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EPA Region 8 QA Requirements for all Requests for Proposal with
Higher-level Contract Quality Requirements requiring Technical Evaluation

Requests for Proposal (RFPs) with Higher-level Contract Quality Requirements requiring Technical Evaluation are those that meet the definitional requirements for Higher-level Contract Quality Requirement AND:

· the potential value of the procurement exceeds $500,000; or
· the estimate of the percentage of costs or level-of-effort allocated to activities requiring quality requirements exceeds 15%; or
· procedures defined in the Agency-approved Quality Management Plan of the organization sponsoring the work apply.

Higher-level Contract Quality Requirements apply to collection, generation, use or reporting of environmental data and the design, construction or operation of environmental technologies. (See Section 46.1.4, Contracts Management Manual [CMM], February 2009).

The quality assurance (QA) requirements outlined herein apply to any organization or individual under direct contract to EPA to furnish services or items or perform work (i.e., a contractor) under the authority of 48 CFR Part 46 (including applicable work assignments, delivery orders, and task orders). Therefore, any and all proposals submitted in response to this Request for Proposal (RFP) must demonstrate that the organization and individual proposed to conduct and/or oversee the work activities described in this RFP has the ability to:

· comply with 48 CFR Part 46; and
· develop, implement, maintain, and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994. 

The work activities described in this RFP meet the definitional requirements for Higher-level Contract Quality Requirements requiring Technical Evaluation (CMM Section 46.1) Higher-level Contract Quality Requirements apply to collection, generation, use or reporting of environmental data and the design, construction or operation of environmental technologies. (See Section 46.1.4, Contracts Management Manual [CMM], February 2009).

Environmental Data is defined as any measurement or information that describes environmental processes, location, or condition; ecological or health effects and consequences, or the performance of environmental technology.1, 2 

Environmental data include any information collected directly from measurements or obtained from any other sources (i.e., existing/secondary data) such as those compiled from data bases, data reports, literature, surveys, or produced from models.3 

Environmental Technology is an all-inclusive term used to describe pollution control devices and systems, waste treatment processes and storage facilities, and site remediation technologies, and their components that may be utilized to remove pollutants or contaminants from or prevent them from entering the environment.2  

1 universal definition; as defined in ANSI/ASQ E4-2004
2 Contracts Management Manual, February 2009.
3 EPA Quality Manual for Environmental Programs (CIO 2105-P-01-0) 

The following are required for every RFP that meet the definitional requirements for Higher-level Contract Quality Requirements requiring Technical Evaluation: (1) An approved Solicitation QA Review Form, which summarizes the QA requirements, signed by the Regional QA Manager (RQAM) and included in the RFP; (2) Technical Evaluation Criteria used to assess all submitted proposals.

The Technical Evaluation Criteria related to QA requirements for this RFP are summarized herein:

· The proposal must adequately address all the QA requirements to be considered for the contract;
· A QA designee (appointed by the RQAM) shall serve as a member of the Technical Evaluation Panel for the purposes of evaluating the adequacy of the QA aspects of the technical proposals;
· Using the Technical Evaluation Criteria, the QA designee will determine the adequacy of the proposal to achieve the QA Requirements and assign a grade of “Pass” or “Fail”; and

Technical Evaluation Criteria for QA Requirements are outlined in Table 1. A successful response/proposal must demonstrate:

· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the offeror’s ability to develop, implement, maintain, and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 (http://www.epa.gov/irmpoli8/policies/21050.pdf) and ANSI/ASQC E4-1994.

Additional Notes & Requirements:
· All acquisitions and assistance agreements must be reviewed by an authorized QA Manager. All responses to the solicitation, proposals or applications must be reviewed by the QA approval authority to evaluate the adequacy with which the Offeror or applicant addressed stated specification for QA requirements, as well as the adequacy of Quality Management Plans and QA Project Plans when submitted.  The EPA RQAM is the approving authority for the QMP. 
· EPA’s review and assignment of “Pass” of the QMP at the Solicitation phase does not constitute an EPA-approved QMP;
· After award, the Contractor’s quality system must be documented in a quality management plan that is approved by EPA Region 8’s Regional Quality Assurance Manager (RQAM).
· After award, EPA’s RQAM (or QA designee) will perform a review of the contractor’s QMP, using the Region 8 QMP Crosswalk and, if necessary will request revisions;
· The Post-Award Contract-level QMP must be approved by EPA’s RQAM before any work may commence.
· The Contractor must use the Region 8 QMP Crosswalk or Region 8 QA Document Review Crosswalk, respectively, for development, preparation and review of QMPs and QA Documents (QAPPs, SAPs, FSPs).
· Approved Quality Assurance Review Form (QARFs) are required for work assignments, delivery orders, and task orders. The QARF must be attached to the work assignment and shall identify clearly those work assignments that need QA and QC specifications and shall identify the necessary requirements.
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Table 1. Technical Evaluation Criteria for QA Requirements

	QA Requirement Element
	QA Requirement Element Description
	Technical Evaluation Criteria Components

	
#1

Quality Assurance Manager (QAM)
	
The Quality Assurance Manager, or person assigned to an equivalent position, is one who: 
· functions independently of direct environmental data generation, model development, or technology development responsibility; 
· reports on quality issues to the senior manager having executive leadership authority for the organization; and 
· has sufficient technical and management expertise and authority to conduct independent oversight of and assure the implementation of the organization’s quality system.
	
Discuss the:
· position, duties, and qualifications of person proposed to function as the QAM; and
· independence of the QAM, including but not limited to organizational structure, organization charts, lines of authority/communication for oversight and/or assessment and corrective action

as it relates to the QA Requirement Element #1 & Description.

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#2

Quality Management Plan (QMP)
	
The Quality Management Plan must:

· document the organization’s quality policy;
· describes the organization’s quality system;
· identify the conditions for which the quality system applies;
· describe how the quality system is implemented, managed and assessed;
· be approved by the organization’s executive leadership; 
· be sufficiently inclusive, explicit, and readable to enable the RQAM (or QA designee) to understand the priority that senior management places on QA, the established QA policies and procedures, and their respective QA roles; 
· include all the required elements of a QMP; and
· be constructed and written so that an assessment of its effectiveness following implementation can be made.

	
Discuss in the QMP, the:
· organization’s quality policy, quality systems and its application, implementation, management and assessment;
· organization structure, personnel roles and responsibilities; and
· QMP’s review and approval process

as it relates to the QA Requirement Element #2 & Description.

The QMP must be sufficiently inclusive, explicit, and readable to enable managers and supervisors to understand the priority that senior management places on QA, the established QA policies and procedures, and their respective QA roles. The QMP must be constructed and written so that an assessment of its effectiveness following implementation can be made.

The QMP must comply with EPA/QA-R2 and will be reviewed using the Region 8 QMP Review Crosswalk (http://www.epa.gov/region8/qa/reference.html)

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#3

Sufficient Resources to Implement the QMP
	The proposal must demonstrate that the Offeror has sufficient resources to implement the quality system defined in the QMP requirements (see QA Requirement Element Description & TEC Components, Element #2). 
	Discuss the:
· staffing to support the quality system outlined in the QMP Requirements; and
· other resources and activities necessary to implement the requirements of quality system (see QA Requirement Element Description and TEC Components, Element #2)

as it relates to the QA Requirement Element #3 & Description. 

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#4

Assessments
	The QMP must:

· include provisions to evaluate the effectiveness of the Offeror’s quality system at least annually;
· include procedures to assess QA requirements, QA documentation and QA other activities at least annually;
· include provisions and procedures for addressing corrective actions related to all assessment activities; and
· establish procedures for reporting assessment activities.
	Discuss the:
· assessment activities, including oversight, implementation, corrective action, frequency and reporting

as it relates to the QA Requirement Element #4 & Description.

The Offeror must cite appropriate assessment guidance as well as EPA’s Information Data Quality Guidelines and Peer Review Handbook.

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#5

Contractor’s Quality Assurance Annual Report and Work Plan (Contractor’s QAARWP)
	The QMP must:

· include provisions to submit a Contractor’s QAARWP that summarizes the previous year’s QA and QC activities;
· documents the QMP annual review using the Region 8 QMP Crosswalk.
· Document QAPP reviews using the Region 8 QA Document Review Crosswalk.
· outlines any corrective actions taken in response to the QA/QC activities and/or reason no corrective action was taken; and 
· recommends the QA/QC activities planned for the next year of the contract.
	Discuss the:
· Contractor’s QAARWP, its contents, reporting and timing of report; and
· Use of Region 8 QMP and QA Document Review Crosswalks in the annual review of QMPs and QA documents such as QAPPs, SAP, FSPs

as it relates to the QA Requirement Element #5 & Description.

The proposal must refer to the Region 8 QMP and QA Document review Crosswalks http://www.epa.gov/region8/qa/reference.html

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#6

Systematic Planning Approach

	The QMP must:
· Use a systematic planning approach for all work covered under this RFP.

At minimum, elements of a systematic planning approach that must be documented include:
· Identification and involvement of the project manager, sponsoring organization and responsible official(s), project personnel, stakeholders, scientific experts, etc. (e.g., all customers and suppliers)
· Description of the project goal, objectives, and questions and issues to be addressed;
· Identification of project schedule, resources (including budget), milestones, and any applicable requirements (e.g., regulatory requirements, contractual requirements, etc.)
· Identification of the type of data needed and how the data will be used to support the project’s objectives;
· Determination of the quantity of data needed and specification of performance criteria for measuring quality;
· Description of how, when, where, what, why and by whom the data will be obtained (including existing data) and identification of any constraints on data collection;
· Specification of needed QA and QC activities to assess the quality performance criteria (e.g., QC samples for both the field and laboratory, audits, technical assessments, performance evaluations, etc.); and
· Description of how the acquired data will be analyzed (either in the field or the laboratory), evaluated (i.e., data quality assessment, QA review, validation, verification, etc.), and assessed against its intended use and the quality performance criteria.
	Discuss the:
· how the Offeror will use the systematic planning approach in conducting all work covered under this RFP

as it relates to the QA Requirement Element #6 & Description. 

The proposal must refer to the EPA Guidance on Systematic Planning and the Data Quality Objectives Process (EPA QA/G-4) (2006)  http://www.epa.gov/region8/qa/reference.html and other applicable guidance documentation.

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#7

Approved Quality Assurance Project Plans, or equivalent
	The QMP must discuss and provide systems/processes to ensure that:
· the Offeror will develop EPA-approved Quality Assurance Project Plans (QAPPs), or equivalent documents (as defined by the QMP) for all projects and tasks involving environmental data
· the Offeror will obtain EPA review and approval by the EPA RQAM or authorized designee.
· QAPPs  must be approved prior to any data gathering work or use, except under circumstances requiring immediate action to protect human health and the environment or operations conducted under police powers. And, in instances requiring immediate action, the
· The R8 QA Document Review Crosswalk shall be completed and shall be provided with each QA document developed.

	Discuss the how the Offeror will assure that:
· EPA-approved QAPPs will be prepared for all projects and tasks involving environmental data (including existing data);
· will obtain EPA’s review and approval prior to any data gathering work or use (with noted exceptions); and
· use, complete and submit the Region 8 QA Document Review Crosswalk along with all draft QA documents submitted for EPA’s review

as it relates to the QA Requirement Element #7 & Description. 

The proposal must refer to the Region QA Document Review Crosswalk.  http://www.epa.gov/region8/qa/reference.html

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#8

Assessment, Reporting and Use of Existing Data
	The QMP must discuss and provide systems/processes to:

· ensure conductance of an assessment of existing data, when used to support Agency decisions;
· require an EPA-approved QAPP (or equivalent document as outlined in the QMP) is in place prior to collection and or use of existing data; 
· verify that the existing data are of sufficient quantity and adequate quality for their intended use; and
· describe management and reporting of existing data.
	Discuss the how the Offeror will assure that:
· an assessment of existing data for appropriate use in decision making;
· how to qualify existing data for appropriate use; and
· how to report and manage existing data

as it relates to the QA Requirement Element #8 & Description. 

The proposal must refer to the Region QA Document Review Crosswalk  http://www.epa.gov/region8/qa/reference.html and other applicable guidance documentation.

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#9

Implementation of Agency-wide Quality System Requirements
	The QMP must demonstrate how the Offeror will implement EPA’s Agency-wide Quality requirements including requirements outlined in EPA CIO2105-P-01-0.
	Discuss the how the Offeror will assure that it will implement EPA’s Agency-wide Quality requirements including requirements outlined in EPA CIO2105-P-01-0 as it relates to the QA Requirement Element #9 & Description. 

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	#10

Implement Corrective Actions

	The QMP must describe a system and process for implementation of corrective actions based on assessment results.
	Discuss the system and process for implementation of corrective actions based on assessment results as it relates to the QA Requirement Element #10 & Description. 

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#11

Appropriate Training

	The QMP must describe how the Offeror will establish, require and provide appropriate training for all levels of management and staff to ensure that QA and QC responsibilities and requirements are understood and carried out at every stage of project implementation.
	Discuss the how the Offeror will establish, require and provide for appropriate training for all levels of management and staff to ensure that QA and QC responsibilities and requirements are understood and carried out at every stage of project implementation as it relates to the QA Requirement Element #11 & Description. 

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.

	
#12

Policy to Assure Competency of Organizations Generating Environmental Measurement Data under Agency-Funded Acquisitions
	The QMP must include provisions to ensure that the Offeror will comply with EPA Policy to Assure Competency of Laboratories, Field Sampling, and Other Organizations Generating Environmental Measurement Data under Agency-Funded Acquisitions (March 28, 2011 available at: http://www.epa.gov/fem/pdfs/fem-lab-competency-policy.pdf)
	Discuss the how the Offeror will comply with EPA’s Policy to Assure Competency of Organizations Generating Environmental Measurement Data under Agency-Funded Acquisitions as it relates to the QA Requirement Element #12 & Description. 

In addition, a successful response/proposal must demonstrate:
· an understanding of the required Technical Evaluation Criteria (TEC) components;
· experience in successful implementation of each QA requirement and TEC component by describing examples from previous experiences conducted by the proposing organization and individual(s) proposed to conduct and/or oversee the work activities;
· that the organization and individual(s) proposed to conduct and/or oversee the work activities have an understanding of and capacity to implement each QA Requirement and TEC component as it relates to the work activities outlined in the RFP; and
· the Offeror’s ability to develop, implement, maintain, assess and document a quality system that demonstrates conformance to the minimum specifications of EPA CIO 2105 and ANSI/ASQC E4-1994.



