Regulations, Part 13
! the Acquisition Handbook (AH),
! the Contracts Management Manua (CMM).

Quadlity assurance requirements for contracts are set forth in the EPA Contracts Management
Manua and the Federal Acquisition Regulation (FAR) 46.202-4. The Contracts Management Manual
is currently undergoing revision and until such time as the revisions are complete, the Procurement
Policy Notice 01-02, “ Guidance for Use of Higher-level Contract Quality Requirementsin
Acquidtions” dated March 20, 2001, isin effect and will be followed by the Region.

Requirements include the QA Review Form, or other program-specific QA review form, that
includes, as aminimum, the information shown in Attachment D. In addition to the QA Review Form,
the Procurement Policy Notice forms for Contracting Officer Representatives (e.g., project officers,
work assignment managers, task order managers, etc.) and for Contracting Officers will be used as part
of the contracting process (Attachments | and J, respectively) as an interim measure until the Contracts
Management Manua can be revised. The QA review form shall be completed as required and signed
by the Project Manager and the RQAM to assure that al environmentaly-rel ated measurements which
are funded by EPA or which generate data mandated by EPA are scientificaly vaid, defensible, and of
known precision and accuracy.

Region 7 contracts (as opposed to those originating at Headquarters) involving environmental
programs shall submit a QMP prepared in accordance with the specifications provided in the most
current version of EPA Reguirements for Quality Management Plans (QA/R-2), which describes the
qudity system implemented by the applicant. The QMP shall be reviewed and gpproved by the EPA
Contracting Officer, the EPA Project Manager, and the RQAM as described in Section 4.1.2 of this
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QMP as acondition for award of any contract. The QMP must be submitted as part of the application.

If the QMP is not submitted as part of the application and EPA decides to award the contract,
EPA will include a term and condition in the contract. This term and condition requires the recipient to
submit the QM P within a specified time after award of the contract and notifies the recipient thet they
may not begin work involving environmenta programs until the EPA Contracting Officer informs them
that the QMP has been approved.

The contractor shdl aso be required to submit QAPPs to EPA for review and approva by the
EPA Project Manager and the RQAM as described in Section 9.2.3 of this QMP before undertaking
any work involving environmental programs. All QAPPs shdl be prepared using the most current
verson of EPA Requirements for Quality Assurance Project Plans (QA/R-5), which describes the
quality assurance and qudity control activities to be implemented to satisfy the performance criteria for
the work involving environmenta programs.

When a contract originates at the Regiona level and involves the generation or use of
environmental data, the RQAM or an individua knowledgegble in QA may be included as part of the
Technica Evauation Pand (TEP) to evauate the adequacy of the QA documents required. The TEP
develops the eva uation criteria and the Statement of Work for the solicitation and performs the
technical evauation of offers.

6.2  Financial Assstance

6.2.1 Grantsand Cooperative Agreements

The gpplicant shal complete a Quality Assurance Reguirement form (see Attachment G),
indicating whether the assstance involves an environmenta data generation or use. A narrative

description of the program or project associated with the assistance is provided with Standard Form
424 (SF-424, see Attachment E). The description contains 5 parts:

1) Objective,

2) Reaults or Benefits Expected,

3) Approach;

4) Generd Program/Project Information, and
5) Quality Assurance Requirement.

The decision on whether agrant or cooperative agreement involves environmenta data
generation or use is determined by the EPA Project Manager in consultation with the RQAM and a
review of the narrative description provided with the SF-424. The Programmatic Certification-
Authorization to Award an Assistance Agreement form is signed and dated by the EPA Project
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Manager (see Attachment F).

All gpplicants for grants or cooperative agreements involving environmenta programs shall
submit a QMP prepared in accordance with the specifications provided in the most current version of

EPA Reguirements for Quality Management Plans (QA/R-2), which describes the quaity system
implemented by the gpplicant.

The gpplicant’s QM P shall be reviewed and approved as described in Section 4.1.2 of this
QMP as acondition for award of any assstance agreement. The QMP must be submitted as part of the
gpplication. If the QMP is not submitted as part of the gpplication and EPA decides to fund the project,
EPA will include aterm and condition in the assistance agreement. This term and condition requires the
recipient to submit the QM P within a specified time after award of the agreement and natifies the
recipient that they may not begin work involving environmenta programs until the EPA Project
Manager informs them that the QM P has been gpproved. Modification or exceptions to the
requirement for a QMP may be granted by the RQAM as identified in Section 4.1.2 of this QMP.

The recipient shall dso be required to submit QAPPsto EPA for review and approva by the
EPA Project Manager and the RQAM before undertaking any work involving environmenta programs.
All QAPPs shdl be prepared using the most current version of EPA Requirements for Qudlity
Assurance Project Plans (QA/R-5), which describes the quality assurance and qudity control activities
to be implemented to satisy the performance criteria for the work involving environmental programs.
Section 9.2.3 of this QMP provides additiona detail regarding the review and approva of QAPPsIn
Region 7.

Approva of the recipient's QM P may authorize the recipient to review and gpprove QAPPS, in
place of the RQAM, based on procedures documented in the QMP. Section 9.2.4 of this QMP
describes Region 7's policy and process for this authorization.

Overdght of QA requirements in the grants and cooperative agreements processisincluded in
the MSRs performed by the QA Team on specific environmenta programs (see Section 11.2.1.2 of
thisQMP). Additionad mechanismswill be developed as needed through the Regiond Grants Council
edtablished to provide a region-wide forum for the discusson and resolution of matters reating to the
management of EPA’s assistance programs. The Council includes the Senior Resource Officid, the
Grants Management Officer, up to two representatives from each division/office with responsibilities for
managing ass stance activities, a grant management speciaist and the Financia Management Officer.

6.2.2 Interagency Agreements.

Interagency agreements that are funded by EPA should include QM P and QAPP requirements
in the agreement. Since EPA cannot unilateraly impose such requirements, these requirements must be
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negotiated into each agreement.

The QMP shdl be prepared in accordance with the specifications provided in the most current
verson of EPA Requirements for Quality Management Plans (QA/R-2), which describes the quality
system implemented by the party involved in the environmenta program. The prepared QMP shdl
define the gpproving officids of the QMP; minimally, thiswill be the EPA RQAM.

The QMP shal be supported by QAPPs which are submitted to EPA for review and approval
before undertaking any work involving environmenta programs. All QAPPs shal be prepared using
EPA Requirements for Quality Assurance Project Plans (QA/R-5), which describes the quality
assurance and qudity control activities to be implemented to satisfy the performance criteriafor the
work involving environmenta programs. The prepared QMP shdl define the gpproving officias for
QAPPs minimdly, thiswill be the RQAM.
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7. DOCUMENT AND RECORDS MANAGEMENT

It isRegion 7's plan to adopt and implement al Agency-approved records management policies
and guidance developed by the Office of Adminigtration and Resources Management, Office of
Environmenta Information (formerly the Office of Information Resources Management). Region 7
adheres to the most current version of the following guidance and policies:

! Records Management Manual (2160), U.S. Environmental Protection Agency, OIRM

! IRM Policy Manud (2100), Chapter 10, Records Management, U.S. Environmental
Protection Agency, OIRM

| Managing Cartographic and Architectural Records (Instructional Guide Series), National

Archives and Records Adminigtration (NARA)

Managing Electronic Records (Instructiond Guide Series), NARA

Federd Records Management L aws and Regulations, NARA

Dispostion of Federd Records. A Records Management Handbook, NARA,

Personal Papers of Executive Branch Officids: A Management Guide (Management Guide

Series

! Records Disposition Schedules, U.S. Environmental Protection Agency (Draft)

Project leve quality-related documents and records (both printed and electronic) will be
identified by the EPA Project Manager. Regiond qudlity-related documents and records will be
identified by the RQAM. It isthe respongibility of the person identifying quality-related documents and
records to manage and control those documents and records (or cause them to be managed and
controlled), in accordance with the guidance and policies listed above.

The EPA Project Manager is respongible for preparing, issuing, using , and revising Qudity
Assurance Project Plans (QAPPs) in accordance with Sections 9.2.2-9.2.8 of thisQMP, as
gpplicable. The RQAM is respongble for reviewing and approving al QAPPs in accordance with the
most current verson of EPA Requirements for Quality Assurance Project Plans for Environmental Data
Operations, EPA QA/R-5. Desgnated individuasin Region 7 divisons or offices can be authorized by
the RQAM to review and approve sdected QAPPsif the divison or office holds an approved QMP
with provisons for such authorization. The RQAM is responsble for preparing, issuing, usng and
revisng the Regiona QMP in accordance with the most current verson of EPA Reguirements for
Quality Management Plans, EPA QA/R-2. The Regiond QMP requires review and gpprova by EPA
personnel outside of Region 7, but this review is beyond the scope of this document.

When QAPPs are gpproved by the RQAM, they are returned to the Project Manager. The
RQAM does not maintain archival copies of project level quality-related documents, though temporary
copies may be kept as needed for the convenience of the QA Team. The Project Manager is
responsible for managing al project leve quality-related documents and records, including transmittal,
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distribution, retention, access, preservation (including protection from damage, loss, and deterioration),
traceability, retrieva, remova of obsolete documents, and disposition, in accordance with the policies
and guidance listed above. The Project Manager is dso responsible for ensuring that records and
documents accurately reflect completed work. The RQAM isresponsble for managing al regiona
qudity-related documents and records, including transmitta, distribution, retention, access, preservation
(including protection from damage, loss, and deterioration), traceahility, retrieva, removal of obsolete
documents, and disposition, in accordance with the policies and guidance listed above. Regionad
Counsd is responsible for managing the custody and confidentidity of evidentiary qudity-related
documents and records in accordance with gpplicable regulations. Regiona Records Center staff and
resources are available to assst in carrying out these responsibilities.
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8. COMPUTER HARDWARE AND SOFTWARE

The Environmental Protection Agency's ability to fulfill its misson is dependent upon a strong
information technology infrastructure. Mission objectives rely on an infrastructure that is capable of
supporting environmenta information and dynamic communication among EPA offices. One of the
most critica components of the EPA infrastructure is information technology. The hardware, software,
and communications components that are encompassed by information technology form the foundation
for environmenta information and EPA-wide communication. The management of information
technology, therefore, is critica to the success of the EPA.

The Office of Environmenta Information (formerly, the Office of Information Resources
Management) and the Nationd Technology Services Divison (Office of Technology Operations and
Panning, Office of Environmental Information) are respongible for managing the EPA's information
technology infrastructure and components. In that role, the Office of Environmentd Information and the
Nationa Technology Services Divison have established information technology standards to manage
and ensure that information technology components integrate properly into the infrastructure.

8.1 Region 7 Information Management System

All information management system devel opment, improvements, and updates will comply with EPA
Directive 2100, Informeation Resources Management Policy Manua to include a systematic and
comprehensive dialogue among the data providers, data and system users, and system developers,
prior to the design of the system.

It isRegion 7 policy to work closdly with the Office of Environmenta Information on al phases of
system development, improvements, and updates. During the operationd phases of information
management systems, Region 7 will comply with requirements within EPA Directive 2100 [nformation
Resources Management Policy Manud and the most current version of the Region 7 System Life Cyde
Document. Compliance with the gpplicable information resource management standards will ensure
that all hardware and software configurations are tested prior to use, to guarantee they perform as
expected and meet user requirements.

8.2  Hardwareand Software Requirements

In addition to the System Design and Devel opment Guidance and_Operations and Maintenance
Manua, Region 7 will comply with the Office of Administration and Resources Management's
Delegation of Procurement Authority Guide. Thiswill ensure that purchased software will meet user
requirements and will comply with the Office of Environmenta Information.
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8.3 Data Standards

All Federd agencies are required to adhere to Federally mandated data standards and regulations.
It isthe policy of Region 7 to comply with al gpplicable regulations, guidance, executive orders, and
interna policy documents concerning data standards. These include:

| The EPA'sinformation data standards and regulations gppear in the Catalog of Data Policies
and Standards, 21M-1019, July 1991. It isthe responsihility of each individua Region 7
office to be aware of the current standards and regulations.

! The Nationd Indtitute of Standards and Technology develops standards and guiddinesto
achieve the most effective use of Federd information.

! The Federa Information Processing Standards are the Federa data standards for all data
exchange among agencies. Applicable Federa Information Processing Standards are
lised in the EPA document_Catalog of Data Policies and Standards, 21M-1019, July 1991.

| The EPA Data Standards Program is established and documented in the EPA Directive 2100
| nformation Resources Management Policy Manua. Within EPA, adherence to data standards
policy is accomplished through the direction of the Office of Environmental Informetion.

EPA's data-related policies apply to al EPA organizations and personnd, including contractors,
Senior Environmental Employee (SEE) Program participants, and other personnel assigned to EPA
who design, implement, and maintain information management systems for Region 7 and EPA.
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9. QUALITY PLANNING

9.1  Annual Planning

The primary vehicles for annud planning in the Region are the Agency Operating Guidance, the
budget process, Regiond drategic planning, Performance Partnership Agreements (PPAS), and State
annua program work plans. Based on the budget for the Region and guidance from the program
managersin EPA Headquarters (contained in the Agency Operating Guidance), the Regiond
Adminigrator and the Divison/Office Directors develop a Regiond strategic plan for the fiscd year.
This grategic plan establishes overal gods, priorities for resource utilization and ditribution of the
Regiond budget.

The PPAs describe overall operating objectives and goals between EPA and the State agencies.
Theindividua program managers negotiate with each appropriate state agency to obtain commitments
from them on the work they will complete during the fiscd year. These negotiations with the Sate
agencies result in the preparation of the annua program work plans by the state agencies.

The end result of the above efforts is the establishment of overal operating plans for the Region to
meet the goas within each program based on state, Regiona, and other available resources. The
planning for QA isfully integrated into this annua planning process. Any specific QA requirements are
included in the PPAs as a condition for grant gpprovas or in the annua program work plans. Based on
the availability of resources and requirements of the Regiona Administrator, specific QA activities
performed by or for the RQAM are projected in the QAARWP.

9.2  Project-leved Planning
9.21 Systematic Planning Process

A systematic planning process shal be used for dl environmenta programs conducted by or for
Region 7. The Data Qudity Objectives process as described in the most current version of Guidance
for the Data Quality Objectives Process, EPA QA/G-4, isrecommended and encouraged by the
Region but is not mandatory. Any other systematic planning process that is used must include the
elements defined in Chapter 3 of the EPA Qudity Manud (5360 A1). The Project Manager is
responsible for ensuring that a systematic planning processis used and documented.  Guidance and
technical support in using a systematic planning process will be provided by the QA Team as
requested.
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9.2.2 Quality Assurance Project Plans

All projects and tasks involving the generaion or use of environmental data (as defined in
Section 2.1 of this QMP) that are conducted by or for Region 7 shall have an approved QAPP in place
prior to the start of data generation or use. It is the responsibility of the Project Manager to ensure an
approved QAPP isin place prior to the start of data generation or use. Thisincludes QAPPs prepared
for projects or tasks involving environmental data to be performed by Regiond staff or through grants
and cooperative agreements (40 CFR Parts 30, 31, and 35), and contracts (48 CFR Chapter 15, Part
1546). Interagency agreements are addressed separately in Section 6.2.2 of this QMP.

9.2.3 Quality Assurance Project Plan Preparation, Review, and Approval

Quality Assurance Project Plans are prepared, reviewed and approved in accordance with the most
current versons of EPA Requirements for Quaity Assurance Project Plans for Environmental Data
Operations, EPA QA/R-5, and Guidance on Qudlity Assurance Project Plans, EPA QA/G-5. All
QAPPs prepared by or for Region 7 will be approved by the RQAM or designee for QA requirements
and by the Project Manager for technica and programmiatic requirements. This includes QAPPs
prepared for projects or tasks involving environmenta data to be performed by Regiond staff or
through grants and cooperative agreements (40 CFR Parts 30, 31, and 35), and contracts (48 CFR
Chapter 15, Part 1546). Interagency agreements are discussed separately in Section 6.2.2 of this
QMP.

The Region 7 SOP 1330.2, Review of Project-level Quaity Assurance Related Documents
describesin detail the Region 7 process for the review and approva of QAPPs submitted to the
RQAM. All QAPPs must be submitted to the RQAM through the Project Manager. Oncea QAPP s
received the RQAM or designee will review it for compliance with the requirements outlined in R-5 (as
identified above). A QAPP review checklist will also be used to facilitate the review; an example of
this checkligt isincluded as Attachment C to this QMP. The QAPP review checkligt is based upon the
most current version of Guidance on Quality Assurance Project Plans, EPA QA/G-5, and will be
updated as the guidance isrevised. The completed checklist isfor interna use by the QA Team and is
not provided to the Project Manager or others outside the QA Team; however, a copy of ablank
QAPP review checkligt isavailable for use by others on the Region 7 home page. Comments are
provided to the Project Manager through four types of review memoranda:

Approved - the document complies with R-5 and addresses the key issues satisfactorily.
Approved with comments - athough the document satisfactorily addresses most of the key
issues and complies with R-5, minor issues were noted. These issues should not have adirect
impact on the quality of the resulting data, but are noteworthy of pointing out for the record.
Approved with conditions - the document was found to be incomplete in addressng some key
aress to the extent of potentiadly jeopardizing the qudity of the data. These areas are fully
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described in this review memorandum and can be adequately addressed by incorporation into
the document but without resubmisson. The document would not be approved without the
incluson of the recommendations.

! Resubmission Requested - the document was found to be insufficient in describing the key
issues. Further clarification of specific issuesis required prior to approva of the plan and
initiation of the data collection activity.

Oncedl critica issues have been addressed, the RQAM will sign the QAPP and return it to the
originator of the review. The QA Team will keep only afile copy of thefina review memorandum and
acopy of the completed QAPP signature page. See Chapter 7 of this QMP for additiona details
regarding the retention and maintenance of quaity-related documents and records.

9.24 Quality Assurance Project Plan Review and Approval Authorization

States, tribes, locd governments, Regiond programs, and other organizations can be authorized
to approve some QAPPsin place of the RQAM where federa regulations alow. In order to receive
this authorization, an adequate and appropriate process for the devel opment, review, approva, and
revison of QAPPs within the organization or program must be documented in an gpoproved QMP. The
QMP must be prepared, reviewed, and approved as defined in Sections 4.1.1 and 4.1.2 of this QMP.
Other organizations cannot be authorized to approve QAPPs, in place of the RQAM, for ambient air
projects (40 CFR 58 Appendix A) and Superfund pre-remedid (40 CFR 35 Subpart O), remedid (40
CFR 35 Subpart O), and remova projects (40 CFR 300). QAPPsfalling into these categories must
be forwarded to the RQAM for review and approval as previoudy identified.

The SUPR QAC has been authorized to review and approve some SUPR QAPPs, in place of
the RQAM, through the approved SUPR QMP. However, Superfund generic, cross-program, and
state-prepared QAPPs must still be forwarded to the RQAM for review and approva.

9.25 Generic Quality Assurance Project Plans

For multiple projects or Steswith the same objectives and environmenta decison(s), ageneric
QAPP may be prepared. The generic QAPP will still be prepared according to the most current
verson of EPA Reguirements for Quality Assurance Project Plans for Environmental Data Operetions,
EPA QA/R-5, and Guidance on Qudity Assurance Project Plans, EPA QA/G-5, but will address the
issues which remain constant among the different projects or Stes. Most generic QAPPs will also be
supported by site-specific or project-specific addenda which address the issues unique to each site or
project. The generic QAPP will specify the preparation, review, and gpprova of the Site-specific or
project-specific addenda. Generic QAPPs require a QA review and approvad by the RQAM and a
technica and program review by the Project Manager. The QA approva of generic QAPPs for
externa organizations can be authorized in a similar manner as described in Section 9.2.4 of this QMP.

Page 42 of 83



Title: Region 7 QMP
Revision No.: 2
Revision Date: 08/21/2001

As previoudy stated, QA Cs cannot be authorized to review and approve generic QAPPs, in place of
the RQAM, because of ageneric QAPP s potentia long-term and/or cross-program impact. The
appropriateness of a generic QAPP is determined on case-by-case basis by the Project Manager in
cooperation with the RQAM.

9.2.6 Regulated Facilities

Programs are encouraged to include QA and QAPP requirements in permits and other

compliance documents to ensure data of known and documented qudity are obtained and to ensure
sound environmenta decison making.

9.2.7 Quality Assurance Project Plan Implementation

The Project Manager is respongible for ensuring that QAPPs are implemented. This can be
done on an informal bas's using routine on-ste surveillance or project status reports (or other project
reports as required and identified in the project-specific QAPP). The Project Manager can also use a
more forma process like a TSA to ensure implementation of a QAPP. The TSA can be done with the
assistance of the QA Team upon request. The use of a TSA (or some other evauation) will be
identified and described in each QAPP.

9.2.8 Quality Assurance Project Plan Revision

Any revisions required to the approved QAPP can be documented in a second or subsequent
revison or an addendum. However, sometimes the scope of a project can change which may have the
potentid to affect the quality of the data. If these changes are Significant (as determined by the Project
Manager in consultation with the RQAM as needed) and affect the scope and objectives of the project,
data use, or data quality, the revised QAPP or addendum must be reviewed and approved in the same
manner asthe origind QAPP. The Project Manager is responsible for ensuring al appropriate
personnd receive a copy of the revised QAPP or addendum once it is approved.

9.3 Acquired Data

As defined in Section 4 of this QMP, acquired data are data or information used for project
implementation or decision making which meet some or dl of the following criteria

! are compiled from other sources
! were originally collected for some other purpose
! are obtained from non-measurement sources such as computer databases, programs, literature

files, and historica databases
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The use of acquired data must be addressed in each project-specific QAPP to include the
fallowing information:

the type of data needed from non-measurement sources

the acceptance criteriafor their use

adescription of any limitations of such data

the individua (s) responsible for evauating and qudifying the acquired data

The Project Manager is responsible for ensuring acquired data is addressed in a project-
specific QAPP. For those projects which involve the compiling and use of acquired data exclusively
(i.e., there will be no direct environmental data generation performed to accomplish the project), a
project-specific QAPP will till need to be prepared, reviewed, and approved as described in Section
9.2.3 of thisQMP. The Project Manager isresponsble for ensuring a QAPP is prepared for these
types of environmental data projects. Because the Region supports the use of the graded approach, the
content of QAPPs for these types of projects will vary and the stlandard QAPP format (as identified in
the R-5 document) may need to be modified to better meet the needs of these projects. Assistance for
developing a modified QAPP regarding acquired data projects will be provided by the QA Team as
requested.
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10. IMPLEMENTATION OF WORK PROCESS

The procedures described in this section on the implementation of work process must be followed
within al Divisong/Offices of Region 7. Within this Section, the implementation of programs will be
discussad through the use of the QM P and the QAARWP with the proper levels of management
participation and approva identified. Project implementation will aso be considered by focusing on the
implementation of QAPPSs, SOPs, and the Analytical Methods Manud.

10.1 Program Implementation

The QMP will be reviewed annudly by the RQAM, with assistance from the QA staff and the
QACs, to determine if the information remains relevant to the Region. A briefing of the findings will be
provided to senior management. If changes are required, they will be made by November 1 of each
year. A description of the changes will be sent out via E-mail to dl Region 7 staff and will be submitted
to the Qudity Staff as an attachment to the QAARWP. The on-line version of the QMP will also be
updated to include the changes. Every five years, based upon the origina approva date, the QMP will
undergo athorough review, in its entirety, and go through the complete gpprova cycle. The QMP will
aso go through the complete gpprova cycle anytime changes are made to the QMP that include mgjor
reorganization, significant changes to the Region’s mission, or other mgjor changes to the Region’s
qudity sysem.

Region 7 developed the QMP as a means of documenting how a Region 7 organization will plan,
implement, and evauate the effectiveness of quality assurance and qudity control operations gpplied to
environmenta programs. All Divisons and Offices within Region 7 are respongble for thelr
implementation of the QMP. Quality System Audits, interna and external M SRs (as defined in Section
4.2.1 of this QMP) will ensure that the Region 7 qudity system is being implemented as documented in
this QMP.

Theimplementation of the Region 7's quaity system will dso be monitored through the QAARWP.
All EPA organizations conducting environmenta programs that have a QM P must submit an gpproved
QAARWRP to the Director of the Qudity Staff as required by the annua cal letter and the EPA Quadlity
Manua (5360 Al). The QAARWP will be approved by the RQAM and the Regional Adminigtrator.
The purpose of the QAARWP isto inform Agency senior management and Region 7 senior
management about the status and effectiveness of Region 7's qudity sysem. The QAARWP
documents the findings of management's evaluation of Region 7's quality system, documents
performance during the immediate past fiscal year, and provides the work plan for the upcoming fisca
year's priorities for Region 7's qudity system.
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10.2 Project Implementation

It isRegion 7's policy that QAPPs are written for the process that acquires and/or quaifies the data
that support decisons. Section 9.2.7 of this QM P discusses the implementation of QAPPs.

Due to unforseen circumstances, changes in a QAPP and planned procedures may become
necessary during the project. Refer to Section 9.2.8 of this QMP for further details on how revisonsto
QAPPs are handled. The Project Manager is responsible for verifying the changes were made as
described. This verification can be accomplished on an informa basis using routine on-gte surveillance
or project status reports (or other project reports as required and identified in the project-specific
QAPP). The Project Manager can aso use amore formal processlikea TSA.

10.3 Standard Operating Procedures

Routine technica (except |aboratory andyticd methods) and adminigtrative activitieswill be
documented in SOPs to ensure consistency in the quality of the products and/or processes. The SOPs
will thoroughly describe steps and techniques, and will be sufficiently clear to be readily understood by
a person with knowledge in the general concept of the procedure or process. The need for an SOP for
aspecific activity or operation can be identified by any staff member in the Region, and can be written
by any Regiond staff member who is knowledgeable of the activity, equipment, procedure or process
to be addressed.

The primary guidance document for the preparation of SOPsis Region 7's SOP No. 1330.4,
Preparation of Standard Operating Procedures. The basis of the contents of the SOP is the Qudity
Staff’ s document entitled Guidance for the Preparation of Standard Operating Procedures, EPA
QA/G-6. The SOP outlines responshilities, development, gpprova and filing of SOPs. Also, the
Specific dements to be addressed in both technical and adminigtrative type SOPs isincluded in the
SOP. All Regiond SOPs will be tracked and maintained by the SOP Coordinator as outlined in SOP
No, 1340.3, Standard Operating Procedures Tracking and Reporting System. Copies of these
documents are readily available from the Regiond Quality Assurance Office.

All SOPs will be approved, via sgnatures on the cover page, by a peer reviewer, the author’s
immediate supervisor, and an independent QA reviewer (can be a QAC or the RQAM as determined
by the immediate supervisor and appropriate QAC or as defined in a Divisona or Office QMP). All
SOPs will be reviewed at least every two years from the time of implementation or the last review at
which time the SOPs will be revised, recertified or archived (i.e., no longer active). A centra set of
SOPs will be maintained by the QA Team and the SOPs will be accessible online by al Regiona
personnel viathe Region 7@work intranet ste. The SOP Coordinator will maintain signed versions of
al Regiond SOPs and will maintained the archived SOP file,
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10.3.1 Uses of SOPs

The use of SOPs is encouraged as ameans of documenting routine or repetitious activities,
operations and processes; of formally documenting routine actions; of providing a reference that can be
cited in QA documents; and for facilitating the congstency of procedures and processes which will
result in reliable data and results. The SOPs developed in Region 7 are accessible by al Region 7
personnel. The Region’s SOPs can be referenced in QAPPs and other documents, as appropriate, in
order to dleviate having to include descriptions of entire processes or procedures that are routingly
performed. Any limitations on the use or gpplicability of an SOP will be included in the SOP itsdlf.

10.3.2 Implementation of SOPs

The implementation of SOPsis aresponghility that may cross organizationd and functiond lines
depending on the type of SOP (i.e., technica or adminigtrative as defined in SOP No. 2120.1,
Preparation of Standard Operating Procedures) and the Stuation involved. Generdly, SOPs are
implemented by personnel who perform the activity or function to which the SOP pertains. Itis
normally the responghility of the gpplicable organization's manager to ensure that specific SOPs that
pertain to the organization’ s operations are implemented. It is normally the responsibility of the project
manager to ensure SOPs referenced in specific QAPPs are implemented. 1t is the respongbility of the
individua users of an SOP to follow the procedures contained in the SOP, or to document any
deviations. Theimplementation of SOPswill be assessed through interna MSRS, TSAS or other
oversght activities.

10.4 Analytical Methods Manual

Laboratory anaytica methods will be documented using the Environmenta Monitoring
Methods Council (EMMC) format and will be compiled in the Region 7 Analyticd Methods Manudl.
The Andyticd Methods Manua will be maintained and updated by the Analytica Methods Manua
(AMM) Coordinator according to the SOP 2410.13, Maintenance of Region 7 Laboratory Andytical
Methods Manual and will be made available on the Region 7 InfoNet. SOP 2410.13 describes the
preparation, review, approva, revision, and withdrawal procedures for the analytical methods to be
included in the Andytica Methods Manud. The QA Team will maintain ahard copy of the Andyticd
Methods Manua for use and reference by Regiona personnel. The AMM Coordinator will maintain
the master copy at the Laboratory. Each method in the manua must be reviewed and gpproved by the
Analytica Operations Program Manager, the RLAB QA/QC Coordinator, and by the RLAB
Manager.

Each method in the Analytical Methods Manua will be reviewed at least once every two years
and then recertified, updated, or removed from use and archived. If amethod needs to be changed or
updated, the revised method must undergo the same review and gpprova process as the origina
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document. The AMM Coordinator will be responsible for ensuring the Anaytica Methods Manua
available on the InfoNet and the master copy of each method are updated as necessary. If at any time
adecison is made that an analytica method should be available for use by individuas outside of the
Region, the andyticad method will be become subject to the requirements for an SOP (athough the
EMMC format will be retained).

Laboratory procedures that do not directly result in the generation of environmenta data, but
which may or may not be related to a specific andytica method (e.g., glassware cleaning) are caled
Standard L aboratory Operating Methods (SLOMS) and are reviewed, approved, maintained, and
tracked per Regional SOP 2410.13, Maintenance of Region 7 L aboratory Analytical Methods Manual.

10.4.1 Useof the Analytical M ethods M anual

Generdly, the Andytical Methods Manud isfor use by dl RLAB andytica personnd and in-
house laboratory contractors. The andytical methods within the Analytical Methods Manud can be
referenced in QAPPs and other SOPs as appropriate. Any additiona limitations on the use or
applicability of amethod will be documented in the Andytical Methods Manudl.

10.4.2 Implementation of the Analytical Methods Manual

The RLAB team leaders and Andytica Operations Branch Manager are responsible for the
implementation of the Andytica Methods Manua and for ensuring dl andyses are documented with an
approved RLAB method. Implementation of the Analyticd Methods Manud (as well as verification of
implementation of changes in methods) will be ensured through RLAB QA checks including spot
checks and yearly evauations (conducted by RLAB team leaders and the Andytical Operations
Program Manager) and interna M SRs conducted by the QA Team as described in Section 4.2.1 of
this QMP.
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11. EVALUATION AND RESPONSE

ItisRegion 7's palicy to evaduate formdly the Region 7 qudity system on aregular bass. The
mechanisms to be used for this evauation are summarized below.

11.1 Annual Review of the Quality System and Quality M anagement Plan

The Region-wide quality assurance procedures described in the QM P will be assessed annudly and
the QMP updated as necessary. The RQAM will be respongible for coordinating this effort and
ensuring that appropriate changes are incorporated into the QMP. Each Division and Office Director
will be responsible for ensuring that appropriate staff in their offices participate in the review of the
Region-wide qudity sysem. The Divison and Office Directors will review and approve changes to the
QMP prior to their submitta to the Quality Staff. The annud review of the QMP and the qudity
system will be undertaken at the same time as the development of the Region 7 QAARWP.

11.2  Audits

Interna and externd audits will be the principa means for determining compliance with and
effectiveness of the qudity system defined in the Region 7 QMP. Interna audits are conducted by the
Region 7 QA Team and technica gtaff. Externa audits are conducted by the Qudity Staff, Office of
Inspector General auditors, or Headquarters program office personnd. Theinternal and externd
audits should be conducted at a frequency sufficient to ensure that gppropriate quaity assurance
measures are being implemented.  If auditing resources are limited, environmental data collection
programs or activities that are highly visble will be given priority.

Section 10 of the SUPR Divisonad QMP describes the evauation program implemented in the
SUPR Divison. The evduation program will include MSRs, TSAs, and DQAS. The SUPR QMP
describes the process, who is responsible, the training and qudification of assessors, and response to
findings. Project-level evauationsin the SUPR Divison will be conducted per the Site-specific QAPP.
Reviews of state SUPR programs are conducted biennialy and the review agendaiis prepared to
address specific issues with each state program.

11.2.1 Quality System Audits (QSAs) and M anagement System Reviews (M SRs)

Qudity system audits and M SRs evaluate a specific qudity system to determineits effectiveness and
to identify areas where additiond attention would bring Sgnificant benefits. Quality system audits of
Region 7 will be conducted by the Quaity Staff and MSRs of internd programs and externa
organizations will be conducted by the QA Team.
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11.2.11 QSAs by the Quality Staff

The Qudity Staff plans to implement independent QSASs of the Region 7 qudity system once
every three years. Usudly areview team of four members (two from the Qudity Staff and two from
other Regions) will spend aweek in Region 7 meeting with management, conducting personne
interviews, and performing file reviews. Results are reported to the Region through a Draft Findings
Report. The Region must respond to the results of the audit and develop a Corrective Action Plan to
address any issues which require corrective action. The roles and respongbilities of auditors,
experience and training for audit personne, independence of audit personne, and headquarters
management review of and response to findings for QSAs conducted by the Quaity Staff are
established by the Qudity Staff and are beyond the scope of this QMP. The QAARWP will
summarize the results of and response to any QSA conducted by the Qudity Staff during the previous
fiscd year.

11.2.1.2 M SRs by the Region 7 QA Team

The RQAM will be respongble for MSRs of internd programs and externa organizations. The
MSRs will be conducted by a Region 7 review team with aminimum of two members according to the
most current version of Guidance for Preparing, Conducting, and Reporting the Results of Management
Systemns Reviews, EPA QA/G-3 as modified by regiond policy. Modifications to the M SR process as
described in the guidance are defined in the MSR work plan templates and checklists developed by the
QA Team and gpproved by the RQAM. The team memberswill usualy consst of permanently
assigned staff from the QA Team in order to ensure independence of the reviewers. For MSRs of
interna programs, a QAC from another Divison may dso beinvited to participate on the review team if
there isa potentia conflict of interest issue with any QA Team member. Before a QA Team member
or QAC can be assgned to an M SR review team, they must have completed the QA training required
by this QMP for permanently assigned QA Staff (Section 5.2.4) aswdll as the training course
“Management Systems Reviews’ developed by the Quality Staff or its equivaent. The RQAM will
assign the M SR review team members based upon the internal program to be reviewed to ensure QA
Staff with the appropriate experience, competence, and technical knowledge are included on the MSR
review team. The RQAM may regquest assistance from the QACs, other Regions, or the Qudity Staff
to supplement the experience, competence, and technical knowledge of the MSR review team, if
needed to accomplish a particular MSR. The review team will be expected to develop an MSR work
plan, to prepare natification and verification |etters or memoranda regarding the M SR, coordinate dates
and times for the M SR meetings and interviews, conduct the MSR, and prepare the MSR report.
Typicaly areview team leader will be designated by the RQAM to coordinate the MSR effort with the
other review team members and the reviewed organization or program.

The MSRswill consst of meetings with the management of the reviewed organization or
program, interviews with personnd, and file reviews. The verification letter or memorandumisa

Page 50 of 83



Title: Region 7 QMP
Revision No.: 2
Revision Date: 08/21/2001

follow-up to the initid notification letter to verify the dates, times, and location for the MSR. The
verification letter will dso inform the reviewed organization or program of the programs, personnd,
documents, and records to be addressed by the M SR to ensure the review team will have the required
access to complete the evaluation. Because the Regiond Adminigtrator has directed the RQAM to
conduct internd MSRs and the QA Team is centrally located within ENSV, the review team will have
sufficient authority and organizationd freedom to identify quality problems and noteworthy practices,
propose recommendations, and independently confirm implementation and effectiveness of solutions.
Results of the M SR will be reported to management through a Draft Findings Report. The reviewed
organization or program will be given the opportunity to respond to the Draft Findings Report and to
develop a Corrective Action Plan to address any issues identified as requiring corrective action. The
Corrective Action Plan mugt identify the corrective action, responsible officid(s), and the projected
completion date for each finding requiring corrective action. The RQAM will review the Corrective
Action Plan and prepare any necessary responses for discussion with the management of the reviewed
organization or program. Once any outstanding issues have been addressed and the corrective actions
agreed upon by the RQAM and the reviewed organization’s or program’ s management, a Final Report
will beissued. The confirmation and implementation of the corrective actions will be done through the
submittal of associated documents (e.g., arevised QMP) to the RQAM for review or through afollow-
up evauation. The QAARWP will identify the MSRs of interna programs or externd organizations
planned for the upcoming fiscal yesar.

11.2.2 Annual Program Reviews

The QA Team will participate in annual program reviews as requested by the applicable Region
7 Program Coordinator for each state or tribe (State Coordinator). These reviews will follow the same
process as an M SR conducted by the QA Team (as described in Section 11.2.1.2 of this QMP) with
modifications made as necessary to meet the particular needs of the program being reviewed and the
State Coordinator. The QAARWP will identify participation by the QA Team in annua program
reviews for the upcoming fisca year if the information is available a the time the QAARWP is
prepared.

11.2.3 Technical Systems Audits

Technicd systems audits are a thorough, systematic, on-site, quditative audit of facilities, equipment,
personnd, training, procedures, recordkeeping, data validation, data management, and reporting
aspects of field and [aboratory activities. Project-level documents, such as a QAPP, will specify the
need for a TSA for aparticular project. The Project Manager is responsible for ensuring the specified
TSA isaccomplished. The TSA can be conducted with the assstance from the QA Team as
requested. The QAARWP will identify any other TSAs planned for the upcoming fiscd year. The
most current version of the document Guidance on Technical Audits and Related Assessments for
Environmental Data Operations, EPA QA/G-7, can be used to assist with the conduct of aTSA. The
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individual(s) conducting the TSA should, a a minimum, have completed the QA training courses as
required in this QMP (or their functiond equivdent). The roles, responsibilities, and independence of
the eva uation personnd, the process for reviewing, reporting and responding to corrective actions, and
the process for ensuring the implementation and effectiveness of corrective actions can vary among
projects, therefore, these details will be defined in a QAPP.

11.2.4 Other Technical Audits

Other types of technica audits can include, but not be limited to: readiness reviews,
aurveillance, and audits of data quaity. Project-level documents, such as a QAPP, will specify the
need for these types of technical audits for a particular project. The Project Manager is responsible for
ensuring the specified technica audit is accomplished. These technica audits can be conducted with the
assigtance from the QA Team asrequested. The QAARWP will identify any other technica audits
planned for the upcoming fiscal year. The most current version of the document Guidance on Technica

Audits and Related Assessments for Environmental Data Operations, EPA QA/G-7, can be used to
assig with the conduct of these other technicd audits.

11.2.5 Response Actions

Senior management is responsible for determining necessary actions and developing aplan to
address weaknesses disclosed in any audit. Milestones will be developed so that progress on
corrective actions can be measured. Thisinformation will be included in the audit file, which isto be
maintained by the RQAM. Regiona managers are responsble for ensuring compliance with the
approved corrective actions. Progressisto be reported to the Regional Administrator, Division and
Office Directors, and the Regiona Federd Managers Financid Integrity Act Coordinator. Thiswill
include identifying any problems in audits discussng corrective actions and summarizing follow-ups on
the previous year's agenda. If mgor deficiencies are found, follow-up audits may be required and
should be discussed with senior management.

11.2.6 Data Quality Assessments

A data quaity assessment (DQA\) isthe scientific and statistical evauation of datato determine
if data obtained from environmenta data operations are of the right type, quality, and quantity to
support their intended use. The use of the DQA process will be specified in project-level documents
such asaQAPP. The most current version of Guidance for Data Quality Assessment Practical
Methods for Data Analyss, EPA QA/G-9, can be used to assist in the DQA process. Data qudity
assessments are the respongbility of the Project Managers and the level of effort for the DQA will be
commensurate with the project objectives and intended use of the data. An individua(s) conducting
DQAs should, at a minimum, have completed the DQA training course and associated prerequisites
required by this QMP (or their functiond equivaent). The QA Team will provide technica assstance
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asrequested. If assistance is requested from the QA Team, the Project Manager will ensure the QA
Team has access to al project documents and records needed to complete a DQA. The results of the
DQA will be documented and provided to the Project Manager. The Project Manager will then be
responsible for reviewing the results, determining if and what corrective actions are needed, and for
confirming implementation and effectiveness of corrective actions.

11.3 Performance Evaluations

A performance evauation, also known as a performance test sample, is atype of audit where
samples of known concentration are andyzed by alaboratory to evauate the proficiency of an andyst
or laboratory. Performance eva uations programs are developed as atool to help ensure the quaity of
the Agency's and Region 7's environmenta data collection activities. Performance evauation programs
are important because environmenta data are used as a basis for regulatory and guidance devel opment
and for compliance evaluation across the Agency. Performance evauations are strongly supported and
should be used by the Region, States, and local agencies.

Because performance evauations are project-level evauations, their use will be specifiedina
project’s QAPP. It isthe responsihility of the Project Manager to determine the applicability of
performance eva uations for aproject and to ensure they are accomplished as defined in QAPPs. The
Project Manager will aso be respongble for reviewing the results of performance evauations,
determining corrective actions, and confirming the implementation and effectiveness of corrective
actions.

11.4 Dispute Resolution

If disputes are encountered as aresult of evauations, the dispute resolution process as defined
in Section 3.6 of this QMP shdl apply.
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12. QUALITY IMPROVEMENT

It isRegion 7 policy that qudity assurance isa critical component of al the work functions within our
programs. Theintent of this QMP is to provide the basis for integrating appropriate quaity assurance
activitiesinto the full cycle of Region 7 programs from the planning phases through the evauation
phases. If the principles outlined in the QMP are followed, problems can be detected in atimely
manner, before programmatic and financid issues become critical and hinder program implementation
and decison making.

Within Region 7, there are severd levels of review that will help uncover problems with the quaity
sysem.

12.1 Internal Region 7-Wide Reviews

Each year the qudity system and QMP will be reviewed by Region 7 staff and management as part
of the QAARWP development process to ensure that the QMP is il relevant to the Region 7 mission.
It will be the respongbility of the RQAM to coordinate the review. The QMP will be modified to
reflect changing needs or additiona guidance.

The RQAM meets with each program office staff as necessary. A key purpose of these meetingsis
to identify quality assurance issues of concern. Based on consultations with senior management, the
RQAM will initiste MSRs or speciad projects to address and correct quality assurance problems
identified by staff input. The RQAM will aso respond to requests from management to address
specific quality assurance problems of significance to the entire office. Actions developed to correct
any maor quality assurance deficiencies will be documented in the QAARWP and reviewed and
approved by the appropriate Divison/Office Director and the Regional Administrator. See Section
10.1 of this QMP for more details regarding the review and revison of the QMP and the preparation of
the QAARWP.

12.2 SOP Reviews

At least every two years each Region 7 SOP will be reviewed to determine if they remain
relevant to the mission of the program and properly describe the procedures used to obtain data of
known and sufficient qudity to support programmatic decisions. Ensuring thet this review occursisthe
respongbility of Supervisors and/or Divison/Office Directors responsible for implementing the program.
Actions will be developed by Supervisors or their designee to correct any mgjor quality assurance
deficiencies. The QAARWP should aso describe any progressin quaity assurance implementation.
See Sections 10.3 and 10.4 of this QMP for more details regarding the maintenance of the Regiona
SOP system and Analytical Methods Manual, respectively.
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12.3 Program Reviews

Program reviews, as described in Section 11.2.2 of this QMP, and internd MSRs, as
described in Section 11.2.1.2 of this QMP, are conducted with the intent to look for opportunities for
improving the quality system at aether the state and tribal or Regiona Office leve, respectively. The
program reviews and interna MSRs will be utilized as ameans of evauating implementation and
effectiveness of qudity systems.

12.4 Project Reviews

ItisRegion 7's policy that the Project Manager, with assistance from the RQAM and project
participants, will review project implementation at regular intervas to identify where improvementsin
data quality can occur. Project reviews can consst of:

Technicd System Audits
Data Quality Assessments
Peer reviews

Conference cdls
Mestings

Generdly there should be amesting at the end of the data collection phase of aproject. If results
from preiminary DQASs are available for this meeting, participants can use the information to determine
whether a QAPP was followed and that quality was controlled to an acceptable level. The SOPs
should be revised to reflect changes and improvements in procedures that were developed during the
program. Wesknesses, problems, and recommended corrective actions for future programs should be
documented in the quaity assurance section of the find project report.

125 Quality Improvement Responsibilities

Region 7 g&ff, at dl leves, are accountable for continuous quality improvement. The process
of continuous qudlity improvement leads to a better and more responsive quality system. In order to
minimize, prevent, detect, and promptly correct problems related to the quality system, the Region has
implemented the eva uation approach as described in Chapters 10 and 11 of this QMP. Becausethe
supervisors, Project Managers, and other technical staff are responsible for the day-to-day operations,
they typicaly have the most direct experience with the quality system process and are encouraged to
identify opportunities for improving the qudity system by contacting the RQAM directly or through
discusson with their management or QAC. During interviews conducted by the Region 7 QA Team
during the M SR process, the review team includes questions regarding the support received by
personnel from the QA Team and from the QACs in an effort to encourage open diadogue on how the
quality system can be improved to help Regiond staff perform their job functions. Another process by
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which the QA Team actively encourages input on the quaity system from Regiona personnd is through
the evauation forms provided during each QA training course. After completion of the course,
attendees complete an evauation form which is used to evauate the training program and to identify
future training needs. The entire QA Team is given the opportunity to review the eva uation forms and
QA training meetings are held regularly to discuss and address critica issuesidentified through these
evauation forms. The RQAM will dso periodicaly meet with the QACs to discuss and address QA
issues which have been identified by or to the QACs.
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ATTACHMENT B
QMP REVIEW CHECKLIST

Organization:
Question | YES | NO I
General

1 Isthe QMP signed by the accountable manager who prepared the plan?

2. Isthe QMP signed by the senior QA official?

3. Isthe QMP signed by the senior management official (s)?

4, Does the QMP include a section for the signatures of the EPA official and RQAM?

5. Does the QMP format comply with EPA QA/R-27?

Management and Organization

1 Does the QMP include a statement of the organization’s policy on quality assurance?

2. Does the QMP contain organizational charts and functional statements?

3. Isthe current organizational structure of the quality system documented in the QM P
reasonable?

4. Isthe QA Manager shown on the organization chart?

5. Is an acceptable line of reporting from the QA Manager to the senior manager
identified?

6. Isthe organizational independence of the QA Manager indicated?

7. Does the QM P adequately describe the scope of the organization’s environmental data
collection programs?

8. Does the QM P discuss how management will assure that applicable elements of the
quality system are understood and implemented in all environmental programs?

Quality System and Description
1 Does the QM P describe the organization’s quality system?
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Question | YES | NO I

2. Are the principal components of the quality system (e.g., quality system
documentation, annual reviews and planning, project-specific documentation, etc.)
described including the roles and implementation responsibilities of management and

staff?

3. Does the QMP list thetools (e.g., QMPs, QAPPs, training plan, etc.) for implementing
each component of the quality system?

4. Isthe review and approval process for QM Ps submitted by external organizations
acceptable?

5. Does the QMP list any components of the organization that develop QMPs (or

equivalent document) in support of the organization’s quality system and the review
and approval procedures for such documentation?

Personnel Qualificationsand Training

1 Does the QMP state the organization’s policy regarding training for management and
staff?
2. Does the QM P identify an acceptable process for assuring that personnel are qualified

to perform the environmental data collection activities needed?

3. Does the QM P describe an acceptabl e process for determining QA-related training
needs and identifying the need for retraining based on changing requirements?

4. Doesthe QMP identify an acceptable individual for item (3) above as well astheroles,
responsibilities, and authorities of management and staff?

Procurement of Items and Services

1 Does the QM P describe or reference the process for reviewing and approving
procurement documents or extramural agreements (grants, cooperative agreements,
contracted and subcontracted activities) involving or affecting environmental
programs?

2. Does the QM P include the roles, responsibilities, and authorities of management and
staff in the processin item (1) above?

3. Does the review process include ensuring procurement documents are accurate and
complete?
4. Does the review process ensure procurement documents clearly describe the item or

service needed, the technical and quality requirements, the quality system elements for
which the supplier is responsible, and how the supplier’s conformance to customer
requirements will be verified?

5. Does the QMP explain the review and approval of all applicable responses to
solicitations to ensure these documents satisfy all technical and quality requirements?
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Question | YES | NO I

6. Does the process described ensure procured items and services are of acceptable
quality?

Documents and Records

1 Does the QM P describe the process for identifying quality-related records (including
electronic) requiring control ?

2. Does the QM P include the process for preparing, reviewing, approving, issuing, using,
and revising documents and records?

3. Isthe process described for ensuring that records and documents accurately reflect
completed work?

4. Does the QM P explain the process for maintaining documents and records including
transmittal, distribution, retention, access, preservation, traceability, retrieval, removal
of obsolete documentation, and disposition?

5. Does the process ensure compliance with statutory, regulatory, and EPA
requirements?

6. Isthe process explained for establishing and implementing appropriate chain of
custody and confidentiality procedures for evidentiary records?

7. Areroles, responsibilities and authorities described in the above processes?

Computer Hardware and Software

1 Does the QM P describe the processes for devel oping, installing, testing, using,
maintaining, controlling, and documenting computer hardware and software used in
environmental programs?

2. Isthe process described for assessing and documenting the impact of changes to user
requirements and/or the hardware and software on performance?

3. Does the QM P address the process for evaluating purchased hardware and software
to ensure it meets user requirements and complies with applicable contractual
requirements and standards?

4. Is the process explained for ensuring data and information produced from or collected
by computers meet applicable requirements and standards?

5. Areroles, responsibilities, and authorities included in the above processes?
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Question | YES | NO I

Planning

1 Does the QM P contain a systematic planning process for planning environmental data
operations (the DQO process is not mandatory but is the recommended planning
approach for many EPA data collection activities)?

2. Does the QM P describe the process for developing, reviewing, approving,
implementing, and revising QAPPs or equivalent planning document (see R-5)7?

3. Isthe process for evaluating and qualifying data collected for other purposes or from
other sources included in the QMP?

4, Aretheroles, responsibilities, and authorities for the above processes defined in the
QMP?

Implementation of Work Process

1 Does the QMP contain an adequate process for ensuring that work is performed
according to planning and technical documents?

2. Does the QM P describe how operations needing procedures are identified and the
process for preparation, review, approval, revision, and withdrawal of these
procedures?

3. Isthe policy for use of these procedures defined?

4. Does the QMP include the process for controlling and documenting the rel ease,

change, and use of planned procedures including approval, specific times and points
for implementing changes, removal of obsolete documentation from work areas, and
verification that the changes are made as described?

5. Areroles, responsibilities, and authorities of management and staff identified?

Assessment and Response

1 Does the QM P describe the process for assessing the adequacy of the quality system
at least annually?

2. Isthe process for planning, implementing, and documenting assessments and
reporting results to management included?

3. Does the processidentified in item (2) above include how to select an assessment tool,
the expected frequency, and the roles and responsibilities of the assessors?

4. Does the QM P address determining the level of competence, experience, and training
necessary to ensure that assessment personnel are technically knowledgeable, have
no real or perceived conflict of interest, and have no direct involvement or
responsibility for the work being assessed?
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Question | YES | NO I

5. Does the QM P describe the process for ensuring assessment personnel have
sufficient authority, access to programs, managers, documents, and records and the
organizational freedom to identify quality problems and noteworthy practices, propose
recommendations, and independently confirm implementation and effectiveness of

solutions?
6. Isthe process for management’ s review of, and response to, findings defined?
7. Does the QM P include the process for identifying how and when corrective actions

are to be taken in response to assessment findings?

8. Does the processidentified in item (7) above include ensuring corrective actions are
made promptly, confirming the implementation and effectiveness of any corrective
action, and documenting such actions?

9. Does the QM P describe how any disputes encountered as aresult of assessments are
addressed?
10. Areroles, responsibilities, and authorities described in the above processes?

Quality Improvements

1 Does the QM P address the process for ensuring that conditions adverse to quality are
prevented, identified promptly, corrected promptly, and actions are taken toward
prevention?

2. Does the processidentified initem(1) above include documenting all corrective actions
and tracking such actionsto closure?

3. Does the QM P describe the approach for encouraging staff to establish
communications between customers and suppliers, identify process improvement
opportunities, and identify and propose solutions for problems?

4, Areroles, responsibilities, and authorities included in the above processes?
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ATTACHMENT C
QAPP REVIEW CHECKLIST

06/99
SteName Document No.
Site Manager: Date of QAPP:
QAPP Author: QAPP Reviewer:

COMMENTS

Al. Title & Approval Sheet

Title

Organization’s Name

Dated signature of project manager

Dated signature of quality assurance officer

Other signatures, as needed

A2. Table of Contents and Document Control Format

A3. Distribution List

A4. Project/Task Organization

Identifies key individuals, with their responsibilities (data users, decision
makers, project QA manager, subcontractors, etc.)

AS5. Problem Definition/Background

Clearly states problem or decision to be resolved

Provides historical & scientific background information

AB6. Project/Task Description

Lists measurements to be made

Cites applicable technical, regulatory, or program-specific quality
standards, criteria, or objectives

Notes special personnel or equipment requirements

Identifies the assessment tools needed

Provides work schedule

Notes required project & QA records/reports
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COMMENTS

A7. Quality Objectives & Criteriafor Measurement Data

States project objectives and limits, both qualitatively & quantitatively

States & characterizes measurement quality objectives as to applicable
action levels or criteria

A8. Special Training Requirements/Certification Listed

A9. Documentation & Records

Listsinformation & records to be included in datareport (e.g., raw data,
field logs, results of QC checks, problems encountered)

Describes process and responsibilities for ensuring that the most current
approved version of the QAPP is available

Specifies the level of detail of the field sampling and/or lab analysis
narrative needed to completely describe difficulties encountered

Gives retention time and location for records & reports

B1. Sampling Process Design (Experimental Design)

Lists samples required as to type & number

States sampling network design & rationale

Gives sampling locations & sampling frequency

Identifies sample matrices

Lists classification of each measurement parameter as either critical or
needed for information only

Gives appropriate validation study information for non-standard
situations

B2. Sampling M ethods Requirements

Identifies sample collection procedures & methods

Lists equipment needed

Identifies support facilities

Identifiesindividuals responsible for corrective action

Describes process for preparation and decontamination of sampling
equipment

Describes selection and preparation of sample containers and sample
volumes

Describes preservation methods and maximum holding times
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COMMENTS

B3. Sample Handling & Custody Requirements

Notes sample handling requirements

Notes chain of custody procedures, if required

B4. Analytical Methods Requirements

Identifies analytical methods to be followed (with all options) & required
equipment

Provides validation information for non-standard methods

Identifiesindividuals responsible for corrective action

Specifies needed laboratory turnaround time if important to project
schedule

B5. Quality Control Requirements

Identifies QC procedures & frequency for each sampling, analysis, or
measurement technique, as well as associated acceptance criteria &
corrective action

Referenced procedures used to calculate QC statistics (precision & bias
or accuracy)

B6. Instrument/Equipment Testing, Inspection & Maintenance Requirements

Identifies acceptance testing of sampling & measurement systems

Describes equipment preventive & corrective maintenance

Notes availability & location of spare parts

B7. Instrument Calibration & Frequency

Identifies equipment needing calibration & frequency for such calibration

Notes required calibration standard and/or equipment

Cites calibration records & manner traceable to equipment

B8. Inspection/Acceptance Requirements for Supplies & Consumables

States acceptance criteria for supplies & consumables

Notes responsible individuals
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B9. Data Acquisition Requirements for Non-direct M easurements

Identifies type of data needed from non-measurement sources (e.g.,

computer data bases and literature files) along with acceptance criteriafor

their use

Describes any limitations of such data

Documents rationale for original collection of data and its relevance to
this project

B10. Data Management

Describes standard record keeping, data storage, & retrieval requirements

Checklists or standard forms attached to QAPP

Describes data handling equipment & procedures used to process,
compile, and analyze data (e.g., required computer hardware and
software)

Describes process for assuring that applicable information resource
management requirements are satisfied

C1. Assessments & Response Actions

Listsrequired number, frequency, & type of assessments with
approximate dates & names of responsible personnel (assessments
include but are not limited to peer review, management systems review,
technical systems audits, performance evaluations, and audits of data

quality)

Identifies individual s responsible for corrective actions

C2. Reports to Management
Identifies frequency & distribution of reportsfor:

Project status

Results of performance evaluations & audits

Results of periodic data quality assessments

Any significant QA problems

Preparers & recipients of reports

D1. DataReview, Validation, & Verification

States criteriafor accepting, rejecting, or qualifying data

Includes project-specific calculations or algorithms
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D2. Validation & Verification Methods

Describes process for data validation & verification

Identifies issue resolution procedure & responsible individuals

Identifies method for conveying these results to data users

D3. Reconciliation with User Requirements

Describes process for reconciling project results with DQOs & reporting
limitations on use of data
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ATTACHMENT D

CONTRACTSMANAGEMENT MANUAL 1900 CHG 14 06/16/97

QUALITY ASSURANCE REVIEW FOR EXTRAMURAL PROJECTS (CONTRACTYS)

GENERAL INFORMATION

Descriptive Title:
Sponsoring Program Office:

Approximate Dollar Amount:

Duration:

This contract requires environmental measurements.

(YES) Completeform;

(NO) sign form and submit with the procurement request or procurement

initiation notice.

[11. Quality Assurance Requirements (Projects involving environmental measurements):

YES

YES

YES

YES

NO

a Submission of awritten qudity assurance (QA) program plan (commitment of the
offeror's management to meet the QA requirements of the scope of work) isto be
included in the contract proposd.

b. Submission of awritten QA project plan isto be included in the contract proposal.
c. A written QA project planisrequired as a part of the contract.

d. Performance on available audit samples or devices shall be required as part of the
evaudion criteria (see list on the next page).
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CONTRACTSMANAGEMENT MANUAL 1900 CHG 14 06/16/97 2-F6-2

YES NO

___ ___ e Anon-steevdudtion of the offeror's facilities will be made to ensure that a QA
system is operationd and exhibits the capakility for successful completion of
this project (see schedule on the next page).

YES NO

f. QA reportswill be required (see schedule on the next page).

V.  Determination (Projects involving environmenta measurements)
Percentage of technical evauation points assgned to QA
PO estimate of percentage of cost dlocated to environmental measures

For each parameter measured attach a summary which provides the following information:

a Is qudity control reference sampling or device available?
b. Are there split samples for cross-comparison?
C. Isit required for pre-award?

d. Specify frequency during the contract.

QA System Audits are required: Pre-award :
during the contract

QA Reports are required: with Progress Reports
with the Find Report .

The sgnatures below verify that the QA requirements have been etablished.

Project Officer Signature Date

Qudity Assurance Officer Sgnature Date

Page 69 of 83



Title: Region 7 QMP
Revision No.: 2
Revision Date: 08/21/2001

ATTACHMENT E
STANDARD FORM 424

APPLICATION FOR
FEDERAL ASSISTANCE

1. TYFE UF SUSMISSION

Z.DATE EUEMITTED Agplicunt [darfer

3. DATE RECEIVED 8Y e Apolismion Herhfcr
STATE

Agrlization ! Proappiceion
= Conetruction i 0O Constriectlon 4. DATE RECEIVED BY Fedural [derefine
i FEDERAL AGENCY
| Mon Conectruction ;o Hon Construstion
S5, APFLICAMT INFORMATICN
Lol Mam=: Crgeiraienal Len:

Oedirase dpes ciy. county, slate, and 2ip coder:

Mare ard mbepricre romber of he persen In b contacisd oF MAtEers Inyovng
Haks meplieslionm ks arsa oo

17 Fearisinn, carer aippinapriate letremla) in hesies) | I

6. EMPLCYER IDENTIFICATION (EIM): i TYFE OF AFFLICANT: (=rier cpprapriate lefiee forcy
A Gtk H. Irdcponzent Sokhool Diatdct
I:l |:| - I: l__l R I_ |_||_|_| 0. Courty |. Simem Conrzied nstivhor of Hizher | asming
S . Municipal Frivshe Liriwars oy
8, TYPE OF &PFLICATION! Q. Townaehip K. Iradian Trils
O Mew U Contowation Ll Hevistun = Inleeslzle L. Indiizusl
= Ireminkzeal I Prodt ngaizalion

= Emecinl Detrist M Clher (Soecifyl:

io Deassas Awand
L Dhecpemizs Jruszilion

A Iremsise Aovors:
. livanszs Duration
Othee Spocife:

L NAME GO FEDERAT AGERCY:

COCUMENT HAS BEEN DULY AUTHORIZED EY THE GOVERHING B
ATTACHED ASSURANCES IF THE ASSISTANGE 15 AWARDED.

T, CATALLH;: DF FEDERAL DCRYIES TIL: ARala LAMCE MIDITSER: 1. DESCRIFTIVE TITLE OF APFLICANTS Ehﬂ,,[—.f:'l';
TITLE
3 JECT [cities, caunties, stabes. ate.):
ROPOSED PROJECT: 14, CONGRESSICMAL
DISTRICT OF:
~isrt ListA Frd iz 2 dgolicant . b Projest
48, Estimated Funding: 18. ERAD'FI‘:IE_ICATIDN SUBJECT TC REVIEW BY STATE EXECUTIVE
F bl
& Eackndl 5 12372 PROCESS?
a. YOO, THIS PRCACTLICATIONAMT'LCATICH Wal meDl AusILADLL
Ir. Applicert 5 [0 THE S TATE FXEGLITW= ORDER 12372 PROCESSES FUS
REWVIEYS Dk
Bl 5 [ATE
d. o 3 B0 D PRGGEAN IS NOT CONVERED GY Cok 12372
= | GRPROGIAM HAG NOT BEEN SEIFCTED BY 5TATE Fi
. THber 3 =t =N
f. Program Inccme ¥ 17. 12 THE APPLICANT DELINQUENT OM ANY FEDERAL DEBT?
o TOTAL I 1 ¥EE IF e alfech @n esplanaion i e
48. T THE EEST OF MY KHIWLEDGE AMD EELIEF, ALL CATA M THIS AFPLIGATIONIPREAPPLICATION ARE TRUE ANMD CORREC ™, THE

DY OF THE APELICANT AND THE APPLICANT WILL COMPLY WITH THE

2. ypeed hame of Aulbonzed Mepressnbalne,

b e o leEphone Mumzes

. Signzhore of A0lhorizes Represantzve

& Dale Sigre:

Frovious EcHans ~al Lsatk

AUTHORIZED FOR LOGCAL BEPRUDUSTIIN

Alancard For &2 R
Mowanchaed bre CRAA
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ATTACHMENT F
PROGRAMMATIC CERTIFICATION

o PROGRAMMATIC CERTIFICATION
%“ Authorization ta Award an Assistance Agreement |

(Inetructions far Gomplatng this fomm are on te Aecsmea Side)

LEEIETAMNCE MJMBER ABZISTANCE AEZIPIENT MAMNE
GELEGATIR PROGRAR STATUT THC BACVED b "
IR Jorra : TORY ALTHRRTY APPACVED PACIECT PERIOD AN
ACT STaAT ERZ
SECTION:

PAMGRAMWPRCVELCF TITLE A0 DESGRIPTION:

RECOMMENCERD FUNEING: Tho propoged sucoet Inchides in the Anplicadon far Fedas Asssiance, lwhich lhcudes ha A3 piont and
Fudarel shirg @ unla; L Lo e foy algioiliy ans ftananableness of soxiy reslad §o prooeaum acvidas contsined in Ha warknlen
¥ imcommnenc i rg ey indiciied below and hava affachéd 3 Commilingnt Molcg [EFA Earm 2550-9) 2 ebllgata thesa funda:

TOTAL BPFROVED=: PROGRAW PRAOUECT cogTsd _ FEDEAN. Funpef

OTHER AEQUIREM TMTS

QUALMTY A3TWRAHCE Thi grerbooparadg sgrasmenl induces azividyg tha eoulre the praparatizn
&g ERrrovel of CLsity Srvumnes Cosumanta (F YEE, lese widhomls S ol

Tha watkpian adeouaiay addostes: 0 roquirements INGLIZing Prepasatan, ravicw 8F s pprosal of G
accrinln FHO, pleags dtnch tha reguinsd Db condBon 1o e pwsrd

SOMPETITION Tng epplicamon was compalec. 1Foc, placse otach (e mlicnels [or the decilon bo asars
His asplcston norrconpelithely.

PEEFR REVIEW 15 REQLSREL FOR THIE AWARD.

PROGRAWHATIC TERMS &NDCONDNIO NS OF AWARD ARE REQUIRED (attach coraddnrs)
THIS i5 A COOPERATIVE AGREEMENT,

io00 o o OF
OoO 0 0 s

EFA PROJECT OFFICER

RECOMLTENDING OFFICIAL

SENATIRS L FRINTED MAMs

Grars Mamoyament Spectatiu: —-"‘n_-‘y ’V‘LJ..E A T 4 DarvE
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5

g .5 QUALITY ASSURANCE
5% m & REQUIREMENT FORM
%, & 40 CFR 30.54 and 31.45

A

“f PR D"I:ED

I vonr progromiproject imvolves environmentally related megsuremenrs or dats genera-
dom, you are reguired to devalap and implement gualily asswrance practices. Please

| complzte B form @n s eafirety and relrn it with the Application Jor Federal dssis-
nance SF-424

YES NO

I | | The workplan, which is submitted with the Application for
Federal Assistance, includes environmental sampling

or data generation.

| l A Quality Management Plan was previously reviewed and
approved by the U.S. EPA and is still current and applicable,

Flease note that prior to environmental sampling or data generation, a site
spacific Quality Assurance Project Plan must be prepared and approved. For
additional information concering guality assurance. please contact the RY
Quality Assurance Manager at (813) 551-5000,

Date Applicant Signature

Applicant Title

Applicant Organization

EMEY Revised 03/97

1-1
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ATTACHMENT H
GLOSSARY

Acquired data - data or information used for project implementation or decison making which may
meet some of the following criteria: is compiled from other sources, was origindly collected for some
other purpose; or is obtained from non-measurement sources such as computer databases, programs,
literature files, historica data bases, or any other sources.

Assessment - the evauation process used to measure the performance or effectiveness of a system and
its dements. As used here, assessment is an dl-inclusive term used to denote any of the following: audit,
performance eva uation, management systems review, peer review, ingpection, or surveillance.

Audit (qudity) - asystematic and independent examination to determine whether qudity
activities and related results comply with planned arrangements and whether these arrangements are
implemented effectively and are suitable to achieve objectives.

Data quality assessment (DQA) - addidtica and scientific evauation of the data set to determine the
vaidity and performance of the data collection design and statistical test, and to determine the adequacy
of the data set for itsintended use.

Document - any written or pictorid information describing, defining, pecifying, reporting, or certifying
activities, requirements, procedures or results pertaining to environmenta operations. Examples
includes QAPP, QMP, technica manuals, manuas, SOPs, €tc.

Environmenta data - any measurements or information that describe environmental processes,
location, or conditions; ecological or hedlth effects and consequences; or the performance of
environmenta technology. For EPA, environmental datainclude information collected directly

from measurements, produced from models, and/or compiled from other sources such as databases,
the literature, or any other sources.

Environmental data operations - work performed to obtain, use, or report information
pertaining to environmental processes and conditions.

Environmenta programs - work or activities involving the environment, including but not

limited to: characterization of environmenta processes and conditions; environmental monitoring;
environmenta research and devel opment; the design, construction, and operation of
environmenta technologies; and laboratory operations on environmenta samples.

Environmentd technology - an dl-inclusive term used to describe pollution control devices and
systems, waste treatment processes and storage facilities, and site remediation technol ogies and
thelr components that may be utilized to remove pollutants or contaminants from or prevent them
from entering the environment. Examples include wet scrubbers (air), soil washing (soil),
granulated activated carbon unit (water), and filtration (air, water). Usudly, this term will apply to
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hardware-based systems, however, it will also gpply to methods or techniques used for
pollution prevention, pollutant reduction, or containment of contamination to prevent further
movement of the contaminants, such as capping, solidification or vitrification, and biologica
treatment.

Exportable standard operating procedures - technica SOPs which address techniques or processes
which can be used by and distributed to other agencies, organizations, or individuas outsde of Region
7 or the Agency. These SOPs will typicaly focus on environmenta data generation, use or data

qudlity.

Generic Quality Assurance Project Plan - aforma document for multiple projects or Stes with the
same objectives and environmenta decision(s) describing in comprehensive detail the necessary QA,
QC, and other technical activities that must be implemented to ensure that the

results of the work performed will satisfy the stated performance criteria.

Graded approach - the process of basing the level of application of manageria controls gpplied
to an item or work according to the intended use of the results and the degree of confidence
needed in the qudity of the results.

| ndependent eval uation - an evauation performed by a qudified individua, group, or
organization that is not apart of the organization directly performing and accountable for the
work being assessed.

Intramural standard operating procedures - administrative SOPs (desk top procedures) which are
Region-specific and can be either common across the Region or can be division-specific. These SOPs
are not available for use to others outside the Region 7.

Management - those individuals directly responsible and accountable for planning, implementing, and
assessing work.

Management system - a structured, non-technica system describing the policies, objectives,
principles, organizationd authority, responghbilities, accountability, and implementation plan of an
organization for conducting work and producing items and services.

Management systems review (MSR) - the quditative eva uation of a data collection operation and/or
organization(s) to establish whether the prevailing qudity management structure, policies,

practices, and procedures are adequate for ensuring that the type and quality of data needed are
obtained.

Organization - an agency, entity, company, corporation, firm, enterprise, or ingitution, or part thereof,
whether incorporated or not, public or private, that has its own functions and adminigiration.

Peer review - a documented critica review of work by qualified individuas (or organizations)
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who are independent of those who performed the work, but are collectively equivaent in technical
expertise. A peer review is conducted to ensure that activities are technically adequete,
competently performed, properly documented, and satisfy established technica and quality
requirements. The peer review is an in-depth evauation of the assumptions, caculations,
extrapolations, dternate interpretations, methodology, acceptance criteria, and conclusons
pertaining to specific work and of the documentation that supports them.

Performance eva uation - atype of audit in which the quantitetive data generated in a
measurement system are obtained independently and compared with routinely obtained data to
evauate the proficiency of an andyst or laboratory.

Process - a st of interrelated resources and activities which transforms inputs into outputs.
Examples of processes include andlysis, design, data collection, operation, fabrication, and
cdculation.

Quadlity - the totdlity of features and characteristics of a product or service that bear on its ability
to meet the stated or implied needs and expectations of the user.

Quality assurance (QA) - an integrated system of management activities involving planning,
implementation, documentation, evauation, reporting, and qudity improvement to ensure that a
process, item, or serviceis of the type and quality needed and expected by the client.

Quality Assurance Project Plan (QAPP)- aforma document describing in comprehensive detail the
necessary QA, QC, and other technica activities that must be implemented to ensure that the
results of the work performed will satisfy the stated performance criteria

Qudlity control (QC) - the overdl system of technical activities that measures the attributes and
performance of a process, item, or service againgt defined standards to verify that they meet the
dtated requirements established by the customer; operationa techniques and activities that are
used to fulfill requirements for quaity.

Quality improvement - a management program for improving the qudity of operations. Such
management programs generdly entail aforma mechanism for encouraging worker
recommendations with timely management eva uation and feedback or implementation.

Quality management - that aspect of the overal management system of the organization that
determines and implements the qudlity policy. Quality management includes strategic planning,
dlocation of resources, and other systemetic activities (e.g., planning, implementation,
documentation, and evauation) pertaining to the quaity system.

Qudity Management Plan (QMP) - a document that describes the qudity system in terms of the
organizationd gructure, functiona responsbilities of management and gteff, lines of authority,
and required interfaces for those planning, implementing, and ng dl activities conducted.
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Quality system - a structured and documented management system describing the policies,

objectives, principles, organizationd authority, responsibilities, accountability, and implementation plan
of an organization for ensuring quality in its work processes, products (items), and services. The quality
system provides the framework for planning, implementing, documenting, and ng work
performed by the organization and for carrying out required QA and QC activities.

Record - a completed document that provides objective evidence of an item or process. Records
may include photographs, drawings, magnetic tape, and other data recording media.

Specification - a document stating requirements and which refers to or includes drawings or other
relevant documents. Specifications should indicate the means and the criteria for determining
conformance.

Standard Operating Procedure (SOP) - awritten document that details the method for an
operation, anaysis, or action with thoroughly prescribed techniques and steps, and thet is
officidly approved as the method for performing certain routine or repetitive tasks.

Surveillance (quality) - continud or frequent monitoring and verification of the status of an
entity and the analys's of records to ensure that specified requirements are being fulfilled.

Technicd review - adocumented critical review of work that has been performed within the Sate
of the art. The review is accomplished by one or more qudified reviewers who are independent
of those who performed the work, but are collectively equivaent in technical expertise to those
who performed the origind work. The review is an in-depth analyss and evauation of
documents, activities, materia, data, or items that require technica verification or vaidation for
gpplicability, correctness, adequacy, completeness, and assurance that established requirements
are satisfied.

Technica systems audit (TSA) - athorough, systemeatic, on-Site, quaitative audit of facilities,
equipment, personnel, training, procedures, record keeping, data validation, data management,

and reporting aspects of a system.
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ATTACHMENT |
Contracting Officer’s Representatives Form
for Defining Contract Quality Requirements

Use thisform to provide direction to the Contracting Officer on the qudity assurance activities that are
required in the solicitation and contract.

1 a Sdect dl documentation required before awar d of the contract:

Documentation Specifications
O | Qudity Management Plan EPA Reguirements for Quality Management Plans
(QA/R-2) [dated 03/20/01]
O | Joint Qudity Management EPA Reguirements for Quality Management Plans
Pa/Quality Assurance Project | (QA/R-2) [dated 03/20/01] and EPA
Plan Requirements for Quality Assurance Project Plans
(QA/R-5) [dated 03/20/01]
O | Programmatic Quaity Assurance | EPA Reguirements for Quality Assurance Project
Project Plan for the entire Plans (QA/R-5) [dated 03/20/01]
program (contract)
O | Other Equivaent: [Insert specification]

b. If the standard specifications do not goply, identify equivaent specifications.

2. a Sdect dl documentation required after award of the contract or upon issuance of the
gpecific work to be performed under the contract:

Documentation Specifications Due After
O | Qudity Management Plan EPA Reguirements for Quality Award of
Management Plans (QA/R-2) contract
[dated 03/20/01]
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O | Joint Qudity Management EPA Requirements for Qudity Award of
Plan/Qudity Assurance Management Plans (QA/R-2) contract
Project Plan [dated 03/20/01] and EPA

Requirements for Quality Assurance
Project Plans (QA/R-5) [dated

03/20/01]
O | Contract Quality Assurance | EPA Reguirements for Quality Award of
Project Plan Assurance Project Plans (QA/R-5) | contract
[dated 03/20/01]
O | Programmétic Qudity EPA Requirements for Qudity Award of

Assurance Project Planfor | Assurance Project Plans (QA/R-5) | contract
the entire program (contract) | [dated 03/20/01]

O | Quality Assurance Project EPA Requirements for Qudity I ssuance of
Plan for each applicable Assurance Project Plans (QA/R-5) | statement of
project [dated 03/20/01] work

O | Project-specific supplement | EPA Reguirements for Quality I ssuance of
to Programmatic Quality Assurance Project Plans (QA/R-5) | statement of
Assurance Project Plan [dated 03/20/01] work

O | Other Equivdent: [Insert specification] [Select one]

O award of
contract
O issuance of
Statement of
work

b. If the standard specifications do not gpply, identify equivaent specifications:

List any additiond quality standards besides Specifications and Guidelines for Quality
Systems for Environmental Data Collection and Environmental Technology Programs
(ANSI/ASQC E-4) that gpply:

Title
Numbering:
Date:
Documentation required to determine conformance:
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ATTACHMENT J

Contracts Clause and Tailoring Language

Do not incorporate the instructionsin brackets|[ ] into the solicitation and contract.

Higher-Level Contract Quality Requirement (FAR 52.246-11) (Feb 1999).

[ Contracting Officer (CO) to incor porate the following language into all solicitations and
contracts that require higher-level quality standards. Include any additional quality standards
identified by the Contracting Officer’ s Representative (COR).]

The Contractor shal comply with the higher-level qudity standard sdlected below.

Title

Numbering

Date

Tailoring

& | Specifications and Guidelines for
Quality Systems for Environmental
Data Collection and Environmental
Technology Programs

ANSI/ASQC E4

1994

See below.

Asauthorized by FAR 52.246-11, the higher-level quality standard ANSI/ASQC E4 istailored as

follows

The solicitation and contract require the offeror/contractor to demonstrate conformance to
ANSI/ASQC E4 by submitting the quality documentation described below.

In addition, after award of the contract, the Contractor shdl revise, when applicable, quaity
documentation submitted before award to address specific comments provided by EPA and

submit the revised documentation to the Contracting Officer’ s Representative.

After award of the contract, the Contractor shall dso implement al quaity documentation

approved by the Government.

A. [PRE-AWARD TAILORING LANGUAGE: CO, insert the following paragraph into the

solicitation and contract using information provided by the COR\]
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Pre-award Documentation: The offeror must submit the following qudity sysem
documentetion as a separate and identifiable part of its technica proposd: (CO, select one or
more)

Documentation Specifications
O | Qudity Management Plan EPA Reguirements for Quality Management
Plans (QA/R-2) [dated 03/20/01]
O | Joint Qudity Management EPA Requirements for Quality Management
Plan/Quality Assurance Project Plans (QA/R-2) [dated 03/20/01] and EPA
Pan for the contract Requirements for Quality Assurance Project

Plans (QA/R-5) [dated 03/20/01]

O | Programmatic Qudity Assurance | EPA Reguirements for Quality Assurance Project
Project Plan for the entire program | Plans (QA/R-5) [dated 03/20/01]
(contract)

O | Other Equivdent: [CO, insert the | [CO, insert specification]
QA Manager-specified
documentation]

This documentation will be prepared in accordance with the specifications identified above, or
equivaent specifications defined by EPA, (CO, insert
specifications). Work involving environmenta data generation or use shdl not commence until
the Government has approved this documentation and incorporated it into the contract.

[POST-AWARD TAILORING LANGUAGE: CO, insert the following three paragraphs
into the solicitation and contract using information provided by the COR.]

Pogt-awar d Documentation: The Contractor shdl submit the following qudity sysem
documentation to the Contracting Officer’ s Representative at the time frames identified below:
(CO, select one or more)

Documentation Specifications Due After
O | Qudity Management Plan EPA Reguirements for Quality Award of
Management Plans (QA/R-2) contract
[dated 03/20/01]
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O | Joint Qudity Management | EPA Regquirements for Quality Award of
Plan/Qudity Assurance Management Plans (QA/R-2) contract
Project Plan for the [dated 03/20/01] and EPA
contract Requirements for Quality Assurance

Project Plans (QA/R-5) [dated
03/20/01]

O | Quality Assurance Project | EPA Reguirements for Quality Award of
Plan for the contract Assurance Project Plans (QA/R-5) | contract
[dated 03/20/01]

O | Programmétic Qudity EPA Requirements for Qudity Award of
Assurance Project Planfor | Assurance Project Plans (QA/R-5) | contract
the entire program [dated 03/20/01]

(contract)

O | Qudity Assurance Project | EPA Reguirements for Qudlity | ssuance of
Plan for each applicable Assurance Project Plans (QA/R-5) | statement of
project [dated 03/20/01] work for the

project

O | Project-specific supplement | EPA Reguirements for Quality | ssuance of
to Programmatic Quality Assurance Project Plans (QA/R-5) | statement of
Assurance Project Plan for | [dated 03/20/01] work for the
each applicable project project

O | Other Equivdent: [ CO, [CO, insert specification] [CO, select
insert QA Manager - one]
specified documentation] O award of

contract

O issuance of
statement of
work for the
project

This documentation will be prepared in accordance with the specifications identified above or
equivaent specifications defined by EPA, (CO, insert equivalent
Specifications).

The Government will review and return the qudity documentation, with comments, and
indicating approva or disgpprova. If necessary, the contractor shal revise the documentation
to address dl comments and shall submit the revised documentation to the government for
approval.
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The Contractor shal not commence work involving environmenta deta generation or use until
the Government has approved the quaity documentation.

(Note: Statement of work includes statements of work to perform projects under work
assgnments, task orders, delivery orders, etc.)
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