Quality Assurance Project Plan (QAPP) Template:

State Environmental Results Programs (ERPs)
Funded by EPA State Innovation Grants (SIGs)

[REMOVE THESE TWO PAGES BEFORE SUBMITTING.]
PURPOSE: This DRAFT template is intended to help improve the quality assurance (QA) capabilities and understanding of State Innovation Grant (SIG) recipients that are undertaking Environmental Results Programs (ERPs)—initiatives that use a combination of technical assistance, self-certification, inspections, and statistically based performance measures to improve environmental performance in small-business sectors.  This template is expected to improve the rigor and consistency of Quality Assurance Project Plans (QAPPs) submitted to EPA and thereby improve both SIG project design and the quality and usability of the data and analysis resulting from SIG projects.  The design of this template is also expected to streamline the QAPP submission and review process, potentially leading to earlier project implementation. 

BACKGROUND: This QAPP template was prepared based upon review of EPA guidance on QAPPs, and past SIG proposals and QAPPs.  In its structure, this template adheres closely to the recommended QAPP review sheet.  This structure will help ensure broad applicability and a streamlined review process for EPA Regions and Headquarters.  In content, the template provides "boilerplate" language that is likely to be useful for many SIG recipients.  However, every project is unique, and you should tailor the text to suit your needs.

Please note that this template is not an official EPA document, has not undergone review by all relevant EPA QA specialists, and may be modified in the future based upon such review.

ASSUMPTIONS: This template was prepared to meet the needs of a “typical” state ERP.  It assumes that all major components of a traditional ERP will be employed.  If your initiative is a modified ERP, you may need additional guidance beyond that which is provided in the template.  

USAGE: Text that is enclosed in square brackets and highlighted in yellow is meant to be changed by the user.  (You might want to change other text as well, depending on the nature of your initiative.)  Guidance/advice for particular sections is enclosed in Microsoft Word comments.  If you are using a version of Microsoft Word from 2003 or later, set View to “Print Layout” and comments will appear in the right-hand margin.  If you are using an earlier version of Word, you will see the comments when the mouse passes over particular flagged passages or in a window at the bottom of the screen.  With these earlier versions of Word (or with other word processors), you might find it easier to view a hardcopy or electronic copy of the Adobe PDF version of the template, also available from EPA's National Center for Environmental Innovation.  You may find it helpful to view the hardcopy while editing the electronic text in your word processor. 

Hyperlink usage.  Depending on your version of Microsoft Word and your user settings, you might be able to access hyperlinked documents and web pages by simultaneously pressing “Ctrl” and right-clicking with your mouse, or you might need to copy and paste the URL directly into your browser.

PRE-SUBMISSION CLEANUP:  Before submitting your customized QAPP to EPA, it is recommended that you remove yellow highlighting, make sure all bracketed text has been replaced with your own text, and update the table of contents and lists of tables and/or figures.  You may also wish to remove Microsoft Word comments that you and other readers are not likely to need in the future.  Instructions on how to carry out these tasks are included below.  Note that the instructions were developed based on commands and functions available in Microsoft Word 2003.  If you are using a different version of Microsoft Word, you may find that the commands in your version are slightly different than the commands described here. 

Removing highlighting.  To remove all highlighting, first select all text in the document by choosing “Edit/Select All” from the menu.  Click on the arrow next to [image: image1.png]


 (the highlighting icon) on the toolbar and then select “None” from the color options available in the pop-up window.  (If you do not see [image: image2.png]


 on the toolbar, make sure that the formatting toolbar is visible by right-clicking anywhere in the toolbar area.  If “Formatting” is not selected, click on it.)  Highlighting in the header must be taken out separately.  Double-click on the header, select the highlighted text, and proceed as above. 

Removing bracketed text.  To make sure that all bracketed text has been replaced, use the search function in Microsoft Word, found under “Edit/Find” on the menu.  Type “[“ or “]” in the box next to “Find What” and then click “Find Next.”  Replace any brackets you find and repeat the process until a pop-up window appears, indicating that no occurrences of the search term were found.  Be sure to check the header for bracketed text as well. 

Updating table of contents, etc.  To update a table of contents or other reference table (e.g., list of figures), first select the reference table by clicking anywhere on the table.  With the table selected, press the F9 key.  Note that when you update a reference table, any text or formatting that you have added to the table is lost. Note also that the table of contents and other reference tables are generated based upon the formatting styles used for the headings for different sections and subsections of this template.

Removing comments.  To delete all comments from the document, click on the arrow next to [image: image3.png]


 (“Reject Change/Delete Comment”) and then click “Delete All Comments in Document.”  (If you do not see [image: image4.png]


 on the toolbar, make sure that the reviewing toolbar is visible by right-clicking anywhere in the toolbar area.  If “Reviewing” is not selected, click on it.)  To delete an individual comment, right-click on the comment and click "Delete Comment."

AMENDING THE QAPP: This template assumes that the QAPP submitted with your proposal/workplan will not have all of the details you will need before you begin data collection.  It assumes that you will amend your QAPP in the future after completion of key planning steps, but before data collection begins.
VERSION NOTES: this draft QAPP template was prepared initially in June 2004.  In September 2005, this template instructions section was added, along with some minor formatting improvements and a suggestion for users to provide an abstract.  The substance of this template remains unchanged from the June 2004 version.
[Insert state agency name here]

[Insert project title here]

Quality Assurance Project Plan

[Insert agency name and address here]

[Insert full contact information for project manager] 

Abstract
:  This document details a quality assurance plan to guide the successful implementation of [name of project].  [Provide a very brief summary of the project, to orient the reader.  Two to three sentences should be sufficient.  A more detailed description of the project will be given in A6.]
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A3.
Distribution List
Each person listed on the approval sheet and each person listed under Project/Task Organization will receive a copy of this Quality Assurance Project Plan (QAPP).  Individuals taking part in the project may request additional copies of the QAPP from personnel listed under Section A4.

This document has been prepared according to 
the United States Environmental Protection Agency publication EPA Requirements for Quality Assurance Project Plans dated March 2001 (QA/R-5).  
A4.
Project/Task Organization

Personnel involved in project implementation are listed in Table 1, and shown as an organization chart in Figure 1.

	Table 1: Project Implementation Personnel

	
	
	

	Individual
	Role in Project
	Organizational Affiliation

	
	Project Manager
	

	
	QA Manager/Officer
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


The [Insert agency name] Project Manager will be responsible for the following activities:

· Conduct outreach with regulated industry and internal/external stakeholders

· [Insert other tasks here]
· Maintain official, approved QAPP
· Develop amended QAPP

· Issue quarterly and annual reports to U.S. EPA

[Contractor, if applicable; if contractor name not known yet, identify as contractor to be determined (TBD)] will be responsible for the following activities:

· [Insert contractor tasks here, including tasks specifically related to QA/QC]
[Partner, if applicable; if partner name not known yet, identify as partner to be determined (TBD)] will be responsible for the following activities:

· [Insert partner tasks here, including tasks specifically related to QA/QC; e.g., a community group assisting in the identification of the facility universe]

The participating facilities will be responsible for submitting self-certification materials and, if applicable, returning to compliance.

Figure 1: Project Organizational Chart
[insert chart]
A5.
Problem Definition/Background

Rationale for initiating the project
   
[Insert text related to the problem this project is trying to solve] 

Objectives of the project
[Insert  text
 explaining anticipated outcomes and decisions/outcomes (both regulatory and non-regulatory) to be taken based upon the data collected.]
Regulatory information, applicable criteria and action limits  
[Identify regulatory information, applicable criteria, action limits, etc. that are necessary to the project.
]

A6.
Project/Task Description

Project overview 
This project will allow [Insert agency name] to explore whether an approach modeled upon the Environmental Results Program (ERP) can help achieve these goals, while improving regulatory cost-effectiveness.   The Environmental Results Program (ERP) is an innovative approach to solving high-priority environmental problems in industry sectors largely comprised of small businesses.   The ERP concept combines technical assistance, self-certification, inspections, and statistically based performance measurement in order to reduce environmental impacts of business.
The promise of ERP is that it will cost-effectively reduce environmental impacts of small businesses that may present a substantial cumulative environmental risk.  Businesses targeted so far by ERP include gas stations, auto salvage yards, auto body and mechanical repair shops, dry cleaners, and printers.  ERP can help environmental agencies identify previously unknown facilities, measure performance, increase regulatory efficiency, and help improve overall environmental performance.  ERP is in part designed to help facilities that want to comply but don’t understand their requirements, and evidence suggests that ERP can motivate firms to comprehensively review their environmental performance and take needed action to come into compliance and adopt best practices.

Project summary and work schedule

This project's major tasks and timeline are outlined in the table below.

	Table 2: Schedule of Major Project Tasks

	
	
	
	

	Task Name
	Task Description
	Start Date
	End Date

	Outreach

	Outreach to internal and external stakeholders (including targeted facilities) about the project.
	
	

	Goals identification
	Finalize the goals of this project, upon which metrics will be based
	
	

	Measures identification   
	Finalization of metrics to be tracked by this project.
	
	

	Facility identification

	Determine the exact characteristics of facilities to be included in this project, and compile a list of facilities from reliable sources.  [In some cases: work with community groups, industry associations, etc. to actively identify targeted facilities.]

	
	

	Statistical methodology   
	Development of a statistical methodology to drive performance measurement and analytical tasks.
	
	

	Data input & management   
	Development and implementation of an approach to cost-effectively inputting and managing ERP data, including primary and secondary data.  Primary data consists of data from inspection reports and facility forms (including self-certification forms). Secondary data sources include lists of facilities from regulatory and private-sector databases.  
	
	

	QAPP finalization & approval  
	Finalize QAPP based upon results of the measures identification, statistical methodology, and data management tasks.
  Primary data collection will not occur before relevant parts of the QAPP are finalized and approved by EPA.  
	
	

	Baseline inspections  (establishing a performance measures baseline) 
	Inspections at facilities to establish a baseline for performance measures.  Facilities selected at random from the entire targeted population, based upon sample design from statistical methodology.
	
	

	Baseline analysis
	Analysis of inspection data to establish a baseline for the project's performance measures.
	
	

	Facility assistance   
	Delivery of compliance/technical assistance to facilities, which is expected to take the form of workbooks, fact sheets and/or workshops.
	
	

	Self-certification   
	Implementation of a [voluntary/mandatory] facility self-certification approach.  Self-certification refers to the submission of a legally binding record of a facility’s compliance and beyond-compliance
 practices.
	
	

	Analysis of self-certification results
	Analysis of self-certification data, with primary purpose of identifying opportunities for selective follow-up (next step).
	
	

	Selective
 follow-up   
	Selective follow-up with self-certifying facilities, based upon analysis of self-certification data.  Selective follow-up may include phone calls, inspections and enforcement.  Selective follow-up is not typically based upon a random sample.
	
	

	Post-certification inspections   
	Inspections at facilities to establish whether sector performance measures (and other measures) have changed since the baseline.  Inspection data also used to cross-check self-certification data at inspected facilities.    Facilities selected at random from the entire universe of facilities, based upon sample design from statistical methodology.  

	
	

	Data analysis   
	Analysis of baseline, self-certification, and post-certification data to understand change in facility performance and overall outcomes of interest.  Assessment of project efficiency. 
	
	

	Reporting to EPA   
	Reporting shall include quarterly, annual and final reports.
	
	

	[Other??]
	
	
	


Geographic focus  
[ID locations of facilities to be studied]

Resource and time constraints  
[Insert, to best of your knowledge]

A7.
Quality Objectives and Criteria

Detailed performance measures
This project is primarily interested in the following list of likely performance measures.  Note that one of the tasks of this project involves revisiting and reaffirming/revising these draft performance measures. The final list will be submitted in a QAPP amendment. [Insert draft list of performance measures this project will track and analyze.]

Quality objectives
Quality objectives for these performance measures will be developed as part of the Measures Identification and Statistical Methodology tasks.  Specific quality objectives for these measures as a group (and, if necessary, individually) will be provided in the anticipated amendment to the QAPP.

The amendment to the QAPP will ensure that the quality objectives for these performance measures are appropriate for the regulatory and non-regulatory decisions to be made based upon those measures.  This determination will take into account both the best practices for similar projects and the resources available for this project.  In part, the Project Manager will rely upon EPA's Generic Guide to Statistical Aspects of Developing an Environmental Results Program (2003) for advice in making decisions related to the optimizing the following aspects of data quality for this project:
· Precision

· Bias

· Representativeness

· Completeness
· Comparability

· Sensitivity (if applicable)

A8.
Special Training/Certification

The [Insert agency name] and [if applicable, insert contractor/partner name] will develop and deliver mandatory and voluntary training sessions to key parties to ensure quality data collection, to the extent practicable.   

Mandatory intensive in-person training sessions will be delivered to the following individuals to ensure quality data collection:

· inspectors who will be collecting baseline and post-certification data

· data-entry personnel who will be processing data from inspections and self-certification responses
· QA/QC personnel (if any additional training is needed to familiarize them with the project)
· Individuals who will be compiling the database containing the universe of facilities

Each session will cover proper data collection and QA procedures.  Training will be augmented by debriefing personnel shortly after their tasks have begun, to correct and clarify appropriate practices.  
Voluntary intensive in-person training sessions will be offered to the self-certifying facilities.  Facilities will also be provided with clear written instructions on how to prepare and submit data, and they will be able to call a phone number to ask anonymous questions if they wish.  
The Project Manager is responsible for ensuring that all personnel involved with data generation (including state personnel, contractors, and partners) have the necessary QA training to successfully complete their tasks and functions.  The Project Manager will document attendance at all training sessions.  Attendance records for voluntary trainings may not include names, given privacy/confidentiality concerns.
The Project Manager is also responsible for ensuring the self-certification materials sent to facilities clearly document how facilities should properly prepare and submit their data.

A9.
Documents and Records

Report format/information
The format for all data reporting packages will be consistent with the requirements and procedures used for data validation and data assessment described in this QAPP.
Document/record control
The recording media for the project will be both paper and electronic
.  The project will implement proper document control procedures for both, consistent with [Insert agency name here]'s Quality Management Plan.  For instance, hand-recorded data records will be taken with indelible ink, and changes to such data records will be made by drawing a single line through the error with an initial by the responsible person.  The Project Manager will have ultimate responsibility for any and all changes to records and documents. Similar controls will be put in place for electronic records.

The [Insert agency name] Quality Assurance Officer shall retain all updated versions of the QAPP and be responsible for distribution of the current version of the QAPP.  The [Insert agency name] Quality Assurance Officer and the [Insert agency name] Project Manager will approve annual updates.  The Project Manager shall retain copies of all management reports, memoranda, and all correspondence between the [Insert agency name] and all project personnel identified in A4.

Other records/documents
Other records and documents that will produced in conjunction with this project include:

· Inspection checklists and reports
· Self-certification forms

· Return-to-compliance forms 

· Non-applicability forms 

· Enforcement documentation

· Facility outreach materials, including workbook, fact sheets, brochures, etc.  
· Amended QAPP 

· Readiness reviews (see below) 

· Data handling reports

· Quarterly and annual progress reports to EPA
· Project final report (to include discussion of QA issues encountered, and how they were resolved)
Storage of project information
[where, and for how long
]
Backup of electronic files 
[Insert backup plans for documents & records.
]  

B
DATA GENERATION AND ACQUISITION

B1.
Sampling Process Design (Experimental Design)

A key task in this project will be to develop a sound statistical methodology for collecting and analyzing facility data, in order to draw inferences related to the selected performance measures.  The major quality objective will be to collect representative data that truly reflect the conditions of the universe of facilities that this ERP focuses upon . Facility data is of two types:  (1) inspection data, which will be collected by trained [Insert agency name] inspectors from randomly sampled facilities, and (2) self-certification data
, which will be collected from facilities through a mail survey process.  Facilities will be required to respond, so this step is similar to a census.
  While the precise methods are not know at this point, they are expected to be built upon the advice given in EPA’s Generic Guide to Statistical Aspects of Developing and Environmental Results Program (2003).
This section of the QAPP will be amended upon completion of the project-specific statistical methodology.

B2.
Sampling Methods

As described above, the primary data collected and used by this ERP will come from a survey data collection process.  This section of the QAPP will be amended upon completion of the project-specific statistical methodology, which will detail the statistical sampling methods to be used.  As mentioned elsewhere, that methodology will be prepared consistent with 
the principles identified in the EPA's Generic Guide to Statistical Aspects of Developing an Environmental Results Program (2003).  
Preparation of data collection instruments
All data collection instruments will be subject to multiple rounds of review by relevant internal and external stakeholders to help assure the collection of high-quality and representative data.  Data collection instruments will be prepared in accordance with the guidance on data collection instruments provided in EPA's Generic Guide to Statistical Aspects of Developing an Environmental Results Program (2003). Specifically, preparation will follow the checklist for data collection instruments provided in an appendix of that guide.       

B3.
Sample Handling and Custody

Upon completion of paper checklists, inspectors will sign the checklists. Inspectors will enter data from paper checklists into the electronic database.  Facilities will mail signed forms into [Insert agency name], where data-entry staff will input data into the electronic database. 
 
Chain of custody is not relevant 
to this project.  
Data entry QA procedures
Procedures for entering hand-written data into the database will follow standard quality assurance procedures (e.g., 100% verification using independent double key entry), consistent with [Insert agency name]'s Quality Management Plan.  Detailed quality assurance procedures for data entry and acceptance will be prepared during the development and implementation of a data management strategy.  The final QAPP will reflect the strategy.

B4.
Analytical Methods

This project will follow well-recognized statistical analytical methods for survey samples.  This section will be amended upon completion of the detailed statistical methodology
.   No physical tests or chemical analyses are anticipated for this project.

B5.
Quality Control

This project will undertake the following specific  steps to measure/estimate the effect of data errors, consistent with [Insert agency name]'s Quality Management Plan.  
Crosschecking data
Primary data collection forms will be designed in such a way to allow internal crosschecking of data by comparing answers of different questions to each other, and such crosschecking will be automatic for electronically entered data. Further, post-certification inspections will offer the opportunity to compare inspection results with self-certification results, if the facilities sampled have submitted self-certification forms.
Data anomalies
Procedures for handling data anomalies (such as outliers and missing data) will be handled based on guidance prepared in the project-specific statistical methodology.
Quality control statistics
The quality control statistics to be used in this project are described in more detail in section D3.

B6.
Instrument/Equipment Testing, Inspection and Maintenance

This section is not relevant to this project.  The project will not involve such scientific instruments and equipment.

B7.
Instrument/Equipment Calibration and Frequency

This section is not relevant to this project.  The project will not involve such scientific instruments and equipment.

B8.
Inspection/Acceptance for Supplies and Consumables

This section is not relevant to this project.  The project will not involve such supplies and consumables. 

B9.
Non-Direct Measurements  (I.e., Secondary Data)

This project will rely upon secondary data to identify the facilities in the target population. [Identify any other anticipated uses of secondary data
]  
	Table 3: Non-Direct Measurements (i.e., Secondary Data)


	
	
	
	

	Data Sources
	Intended Use
	Rationale for Use

	Acceptance Criteria


	[Insert agency name] database of facilities
	Identifying the target population, for the sample
	Commonly accepted source of facility list
	All records will be accepted unless sample response indicates facility should not be part of target population.  [Insert agency name] will crosscheck any facility that self-identifies as non-applicable to this project.

	[insert other known data sources, with similar language for each column]
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Key resources/support facilities needed
[Insert agency name] will require access to the data sources mentioned above, and this information will be managed within the database created/utilized for the overall project.  [Insert agency name] does not anticipate any obstacles to this approach.
Determining limits to validity and operating conditions

Database containing the list of targeted facilities will be designed such that the original source for all facility data is marked, and procedures will be in place such that only the Project Manager can officially remove a facility entry from the target population.  In such cases, facility entry will not be deleted from the database but will be marked as nonapplicable, and corrective data will be provided in fields parallel to the original data.
[Add more information about this topic if using different kinds of secondary data]

B10.
Data Management

As part of this project, [Insert agency name] [if applicable, also mention contractor involvement] will develop a data management strategy, and amend the QAPP based upon the strategy.  The Project Manager is responsible for ensuring that that strategy is developed and that the QAPP is amended to reflect that strategy. The strategy will be consistent with the existing [Insert agency name]'s Quality Management Plan.  Once amended, this QAPP section on data management will provide information on the following issues
:

· Data management scheme, from field to final use and storage

· Standard recordkeeping and tracking practices, and document control system (citing relevant agency documentation)

· Data handling equipment/procedures that will be used to process, compile, analyze, and transmit data reliably and accurately

· Individuals responsible for elements of the data management scheme

· Process for data archival and retrieval
C
ASSESSMENT/OVERSIGHT

C1.
Assessment and Response Actions

The Quality Assurance Officer will conduct a Readiness Review immediately prior to the five  major data collection tasks
:  identifying targeted facilities, baseline inspections, self-certification, targeted follow-up, and post-certification inspections..  The QA Officer will report findings to the Project Manager, who will take corrective action (if any is necessary) before the data collection task begins.  Further, the Project Manager and QA Officer will thoroughly debrief project implementation staff a short time after beginning their respective implementation tasks, to identify emerging/unanticipated problems and take corrective action, if necessary.
C2.
Reports to Management

Three kinds of reports will be prepared: readiness reviews (described above), regular quarterly and annual progress reports, and project final report.  Progress reports will note the status of project activities and identify whether any QA problems were encountered (and, if so, how they were handled).  Project final report will analyze and interpret data, present observations, draw conclusions, identify data gaps, and describe any limitations in the way the data should be used.
	Table 4: Project QA Status Reports

	
	
	
	

	Type of Report
	Frequency
	Preparer
	Recipients

	Amended QAPP
	Once, before primary data collection begins
	[Insert agency name] Project Manager
	All recipients of original QAPP

	Readiness Review
	Before each major data collection task
	[Insert agency name] QA Officer
	[Insert agency name] Project Manager, [project manager supervisor?]

	Progress Report
	Quarterly
	[Insert agency name]
	U.S. EPA Project Officer (Copying US EPA OPEI)

	Progress Report
	Annually
	[Insert agency name]
	U.S. EPA Project Officer (Copying US EPA OPEI), stakeholders

	Final Project Report 
	Once 
	[Insert agency name]
	U.S. EPA Project Officer (Copying US EPA OPEI), stakeholders


D
DATA REVIEW AND EVALUATION
D1.
Data Review, Verification and Validation

This QAPP shall govern the operation of the project at all times.  Each responsible party listed in Section A4 shall adhere to the procedural requirements of the QAPP and ensure that subordinate personnel do likewise.

This QAPP shall be reviewed at least annually to ensure that the project will achieve all intended purposes.  All the responsible persons listed in Section A4 shall participate in the review of the QAPP.  The Project Manager and the Quality Assurance Officer are responsible for determining that data are of adequate quality to support this project.  The project will be modified as directed by the Project Manager.  The Project Manager shall be responsible for the implementation of changes to the project and shall document the effective date of all changes made.

It is expected that from time to time ongoing and perhaps unexpected changes will need to be made to the project.  The Project Manager shall authorize all changes or deviations in the operation of the project.  Any significant changes will be noted in the next report to EPA, and shall be considered an amendment to the QAPP.  All verification and validation methods will be noted in the analysis provided in the final project report.
D2.
Verification and Validation Methods

To confirm that QA/QC steps have been handled in accordance with the QAPP, a readiness review will be conducted before key data collection/analysis steps, and data handling reports will be prepared after each step.  These reviews and reports will be consistent with [Insert agency name]'s Quality Management Plan.  Standard statistical tests (described below in Section D3) will be used to determine the extent to which inferences can be drawn from the sample data.   
D3.
Evaluating Data in Terms of User Needs
This section will be written and finalized after completion of the project-specific statistical methodology, which will be developed consistent with [Insert agency name]'s Quality Management Plan and EPA's Generic Guide to Statistical Aspects of Developing an Environmental Results Program (2003).  This section will present the following information: 

Meeting and reporting needs of your project
This section shall contain a description of how the results of the study will be analyzed and evaluated to determine whether the needs of the project were met and then reported.

Mathematical and statistical formulae
This section shall contain details of formulae that will be used to calculate precision, accuracy/bias, completeness, comparability and sensitivity (if applicable) of the project data.

Approach to managing unusable data
This section shall contain a description of what will happen if data are unusable, with particular emphasis on the impact of such unusability on data representativeness.

� Includes data from self-certification forms, return-to-compliance forms, and non-applicability forms. [the latter may not be relevant for voluntary programs]





�Abstract.  This is not a formal, required element of the QAPP, but it is a useful way to give the reader a basic overview of the project before getting into details.


This section must:


-- list QAPP information sections


-- indicate document control information � (i.e., in header)





Also, from Region 1: page header information should include the revision number.


�You may also wish to reference the American National Standard for quality assurance systems (ANSI/ASQC E4-1994), with which the QAPPs for all EPA grantees must conform, and USEPA's Guidance for Quality Assurance Project Plans (2002).  The latter document has been included in your SIG binder, and contains fairly readable guidance for the novice.


�  This section must accomplish the following:


-- identify key individuals involved in major aspects of the project, including contractors and partners


-- identify the responsibilities of key individuals


 IT Dept'r data.________-- indicate that project QA manager position is independent from unit generating data


-- identify individual responsible for maintaining the official, approved QAPP


-- Provide an organizational chart showing lines of authority and reporting responsibilities


�NOTE:  FOCUS ON PROBLEM IN THIS SECTION.  PROJECT APPROACH DESCRIBED IN NEXT SECTION.


�Provide background information from a historic, scientific and/or regulatory perspective; summarize the known information/data about the problem.


�Keep it big picture. This is a very important part of the QAPP, and reviewers will use this information to determine whether the quality objectives defined in the QAPP are sufficient for the importance of the outcomes/decisions.] 


[Sample outcomes might be: reducing collective air emissions from facilities in X sector in order to address environmental justice issues, moving a geographic area out of nonattainment, etc.]  


[Sample decisions might be: decide whether to reduce or increase regulatory attention on the sector; e.g., reducing inspections over the long haul]


[BE SURE TO DIFFERENTIATE BETWEEN DECISIONS MADE BASED ON INSPECTION DATA AND ON CERT DATA, BECAUSE THE TWO ARE COLLECTED WITH VERY DIFFERENT METHODS.]  


�E.g., compliance with state and federal hazardous waste regulations, emissions factors, etc.] [again, keep it big picture] [you may want to note that this list is preliminary and the final list will be provided in an amendment to the QAPP.]


�Please recognize that primary data collection cannot begin until after approval of a fully completed QAPP.


�It may be helpful for you to create separate tasks for internal and external stakeholder processes, rather than the single task year.  Also, you may find it helpful to separate stakeholder discussions from the marketing-style outreach associated with project implementation.


�In a typical ERP, this step involves identifying the total universe of facilities from which the random samples will be drawn.  In non-ERP projects, this step involves the identification of participating facilities.


Please note that this would qualify as primary data collection, and would require development of rigorous facility identification protocols, training of personnel involved in identification, etc., similar to other primary data collection tasks.�


�If your ERP is also collecting primary data to identify facilities (e.g., working with community groups to identify unlicensed facilities), the collection of this data should not begin until after the QAPP is approved.


�If applicable in this ERP


�In ERP, this is sometimes called "targeted follow-up," but try to avoid the word "targeted" in this context for the purposes of the SIG process.


�For voluntary ERPs, add the following:  “If resources allow, this project may collect representative samples from sub-populations (e.g., to compare the performance of certifiers to non-certifiers).  [Insert agency name] recognizes that analytical challenges are presented by such an approach.  Such challenges will be addressed in the statistical methodology, and the approach will be reflected in the amended QAPP."


�E.g., state-wide, wherever dry cleaners are located; in only the 8 southernmost counties, named…; etc.  Providing a map may be helpful.  Note that in some cases you may have additional geographic locations being studied besides just the facility locations (e.g., if you are collecting data on outcomes from outside the geographic area that facilities are located in).  If you do have such additional geographic locations, you should list them here, and explain.


�ID project budget and other resources (like staff time) that may not be on proposal budget.  ID any known time constraints (e.g., project completion deadline; unchangeable deadline for a particular phase, such as self-certification; seasonality issues that influence when you want to collect inspection and self-certification data.)


�Insert the performance measures you have identified in your proposal. Mostly, these are high-level measures, equivalent to ERP EBPIs.  May also include measures such as number of workbooks distributed, attitude change among workshop participants, project efficiency, etc.


�This is primarily important when primary data collection occurs.  E.g., when community members walk the streets to ID facilities.


�Difference:  Records cannot be amended once written (e.g., completed inspector checklists).  Documents can be (e.g., QAPPs, SOPs).


�Also note if photographs or video are to be used.


�These records document protocols used in data reduction, verification, and validation. Data reduction addresses data transformation operations such as converting raw data into reportable quantities and units, use of significant figures, recording of extreme values, blank corrections, etc. Data verification ensures the accuracy of data transcription and calculations, if necessary, by checking a set of computer calculations manually. Data validation ensures that QC criteria have been met.





�Be sure to cover both paper and electronic information, and other media (like video) if applicable.  You may be able to cite agency SOPs/QMP, if applicable


�  May be different for each kind, if stored in separate locations on the network.  Most likely, you can refer to your IT Dept’s procedures.


�Strike this sentence if ERP is voluntary, and note that facilities will self-determine whether to respond.  Also note if incentives are to be provided for voluntary participation.


�If possible/known, also reference other relevant survey sampling procedures or environmental sampling procedures sampling methods, such as any identified in your agency's Quality Management Plan.


�Modify this paragraph if inspectors or facilities will provide data directly into an electronic format (e.g., inspectors using tablet PC's, facilities using Internet forms).  If so, may need to add language that indicates section will be amended upon completion of electronic data input/management strategies.  May also need to describe procedures for electronic signature.





If physical/chemical tests and analyses are to be undertaken, you will need to cite appropriate sample handling procedures for such tests.  Your agency's QMP or SOPs may provide the appropriate citation.


�Revise this if chain of custody is relevant.


�Note that, if you intend to use risk factors or other multipliers to estimate outcomes from facility-specific data, your analytical method probably ought to be described here.  Please note that discussion of the uncertainty associated with any risk factors/multipliers you might be using should be discussed in section B9, regarding secondary data.


�Revise if necessary.  If physical/chemical analyses are anticipated for this project, you need to cite the methods to be used.  These may be contained within your agency's QMP or agency standard operating procedures.


�


Note:  this section will need more detail if environmental samples/lab analyses are to be undertaken.





QC is “the overall system of technical activities that measures the attributes and performance of a process, item, or service against defined standards to verify that they meet the stated requirements established by the customer.” QC is both corrective and proactive in establishing techniques to prevent the generation of unacceptable data, and so the policy for corrective action should be outlined. This element will rely on information developed in section A7, “Quality Objectives and Criteria for


Measurement Data,” which establishes measurement performance criteria.





Section must include:


-- For each type of sampling, analysis or measurement technique, identify QC activities which should be used, such as blanks, spikes, duplicates, etc., and frequency of those activities


-- Detail what should be done when control limits are exceeded, and how effectiveness of control actions will be determined and documented


-- Identify procedures and formulas for calculating applicable QC statistics such as for precision, bias, outliers and missing data.


�Strike this paragraph and revise if your ERP will be collecting this kind of technical field data.  Also, this could potentially need to be amended if electronic data collection methods are used (e.g., tablet PC, Web collection).  Testing of the instruments and the interfaces would be a good idea, to make sure that what goes in is what goes out.  You may be able to refer to your agency's SOPs/QMP.


�Strike this paragraph and revise if your ERP will be collecting this kind of technical field data. You may be able to refer to your agency's SOPs/QMP. 


�Strike this paragraph and revise if your ERP will be collecting this kind of technical field samples.  Also, if your inspectors will be using photographic film, you will need to address that in this section.  You may be able to refer to your agencys SOPs/QMP.


�Previously collected data are frequently used in projects.  It is necessary to establish the quality of this kind of data.  Sources of previously collected data that may be used should be identified and discussed here, such as photographs, topographical maps, meteorological data (air dispersion information, for instance), publications, background information from facility or state files, etc.


�e.g., using historic regulatory compliance data for purposes other than simple facility identification.  Or using ambient environmental data not collected by this project.  Providing acceptance criteria for these data may be challenging at this stage.  May be advisable to indicate that the statistical methodology will deal with this issue.





A risk factor or other kind of multiplier used to estimate outcomes based upon facility-specific data is another kind of secondary data source.


�If you're wondering how to fill out parts of this table and other parts of this section on secondary data, you may want to read pages 47 to 57 of USEPA's Guidance for Quality Assurance Project Plans (2002), enclosed in your binder.


�i.e., relevance to the project.


�Ideally, your project would use only peer-reviewed documents/records.  In many cases, this is not possible however.  In all cases, it is important to identify uncertainty associated with the data, and how you will take this uncertainty into account in your approach.


�E.g., internal checks of the program and beta testing


�When revising the QAPP, create a subsection for each of the bulleted issues below, formatting the headers similarly to other similar headers in the document, so the table of contents will calculate properly.


�Right now, this formal "readiness review" may not be necessary, but some sort of readiness review would be advisable.


�The purpose of this element is to describe, in detail, the process for validating (determining if


data satisfy QAPP-defined user requirements) and verifying (ensuring that conclusions can be correctly


drawn) project data.








i

