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New Hampshire Department of Environmental Services

Quality Assurance System

Guidance on Annual QA System Program Self-Audits

January 2012
This document is intended to help program managers to fulfill the annual self-audit requirements in the DES Quality Management Plan - http://des.nh.gov/organization/commissioner/pip/publications/co/documents/r-co-06-3.pdf.   Members of the QA Team, who are identified on the DES Intranet under “Quality Assurance at DES,” can help address questions or concerns.
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1. 
Introduction to the DES Quality Assurance System

In carrying out its mission, DES relies upon many different types of data to evaluate and measure existing environmental conditions, to identify and understand areas of concern, to assign responsibility for these areas, and to communicate credibly on environmental issues to a wide variety of audiences.  

The data DES uses must be credible, and the quality of that data must be appropriate for its intended uses.  The Department, through its quality assurance system, uses a systematic approach to the management of data and overall quality assurance issues across DES.  This approach largely mirrors the principle of “Plan, Do, Check, React,” as taught by Dr. E. Edwards Deming, and others.
To accomplish this, every DES staff member must understand how their activities affect data quality issues, and know what they have to do to help produce quality data.  A  key element of this in DES’s Quality Assurance System is a requirment for each program to check their work for data quality issues at least annually.  

Implementation of the DES QMP is the responsibility of staff throughout the Department, with the guidance and support of the DES Senior Leadership Team, the QA Manager, Assistant QA Manager, and the QA Team, as well as program managers.

2. 
Definitions

Area for Improvement

The most important aspect of the Annual QA System Self-Audit process (whether filling out a Form A for those programs with a QA Manual or Program-level QAPP, or a Form B for those programs without one of these QA System documents) is to evaluate program operations to determine areas that are in need of improvement, as well as events where aspects of the program did not happen as outlined in the program’s QA Manual or QAPP.  These events are typically referred to as a system non-conformance (see definition below).  Program Managers must provide a listing of current year and prior year Areas for Improvement and Non-Conformances as part of completing Self-Audit Forms A or B.  Some examples include:  Needing to repair/replace a piece of equipment that will no longer hold its calibration; finding that a data point that did not meet quality standards escaped review and was used inapprpriately; needing to develop a new or updated SOP for a new or existing process/activity; or needing to improve or develop a new volunteer training program, etc.
Audit
A systematic examination to determine whether activities and related results comply with planned arrangements and whether the arrangements are implemented effectively and are suitable to achieve objectives.

Audit, First party
An audit conducted by members of the organization being audited.  The annual Self-Audits required in the DES Quality Management System are first party audits.

Audit, Second party
An audit conducted by individuals from within the same corporate body as the organization being audited, but who are not entirely independent.  Generally considered superior to first party audits.  An Audit of a program’s quality system by the DES QA Team is an example of a second party audit.

Audit, Third party

An audit conducted by people from an organization that is entirely independent from the organization being audited.  ISO 9000 and 14001 registration audits, and audits of DES by EPA are examples of third party audits.

Document

Any written, recorded information that is subject to change over time.  Procedures, plans, policies, and records are documents.  Documents may be controlled.  See Record.

Documented Procedure
A written document that details the method for an operation, analysis, or action with thoroughly prescribed techniques and steps, and that is officially approved as the method of performing certain routine or repetitive tasks.  Often in the form of a memo, but may be some other format such as graphic, as seen in the floor-layout charts in the 29 Hazen Drive conference rooms.  This memo may simply document reliance on a standard reference, such as Standard Methods for the Examination of Water and Wastewater.
Environmental Data

Any measurements or information that describe environmental processes, location, or conditions; ecological or health effects and consequences; environmental modeling; or the performance of environmental technology.

Non-Conformance
This term should not be confused with “non-compliance,” which is a legal issue.  Any event or item that does not conform to (or otherwise follow your QA System requirements, whether formally documented in a QAPP or QA Manual or not.  Non-conformances should be addressed by a corrective action process.     A non-conformance can also be thought of as an “Area for Improvement.”  Some examples include:  Not conducting a planned field or technical audit; not following a certain procedure as outlined in a written SOP (and data being called into question as a result); determining that certain data quality objectives are consistently not being met and pinpointing the root causes of this; and exceeding sample holding times, etc...   Note:  if you already have formal processes in place to identify any non-conformances and suggested remedies, in your Self-Audit report, please reference them and include copies of pertinent sections of the referenced documents.
Program
A functional unit of the New Hampshire Department of Environmental Services (DES) conducting a program defined in statute(s) or otherwise, for example in the DES Strategic Plan.  This administrative function will often be found at the Bureau level, but this varies across DES.  An example would be the Limnology Center Program within the Watershed Management Bureau of the Water Division.

Program Manager

The person responsible for conducting a specific DES program. This program management function is vested in people at different administrative levels within DES.  

Project Manager

The person that has direct knowledge and/or responsibility at the project or site-specific level.  

Record
A completed document that provides objective evidence of an item or process.  Records may include photographs, drawings, magnetic tape, or other data recording media.  Records are not generally subject to modification after they are created.  See Document.

Secondary Data
Data generated by others that is used in the program under consideration.  Plans and reports submitted by consultants are the most usual example.  In the DES QA System, use of secondary data must be managed, mainly by having effective data review procedures.
3. 
First Party Auditing in the DES QA System – the Condensed Version

This revision of the Guidance has been prepared especially to help program managers fill out the forms associated with the calendar year 2011 QA System Self-Audit process.  The forms are typically due to the DES QA Manager by 1/31 of each year, or by an alternate date (set by the QA Manager) identified in the e-mail kicking off the next round of self-audits.  Please see the September 2005 Implementation Guidance for Program Managers for summary information on the entire DES QA System (available at http://des.nh.gov/organization/commissioner/p2au/pis/qap/documents/guidance.pdf).  
Fundamentally, program managers are responsible to explicitly check, at least annually, whether their program’s work went as expected, what problems were encountered, whether procedures still meet program QA needs, and where improvements can be made.  
The checking must address the root cause of deficiencies, wherever this is possible, so that your procedures can be improved.  Most importantly, the checking must be documented.  It’s important to understand that this auditing is not to find fault with individuals.  The purpose is to find opportunities to do things better by identifying areas for improvement and committing to addressing them in a proactive way.  
An audit form is essential for this.  Using a form helps to ensure that all points are sufficiently covered, and the form itself can be used to record and communicate the results.  The forms to use for DES self-audits are discussed and presented below.

4. 
DES QA System Self-Audit Forms
The following pages include forms that program managers can use to help them audit their program’s quality system.  These forms will be signed and submitted to the DES QA Manager, Vincent Perelli, by January 31 of every year, or by an alternate date (set by the QA Manager) identified in the e-mail kicking off the next round of self-audits.  Forms should be signed by the program manager, but may be prepared by staff, as the program manager decides.  All questions need to be answered, especially the Special Question of the Year and inclusion of current and prior-year Areas for Improvement/Non-Conformances (See Definition Section).  The completed form can serve as documentation that the program has completed its audit and to communicate the results of the audit.  In this guidance, two options are available:

1. Form A is for those DES programs whose environmental data operations are described in one or more EPA-approved Quality Assurance Project Plans (QAPPs), or which have completed Quality Assurance Manuals.  

2. Form B is intended for programs that are in earlier stages of building a quality system and have not yet developed formal program QAPPs or QA Manuals.  Form B consists of several sets of questions, each of which are specific to individual topics within the DES QA System.  Each of them refers to a chapter or section of the DES Quality Management Plan.  Programs should fill out each applicable section using “N/A” or writing in a reference to another document, as appropriate.  This second form may also be useful to help programs with established quality systems to conduct a more complete self-audit.  As noted above, use of a form can ensure that everything is covered.  
Note:  After several self-audit cycles, programs should seriously consider compiling their previous Form B responses and other QA System documentation into a Program-level QAPP or a QA Manual.  Multiple Form B responses that are largely the same each year remain a priority for the 2011 Annual QA Self-Audits.
The DES QA Team requires the use of one of these two forms, as opposed to other forms that program managers may have or produce.  If you have questions, please refer to the QMP (available at http://des.nh.gov/organization/commissioner/pip/publications/co/documents/r-co-06-3.pdf), or contact the DES QA Manager Vince Perelli, the Assistant QA Manager Robert Minicucci, or any member of the DES QA Team.
2011 QA System Annual Program Self-Audit - Form A
(Note: Please fill out one Self-Audit Form per Program)

1.
Program Information:
	DES Program:
	     

	Bureau:
	     

	Division:
	     

	Name/Title of Reviewer:
	     


1a.
Do you have a Generic Program QAPP or Multi-Year Project QAPP?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
1b.
Does this program operate under a Program QA Manual?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
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If you answered “No” to both questions,           Use Form B instead.

If you answered “Yes” to one or both questions, proceed to Questions 2 - 4 below.
2.
Generic Program QAPP / Major Project QAPP / QA Manual Information

	QAPP or QA Manual Title:
	     

	Status:
	  Approved  FORMCHECKBOX 
        Under Review  FORMCHECKBOX 
        Not Yet Submitted  FORMCHECKBOX 


	Approved by:
	       EPA  FORMCHECKBOX 
                     DES  FORMCHECKBOX 
                          Other  FORMCHECKBOX 


	Approval date:
	     
	EPA RFA No:
	     


Note:  Every year, your multi-year QAPPs and QA Manual must be reviewed and updated, as necessary.   This is your report of the results of that review.  These results are sent to EPA each year.     

3.  You MUST attach the following items (check box!) as part of the REQUIRED annual review process:
· A copy of the cover and signature pages of the QAPP/QA Manual;

 FORMCHECKBOX 

· A bulleted list of suggested changes to the QAPP/QA Manual;


 FORMCHECKBOX 

· A list of the areas for improvements/non-conformances found in the 2010 
         Calendar year review and a description of how they were resolved (or not); and
 FORMCHECKBOX 

· A list of the new areas for improvements/non-conformances found in the 2011 
         Calendar year review and a schedule describing how they will be addressed.
 FORMCHECKBOX 

(NOTE: Use the following convention to list areas for improvement/non-conformances: YYYY-Consecutive number = e.g., 2011-01, 2011-02, etc.)

4.
Special Question: “If your program has been negatively affected by budget cuts (either directly or indirectly), please describe any coping strategies or work arounds that you may have employed to ensure that QA-related needs are still being met.  If ‘N/A,’ indicate this in your response.”
	Enter response here


I certify that the NHDES program under my supervision is participating in the DES Quality Assurance System, and that the above accurately reflects the annual self-audit of this program’s quality system.

Program Manager Signature: _____________________________________________

Printed Name:      ____________________________  Date:      ____________
	Tracking No.

(yyyy-##)
	Description of Area for Improvement or 

Non-Conformance
	Resolution / Schedule / Responsible Party

	2010-01
	The QAPP indicates that co-located canister samples were to be taken every 24th day at the Brickett Hill site in Pembroke.      Example Only
	Brickett Hill site ceased operations in December 2004.  Program Manager to update QAPP.

	2010-02
	The Emergency Plan guide needs to be updated to address boil order notices better and include new key sections (e.g. backup power, staff shortages, etc.)      Example Only
	Plan revisions are currently underway by Program Manager.  Timeframe = 6/1/10.

	2010-03
	Having trouble with data logger WMB-14a.  Needs to be repaired/replaced.       Example Only
	Data logger sent to XYZ repair shop.  Bad circuit board.  Need to order new unit before next sampling season, or by 4/30/10.  

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


2010 Areas for Improvement / Non-Conformances
	Tracking No.

(yyyy-##
	Description of Issue / Problem
	Resolution / Schedule / Responsible Party
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2011 New Areas for Improvement / Non-Conformances

2011 QA System Annual Program Self-Audit - Form B
(Note: Please fill out one Self-Audit Form per Program)

1.
Program Information:
	DES Program:
	     

	Bureau:
	     

	Division:
	     

	Name/Title of Reviewer:
	     


1a.
Do you have a Generic Program QAPP or Multi-Year Project QAPP?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

1b.
Does this program operate under a Program QA Manual?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
1c. 
Do you generate Project-Specific QAPPs of one year or less in duration? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If you answered “Yes” to questions 1a or 1b,              Use Form A instead.

If you answered “No” to both questions, proceed to Questions 2 & 3 below.

Also, if you answered “Yes” to 1c, proceed to Questions 2 & 3 below.
2.  You MUST attach the following items as part of the REQUIRED annual review process:
· A list of the areas for improvements/non-conformances found in the 2010 

         Calendar year review and a description of how they were resolved (or not); and
 FORMCHECKBOX 

· A list of the new areas for improvements/non-conformances found in the 2011 
         Calendar year review and a schedule describing how they will be addressed.
 FORMCHECKBOX 

NOTE: Use the following convention to list areas for improvements/non-conformances: YYYY-Consecutive number = e.g., 2011-01, 2011-02, etc.
3.
Special Question: “If your program has been negatively affected by budget cuts (either directly or indirectly), please describe any coping strategies or work arounds that you may have employed to ensure that QA-related needs are still being met.  If ‘N/A,’ indicate this in your response.” 
	Enter response here


Note: 
Were you aware that you could be filling out the shorter Form A if you compiled your QA-related decisions and standard operating procedures under a Program QA Manual or drafted a Generic Program QAPP?  The QA Team can guide you in this process. Some examples are available upon request.
When asked to “show/provide” documentation, a copy should be attached.  However, if the document in question is: a) book-length and b) readily available, (e.g., EPA guidance documents), then it should simply be incorporated by reference.  Do not hesitate to write N/A for any question or category that doesn’t apply to your program.  If the QA Team has questions about this, you will be contacted.
I certify that the NHDES program under my supervision is participating in the DES Quality Assurance System, and that the above accurately reflects the annual self-audit of this program’s quality system.

Program Manager Signature: _____________________________________________

Printed Name:      ____________________________  Date:      ____________
1.   Background Information:

	a. What data do you gather/use/compile?  Include data sources.

	     Enter response here

	b. What decisions are made using these data?

	     Enter response here

	c. Do you assess fees, build enforcement actions, develop public health standards, or similar actions based on the data?  If yes, please specify.  

	
Enter response here

	d. Who is the audience for the data?

	     Enter response here


2.   Data Quality Objectives (DQOs)
Ref: DES QMP Sec 8.3

	a. What are your data quality needs (known as “Data Quality Objectives” or “DQOs”)?  That is, how do you determine what data you need and how good (accuracy, precision, etc) it must be in order to be useful for decision-making?
Please attach documentation of your policy or decision on these DQOs.  If you have no documentation, please use this form to describe what your objectives on this issue are.

	     Enter response here

	b. How are these DQOs communicated to staff?

	     Enter response here

	c. Do your DQOs change when there are enforcement or similar concerns?

	     Enter response here


3.   Sampling
Ref: DES QMP Sec 8.4

	a. Show/provide written sampling procedures.   If none documented, describe them.

	    Enter response here

	b. How do you field-modify sampling procedures?    Show/provide approval procedures.

    How are changes approved?

    How are changes recorded?

    Provide documentation of field-modification guidance/procedures.

	    Enter response here

	c. How is staff trained in procedures?    Show/provide documentation.

	    Enter response here

	d. How are training records kept?    Show/provide documentation.

	    Enter response here

	e.
Question:  What QA training did staff complete this year?

	
Enter response here

	f. How is equipment calibrated?     Show/provide documentation.

	    Enter response here

	g. How are calibration records kept?    Show/provide documentation.

	    Enter response here

	h.
How do you ensure that your sampling methods and procedures meet your data needs?    Show/provide documentation.

	    Enter response here


4.  Field-Testing 
Ref: DES QMP Sec 8.5

	a. Show/provide written field-testing procedures.  If none documented, describe them.

	    Enter response here

	b. How do you field-modify testing procedures?   Show/provide approval procedures.  
    How are changes approved?    How are changes recorded?

    Provide documentation of field-modification guidance/procedures.

	    Enter response here

	c. How is staff trained in procedures?    Show/provide documentation.

	    Enter response here

	d. How do you check in-coming sample material?     Show/provide documentation.

	    Enter response here

	e. How is equipment calibrated?     

	    Enter response here

	f. How are calibration records kept?     Show/provide documentation.

	    Enter response here

	g. What field records are generated?    Show/provide copy of guidance/procedure.

	    Enter response here

	h. How are records kept in the office?     Show/provide a copy of procedure/guidance.

	    Enter response here

	i. How do you ensure that your testing methods and procedures meet your data needs?

	    Enter response here


5.   In-House Testing
Ref: DES QMP Sec. 8.6

Note:  This is intended for DES programs that do at least some of their own testing.  It is not intended for the Laboratory Services Unit, which has its own extensive QA program.  It is also not intended for programs or persons who take water or other samples and bring them to the DES Laboratory for testing.
	a. What type of in-house testing do you use?

	    Enter response here

	b. What methods are used?     Show/provide documentation.

	    Enter response here

	c. How do you ensure that protocols are up to date?     Show/provide documentation.

	    Enter response here

	d. How are data handled when a test is not run per specification?

	    Enter response here

	e. Show/provide copy of procedure for recording test results.

	    Enter response here

	f. Show/provide copy of procedure for communicating results to the data user.

	    Enter response here

	g. How is staff trained?    

	    Enter response here

	h. How are training records kept?     Show/provide documentation.

	    Enter response here


6.   Environmental Conditions Descriptions & Data
Ref: DES QMP Sec. 8.7

	a. 
How do you decide what information to record?    Provide documentation of decision

	   
Enter response here

	b. 
How is the information recorded?     If forms, provide copies.

	    
Enter response here

	c. 
Show/provide copy of procedures for taking field notes.     If none documented, describe them.

	 
Enter response here

	d. 
Show/provide copy of procedures or guidance for photo-documentation.  If none documented, describe them.

	   
Enter response here

	e. 
How is staff trained?     How are training records kept?       Show/provide documentation. 

	    
Enter response here

	f. 
How are (ad-hoc) deviations from procedures handled?    Before the fact?   After the fact?   If before, who approves the deviations?

	    
Enter response here

	g. 
How are (permanent) changes to procedures made?    Who approves?

    
How are they communicated to staff?      Show/provide example document.
     Is there a procedure for this process?

	    
Enter response here


7.  
Review & Validation of Data
Ref: DES QMP Sec. 9.2

	a. 
Show/provide any written guidance you have to describe how you check data before it is transmitted outside your program or used for making decisions, whether this is data generated by your program, or data you receive from others (“secondary data”).    If none documented, describe them.

	    
Enter response here

	b. 
Show/provide any written guidance you have to describe how you address data that does not meet your program’s needs.     If none documented, describe them.

	    
Enter response here

	c. 
Show/provide copy of procedures for taking field notes?     If none documented, describe them.

	    
Enter response here

	d. 
Show/provide copy of procedures or guidance for photo-documentation.   If none documented, describe them.

	    
Enter response here

	e. 
How is staff trained?    How are training records kept?

	    
Enter response here

	f. 
How are deviations from procedures handled?     Before the fact?   After the fact?

	    
Enter response here

	g. 
How are changes to procedures made?    Who approves?


How are they communicated to staff?     Show/provide example document.
     Is there a procedure for this process?

	    
Enter response here


8.
Retention of Data

Ref: DES QMP Chap. 6, Sec 6.2

	a.
Show/provide filing procedures.    If none documented, describing them using this form.

	    
Enter response here

	b. 
Do you keep back-up copies of any data?    How do you decide what to back up?     

Show/provide copy of procedure.

	    
Enter response here

	c. 
Show/provide procedures for securing files.     If none documented, describe them.

	    
Enter response here

	d. 
How long do you retain data?     Show/provide copy of data retention decision.

   
Include data removal/destruction decision.

	    
Enter response here


9.
Reporting Results 
Ref: DES QMP Sec. 8.8

	a. 
Who do you send data to?   Note: “Send” refers to anyone outside of the program, whether elsewhere in DES or external to DES.

	    
Enter response here

	b. 
Show/provide written guidance on reporting formats.

     
If none documented, describe them.

	    
Enter response here

	c. 
How do you decide who is responsible for signing the data reports?

      Show documentation of decision.

	    
Enter response here

	d. 
When reporting to different audiences, do you vary the form or type of report?

     
How is this decision made?

	    
Enter response here

	e. 
How is staff informed of proper reporting methods?

     
Provide example documentation.

	    
Enter response here


10.  System Reviews & Assessments

Ref: DES QMP Chapters 9 & 10

	a.
If you do other system assessments (apart from completing the Form B), please describe here.  Show/provide documentation for the last review.     Note:   This does not refer to ad hoc adjustments.

	    
Enter response here

	b. 
How do you document and correct areas for improvements/non-conformances – (i.e., times when your system did not work as expected or as well as it could have)?

	    
Enter response here


2010 Areas for Improvement / Non-Conformances

	Tracking No.

(yyyy-##)
	Description of Area for Improvement or 

Non-Conformance
	Resolution / Schedule / Responsible Party

	2010-01
	The QAPP indicates that co-located canister samples were to be taken every 24th day at the Brickett Hill site in Pembroke.   Example Only
	Brickett Hill site ceased operations in December 2004.  Program Manager to update QAPP.

	2010-02
	The Emergency Plan guide needs to be updated to address boil order notices better and include new key sections (e.g. backup power, staff shortages, etc.)   Example Only
	Plan revisions are currently underway by Program Manager.  Timeframe = 6/1/10.

	2010-03
	Having trouble with data logger WMB-14a.  Needs to be repaired/replaced.    Example Only
	Data logger sent to XYZ repair shop.  Bad circuit board.  Need to order new unit before next sampling season, or by 4/30/10.  QA Manager.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


2011 New Areas for Improvement / Non-Conformances

	Tracking No.

(yyyy-#)
	Description of Issue / Problem
	Resolution / Schedule / Responsible Party

	2011-01
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