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Appendix A-5
Response to NDEP Comments on SOP-40 Data Review/Validation
dated July 16, 2007
1.
General comment regarding “Disclaimer”, BRC states ““BRC CONTRACTORS RESERVE THE UNRESTRICTED RIGHT TO CHANGE, MODIFY OR NOT APPLY THESE GUIDELINES IN THEIR SOLE, COMPLETE, AND UNRESTRICTED DISCRETION TO MEET CERTAIN CIRCUMSTANCES, CONTRACTUAL REQUIREMENTS SITE CONDITIONS, OR JOB REQUIREMENTS.”  BRC should take note that the Guidance for Data Usability in Risk Assessment (EPA, 1992) states that “Knowledge that SOPs were developed and followed increases confidence that the quality of the data can be determined, and the level of certainty in risk assessment can be established.” (Emphasis added) BRC is required to explain and document deviations from the SOPs.

Response: The sentence, “ANY DEVIATIONS FROM THE STANDARD OPERATING PROCEDURES SHALL BE DOCUMENTED IN THE DATA VALIDATION REPORT IN THE APPROPRIATE QUALITY CONTROL SECTION” has been added to the disclaimer.
2.
Section 1.0, please explain if the radiochemistry data be validated using any guidance that can be cited in this section.

Response: Radiochemical data will be validated using “Evaluation of Radiochemical Data Usability, U.S. Department of Energy, ES/ER/MS-5, April, 1995.”  This reference has been added to Section 1.0.
3.
Table 3, consider adding the “Z” qualifier that is discussed in 3.0, page 5, to this table.

Response: The “Z” qualifier has been added to the project-specific validation qualifier section of the table in Section 3.
4.
Section 4.0, the NDEP has the following comments:

a.
This section should address broken Chain-of-Custody (COC) issues.  

Response: A discussion of chain of custody issues has been added to Section 4.
b.
Holding times are not discussed in this section of the SOP but are included in Table 5.  Consider adding some text in this section that discusses how holding times will be validated.

Response: The Functional Guidelines are referenced in Section 4.2 for holding time exceedances.  A discussion on the evaluation of holding times and the appropriate action for qualifying the samples based on holding time exceedances has been added to Section 4.2
c.
Section 4.1.  The criterion for rejection volatiles that are ≥20 ºC is somewhat arbitrary.  Professional judgment should be used.  For example, if the samples were collected and shipped overnight, there should have been sufficient time to reach the 4±ºC criterion.  Non-detect volatile results for samples found above approximately 10 ºC should be considered for rejection.  

Response: It should be noted that historical data validation summary reports that have been approved by NDEP have not rejected data that were at 13 ºC.  Therefore, to maintain project consistency, BRC proposes that the criterion be adjusted to 15 ºC. This is also consistent with internal Laboratory Data Consultants (LDC) policy. In addition, text has also been added to Section 1.0 to note that data review/validation for the BMI Common Areas project will be directed by a qualified project chemist who will use professional judgment in all aspects of the data review/validation process.
d.
Section 4.2.  This section (and Table 5) should also include the steps for validating and qualifying calibration data where a Relative Response Factor (RRF) and model linearity (e.g. calibration coefficient) are part of the calibration steps.  

Response: The Functional Guidelines are referenced in Section 4.2 for calibration exceedances.  The Functional Guidelines include evaluation of relative response factors and action to take to qualify the data based on RRF exceedances.  Since the Functional Guidelines will be followed for RRF qualification, RRF information was not added to the table.  The sentence in the table, “Please see the appropriate National Functional Guidelines for individual criteria” has been revised to read, “Please see the appropriate National Functional Guidelines for individual criteria.  The RRF and linearity criteria in the Functional Guidelines shall be followed.”
e. Section 4.3, Table 5, and Blanks in General.  Validation and qualification of samples associated with blanks that contain contaminants should include professional judgment for both organic and inorganic analytes.  The 5X or 10X rules should not be used blindly.  Table 5 includes a number of cases where the samples will be censored (qualified with a “U”) based on blank contamination.  While this may be appropriate in the majority of cases, there are times where censoring data results in lost information that can be important in decision making.  For example, in cases where the analyte raw concentration is greater than the raw blank concentration, but less than 5 or 10X, and the analyte is near or above an important action level (e.g. the USEPA Region IX PRG or the USEPA MCL), professional judgment should be used to determine the best qualifier.  The use of professional judgment should be an option for all censoring cases included in Table 5.
Response: BRC understands that the use of professional judgment applies to all parameters of evaluation included in the Functional Guidelines, including qualifying data based on blank contamination. As noted above, text has been added to Section 1.0 to note that data review/validation for the BMI Common Areas project will be directed by a qualified project chemist who will use professional judgment in all aspects of the data review/validation process.
5.
Sections 5.1 and 5.2, and Table 5.  Sections 5.1 and 5.2 discuss the difference between Data Review and Data Validation; however the title to Table 5 is Data Review.  This would imply these rules are only to be used with Data Review.  Clarify the use of Data Review in Table 5 (including note 1).  Are these to be applied to both Data Review and Data Validation activities?

Response: Table 5 has been modified to make clear what parameters refer to data review and what parameters refer to data validation.
6.
Notes to Table 5.  Considering adding an overall data-review/validation qualifier in cases where both a J+ and a J- are encountered for a data point.

Response: BRC believes that the qualification of a sample indicating both a high bias and a low bias is not technically meaningful.  QC results may indicate a high bias based on one QC outlier and a low bias or undetermined bias based on another QC outlier.  The direction of the bias on the associated sample result cannot be determined. BRC suggests qualification in such sample results as a “J” without a bias indicator.
7.
Library.  The SOP uses the term “Library”, apparently in place of “Laboratory” throughout the document.

Response: The document has been revised to remove the term “library” and to make each reference appropriately reflect the Functional Guidelines and the SOP.
8.
Table 5.  The table should clarify that the J-TDS, J-CAB, and J-TDS & CAB qualifiers should be applied to all applicable ions and TDS (where appropriate).

Response: The text in Section 5.1 has been revised to specify that these qualifiers will be applied to applicable ions and TDS where appropriate.
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