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	Appendix C – Demonstration of Capability

	529
	C.1
	Is all data applicable to the Demonstration of Capability retained and available?
	
	

	530
	C.1
	In laboratories with specialized “work cells” (a well defined group of analysts that together perform the method analysis), does the group as a unit meet criteria and is the demonstration fully documented?
	
	

	531
	C.1
	Are all Demonstrations of Capability documented through the use of the form in this appendix?
	
	

	532
	C.1
	Is a Demonstration of Capability (DOC) made prior to using any test method? (see 5.5.4.2.2).
	
	

	533
	C.1
	When an analyte not currently found on the laboratory's list of accredited analytes is added to an existing accredited test method, is an initial evaluation performed for that analyte?
	
	

	534
	C.1
	Does the laboratory document that other approaches to DOC are adequate?
	
	

	535
	C.1.a
	If required by mandatory test method or regulation, does the laboratory obtain a quality control sample is from an outside source? If not available, the QC sample may be prepared by the laboratory using stock standards that are prepared independently from those used in instrument calibration?
	
	

	536
	C.1.b
	Are the analyte(s) diluted in a volume of clean quality system matrix sufficient to prepare four aliquots at the concentration specified or if unspecified, to a concentration of 1-4 times the limit of quantitation?
	
	

	537
	C.1.c
	Are at least four aliquots prepared and analyzed according to the test method either concurrently or over a period of days?
	
	

	538
	C.1.d
	Using all of the results, is the mean recovery calculated in the appropriate reporting units and the standard deviations of the population sample (n-1) (in the same units) for each parameter of interest?
	
	

	539
	C.1.d
	When it is not possible to determine mean and standard deviations, such as for presence/absence and logarithmic values, does the laboratory assess performance against established and documented criteria?
	
	

	540
	C.1.e
	Does the laboratory compare the information from (d) above to the corresponding acceptance criteria for precision and accuracy in the test method? (if applicable) or in laboratory-generated acceptance criteria? (if there are not established mandatory criteria)?
	
	

	541
	C.1.e
	Does the analysis of actual samples only begin if all parameters meet the acceptance criteria? Note: If any one of the parameters do not meet the acceptance criteria, the performance is unacceptable for that parameter.
	
	

	542
	C.1.f.1-2
	When one or more of the tested parameters fail at least one of the acceptance criteria, does the analyst locate and correct the source of the problem and repeat the DOC for all parameters of interest?
	
	

	543
	C.2
	Is a copy of the certification statement retained in the personnel records of each affected employee?
	
	

	544
	C.3.1.a
	Doe the laboratory determine the Limit of Detection (LOD) for the method for each target analyte of concern in the quality system matrices?
	
	

	545
	C.3.1.a
	Do all sample-processing steps of the analytical method include the determination of the LOD?
	
	

	546
	C.3.1.b
	Is the validity of the LOD confirmed by qualitative identification of the analyte(s) in a QC sample in each quality system matrix containing the analyte at no more than 2-3 X the LOD for single analyte tests and 1-4 X the LOD for multiple analyte tests?
	
	

	547
	C.3.1.b
	Is this verification performed on every instrument that is to be used for analysis of samples and reporting of data?
	
	

	548
	C.3.1.c
	Where an LOD study is not performed, does the laboratory not report a value below the Limit of Quantitation?
	
	

	549
	C.3.2.a
	Does the laboratory determine the Limit of Quantitation (LOQ) for each analyte of concern according to a defined, documented procedure? Note: the LOQ study is not required for any component or property for which spiking solutions or quality control samples are not commercially available or otherwise inappropriate (e.g., pH).
	
	

	550
	C.3.2.c
	Is the validity of the LOQ confirmed by successful analysis of a QC sample containing the analytes of concern in each in each quality system matrix 1-2 times the claimed LOQ? Note: a successful analysis one where the recovery of each analyte is within the established test method acceptance criteria or client data quality objectives for accuracy. This single analysis is not required if the bias and precision of the measurement system is evaluated at the LOQ.
	
	

	551
	C.3.3.a
	When using Standard methods, does the laboratory evaluate the Precision and Bias of a Standard Method for each analyte of concern for each quality system matrix according to the single-concentration four-replicate recovery study procedures in Appendix C.1 above (or alternate procedure documented in the quality manual when the analyte cannot be spiked into the sample matrix and QC samples are not commercially available)?
	
	

	552
	C.3.3.b
	When using Non-Standard methods for Laboratory-developed test methods or non-standard test methods as defined at 5.5.4.3 and 5.5.4.4. that were not in use by the laboratory before July 2003, did the laboratory document procedure to evaluate precision and bias?
	
	

	553
	C.3.3.b
	Does the laboratory compare results of the precision and bias measurements with criteria established by the client, by criteria given in the reference method or criteria established by the laboratory?
	
	

	554
	C.3.3.b
	Do the precision & bias measurements evaluate the laboratory-developed or non-standard test method across the analytical calibration range of the method?
	
	

	555
	C.3.3.b
	Do the precision and bias measurements evaluate the laboratory-developed or non-standard test method across the analytical calibration range of the method? Note: Examples of systemic approach to evaluate precision & bias could be: (i) a validation protocol, such as the Tier l, Tier ll, and Tier lll requirements in US EPA Office of Water's Alternate Test Procedure (ATP) approval process, or (ii) replicate analysis of quality control samples at or near the LOQ, at the upper range of the calibration, & at a mid-range concentration, processed on different days as 3 sets of samples through the entire measurement system for each analyte of interest (see Appendix C.3.3(b) to NELAC Chapter 5 for further details)."
	
	

	556
	C.4
	Does the laboratory evaluate selectivity by following the checks established within the method? Note: This may include mass spectral tuning, second column confirmation, ICP inter-element interference checks, chromatography retention time windows, sample blanks, spectrochemical absorption or fluorescence profiles, co-precipitation evaluations, and electrode response factors.
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