“Conducting Analytical Work in Support of Regulatory Programs” Planning Checklist 

for the [add project name or number]


	QA Section
	Information required
	Yes
	No

	1. Organization and Personnel
	a) Do you have any unique functions or R2A2s that are not adequately described in PNNL’s current R2A2s or the R2A2s specified in this plan? Http://sbms.pnl.gov/common/ra00d010.htm 
	
	

	
	Comments/Explanation: 

	
	b) Do you have a person designated as responsible for conducting assessments to this plan and for performing the Quality Representative’s role? If No, then designate a person.  The Division Quality Manager can be of assistance in determining the correct individual.
	
	

	
	Comments/Explanation: 

	3. Receiving and Handling Samples
	a) Will you use the Chain of Custody form provided in the Subject area?  If No, how will you document Chain of Custody (e.g., Logbook or otherwise)?
	
	

	
	Comments/Explanation: 

	
	b) Do you have a mechanism for ensuring security of samples other than facility access control?  If yes, then specify.
	
	

	
	Comments/Explanation: 

	
	c) Do you have mechanisms in place for maintaining the integrity of sample(s) once received (e.g., refrigeration, preservation, etc)? Specify.
	
	

	
	Comments/Explanation: 

	
	d) Do you use a Chain of Custody form to document final sample disposition (e.g., disposal, return, consumed)?  If No, how is final disposition documented?
	
	

	
	Comments/Explanation: 

	4. Calibration 
	a) For externally calibrated M&TE (balances, pipettes, thermometers, etc) do you use manufacturer tolerances?  If no, specify control limits used and provide justification.
	
	

	
	Comments/Explanation: 

	
	b) Will you use pipettes?  If so, how do you document performance checks (data sheet, logbook, log, etc.)
	
	

	
	Comments/Explanation: 

	
	c) Will the project maintain the above calibration records?  If No, specify location for project reference.
	
	

	
	Comments/Explanation: 

	
	d) Are all calibration sections of the subject area applicable to your work (e.g., inorganic, organic, radiochemical, physical)?  If No, specify your scope.
	
	

	
	Comments/Explanation: 

	5. Quality Control
	Are all quality control sections of the subject area applicable to your work (e.g., inorganic, organic, radiochemical, physical)?  If No, specify your scope.
	
	

	
	Comments/Explanation: 

	6. Data Quality Calculations
	a) Are all portions of this section applicable to your work (e.g., organic, inorganic, radiochemical)?  If No, specify your scope.
	
	

	
	Comments/Explanation: 

	
	b) Specify how you determine sensitivity based upon the requirements listed in this section (e.g., do you calculate and report IDLs?  How do you determine your EQL?).
	
	

	
	Comments/Explanation: 

	7. Procedures
	a) Do you have procedures in place to cover analytical work identified in this subject area?  If No, describe what is needed (e.g., test plans, develop new procedure).
	
	

	
	Comments/Explanation: 

	
	b) Will you implement this section as written (i.e., or do you have additional requirements)?  If so, document or reference your requirements.  
	
	

	
	Comments/Explanation: 

	9. Records Management
	Will the project maintain all records?  If No, specify location of records for project reference.
	
	

	
	Comments/Explanation: 

	10. Document Control
	Will the project use PNNL Document Control?  If No, then describe process and send to PNNL Document Control for approval.
	
	

	
	Comments/Explanation: 

	6. Common Data Quality Calculations
	Define approach/scope for control charting (tabulation vs. chart, analytes, QC, etc.).
	
	

	
	Comments/Explanation: 

	11.  Performance Evaluation Program
	 Identify participation in specific internal and/or external Performance Evaluation Programs.


	
	Comments/Explanation:

	2. Planning
	Have the following items been agreed to with the client?

· The required precision, accuracy, and sensitivity (e.g., IDL, MDL, MDC) for each analyte and analytical method

· The necessity of applying regulatory holding times before sample collection.  Note: The project manager and client negotiate scheduled delivery, and the client is notified of the need for prompt delivery of samples to accommodate short holding times (e.g., the project manager may negotiate that if the client is requesting a 48-hour hold time, the sample must be received at the laboratory within 12 hours from sample collection.

· The necessity for the laboratory to provide notice within 24 hours of samples received

· Specifications for storage, disposal and/or return of excess sample, sample extracts, and laboratory wastes generated during sample preparation and analysis

· The necessity for delivery of a data package that may be validated (if so, then relevant information such as who will validate the data, what data will be validated, who will write the validation procedure, and how the data will be sent to the validator may be needed)

· The requirements of this plan are applied to all analytical work except as modified by client- or project-specific DQOs/DQRs.  In this case, clear written instructions must be received from the client and project concurrence must be obtained before submission of samples.

· The need for unique chain of custody requirements above and beyond those stated in this plan and the required forms.

· Data turn around times including the type of information, level of approval, data reporting format and means of delivery

· The necessity for using regulatory methods.  Note: Where a site activity requires using a specific regulatory method (e.g., permits, NPDES), and the regulatory method is in conflict with this plan, the calibration and QC requirements in the regulatory method take precedence.

· If a regulatory-based method is not applicable to the sample matrix, a method based on proven technology and agreed upon between the project and the client before the start of work is used.

· In the absence of an existing method, the necessity of developing a Test Plan or adapting a regulatory method
	
	

	
	Comments/Explanation:  


Approval: _______________________________​​​​​​​​​​​​​​​​______________________________date__________________

Concurrence: ___________________________________________________________date__________________
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