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	Section Title
	Summary of Changes (Effective 4/16/18)

	Various
	As Applicable
	NOTE FOR REVISED DOCUMENT: Applicable sections were substantially revised to reflect changes to rule 62-160.330. The revisions include clarifications, deletions and additions, as well as reformatting and renumbering. See summary details below for the most significant changes.

	1.0
	Introduction
	· Rewritten to introduce topics in the manual as reflected in changes to rule 62-160.330.
· Limited-use and statewide-use methods defined.
· Concept of new method removed.

	2.0
	Demonstration of Capability (DOC)
	· Some of the existing information for this topic has been retained and reorganized. 
· Added allowance to combine DOC and Method Detection Limit (MDL) determination at 1-to-4 times the determined Practical Quantitation Limit (PQL) for the proposed method. 
· Added requirement to perform DOCs per published method, if applicable, and per the applicable module of the 2016 TNI Standard, if lab certification is required, to include initial and ongoing demonstrations of capability; and, to include requirements for method validation for use of alternative, modified and non-standard methods, per Module 2 of the 2016 TNI Standard.
· Added examples for "clean matrix." 

	3.0
	Determination of MDL and PQL
	· Kept requirement to determine MDL in clean and applicable environmental matrices, but gives the department discretion to require the environmental matrix determination, if interferences are likely. 
· Revised to indicate that MDL protocols in Appendix B-2 may be used (changed from "must"), and, if required by a DEP rule, the MDL protocol indicated in the rule must be used.
· Expanded the list of examples of environmental matrices. 
· Added a requirement to determine a PQL for the validated method using a defined procedure, which must be included in the method SOP or lab quality manual, and added that a PQL must also be determined by applicable lab certification requirements (i.e., per the NELAC or TNI standard currently required by rule). 
· Required that documentation of the PQL determination must be provided as part of the validation package.

	4.0
	Equivalency Study
	· The equivalency study section has been largely rewritten and expanded.
· Gives discretion to the Department to determine what type of equivalency study to require, depending on the scope of approval requested. 
· Allows options for how many analysts and workgroups can participate in the study, but recommends that analyst/group configurations should reflect the laboratory’s anticipated routine work arrangements for use of the method. 
· Overall, added emphasis on the 95% confidence level for equivalency demonstration. 
· The original requirements for a 7-replicate study in environmental matrix is retained, with an optional 7-replicate study in clean matrix added, when the method application will not anticipate interferences. 
· For 7-replicate method (overlap of confidence intervals), allowed use of more replicates with corresponding adjustment to statistics used, and allowed combined study to also perform DOC/MDL determinations. 
· Added some clarifying explanation for using the interval overlaps to demonstrate equivalency, and clarified in section 4.1.2 that the example given includes a PQL represented as a simple multiple of the MDL.
· Added a new section for paired field sample comparison studies. Gives discretion to the department to require a paired sample study if performance or interferences necessitate more robust evaluation of the method. Requires the department to determine the details of the co-collection sampling procedures and sample locations in collaboration with the requester. Requires a minimum of 30 sample pairs collected over a variety of conditions and sources, but allows a smaller paired sample set with appropriate justification. Requires statistical evaluation of the differences between paired sample results at the 95% confidence level using the compared methods. Listed examples of acceptable statistical tests for the pair-wise comparison, and allowed for other suitable tests, when justified by the requester. Describes an acceptable demonstration of equivalency when no statistical difference between methods is indicated, except that the department may determine that a calculated significant difference is of no practical consequence for the use of the data, and may accept the equivalency of the methods on such a basis, regardless of the statistical results.

	5.0
	Interlaboratory Collaborative Study for Statewide Use Methods
	· Retained the basic requirements of the original text. 
· Clarified that the sample concentrations tested should bracket the range of any critical values relevant to use of the method, such as a regulatory limit or quantitative concentration target, and the precision of the method at each tested concentration should not exceed the determined critical values.
· Clarified that multiple laboratories must participate, and listed the example of the AOAC protocol, where at least 5 and up to 8 labs may be required.

	6.0
	Approval of Alternative and Modified Methods
	Added a new section that summarizes requirements for approval of the validated method according to rule 62-160.330, and indicates that department approval will be based on the scope of the validated method.

	7.0
	[bookmark: _Toc467566450]Required Documentation for Method Validations
	· Retained the basic requirements of the original text, but expanded the list of documentation topics with further clarifications and a few additional items, such as sample preservation procedures not contained in the DEP SOPs (if applicable) and relevant literature references. 
· Added requirement to specify each part of a published method that has been modified for approval. 
· Required a complete specification of the applications for which the proposed method will be used.
· Required the submittal of a laboratory SOP for the proposed method, and provided examples of topics to be addressed in the SOP. 
· Expanded and clarified the list of types of required validation data, including those for calibration, quality control, DOC and equivalency determinations. 
· Clarified the list of additional information needed from all labs participating in a statewide-use study, including the study protocol implemented, the raw and reduced lab data, and a complete presentation of the statistical analysis and results of the collaborative study. 

	Appendix A
	Glossary
	· Various edits to definitions were made in this section per revisions to rules in 62-160 discussing alternative and modified methods, to update the use of terms in the document. 
· Removed definition for new method.
· Clarified that any of the MDL protocols in Appendix B-2 may be used, but a specific protocol must be used when specified in a DEP rule.
· Added definition for TNI.

	Appendix B
	Calculations and Applicable Formulae
	· Most of original text retained for section B-2, with the following changes: 
· Clarified that MDLs may be determined by protocols in section B-2, but a specific MDL procedure must be used if needed to meet Department DQOs or if indicated in a DEP rule, and required that a later version of the EPA MDL protocol in 40 CFR Part 136 must be used if the later revision is specified in a DEP rule. Added data used for Safe Drinking Water Act compliance as another criterion requiring use of the EPA MDL protocol.
· Added a requirement in B-2 that the PQL must be determined by a defined procedure and gave examples. Required the PQL procedure to be included in a method SOP or lab quality manual. Added a reference to a preceding section (3.3) for requirements for determining PQLs. Added a narrative description of what a PQL represents. 

	Appendix C
	References
	· Updated AOAC standard citation to the 2012 version.
· Updated the EPA MDL procedure reference to the 7-1-16 edition of 40 CFR Part 136.
· Standard Methods 1080 (Reagent Water) deleted as a reference.
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