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EXECUTIVE SUMMARY:

[Briefly identify (e.g., method number) and describe the analytical method, including the extraction/cleanup/analysis strategies, the analytes that the method will quantify, and the limits of detection and quantification.  Provide a summary of the recoveries obtained by the method and the acceptability of the method.  Has the method been shown to be specific to the target analyte(s) by either interference testing with other pesticides or through the use of specific detectors (e.g., GC/MS, HPLC/MS/MS).]
STUDY WAIVERS AND CLARIFICATIONS:


[Note if there are any waiver requests associated with this study.  Clarifications regarding the experimental design or results may also be specified here.]

COMPLIANCE:

Signed and dated GLP, Quality Assurance and Data Confidentiality statements [were/ were not]  provided. [List any GLP and/or QA/QC deviations from regulatory requirements and discuss whether or not they impact the validity of the study.]
A.
BACKGROUND INFORMATION

[Give background information on the active ingredient, its mode of action, and the purpose of the end-use product (one paragraph).]

TABLE A.1.
Test Compound Nomenclature

Compound
Chemical Structure

Common name


Company experimental name


IUPAC name


CAS name


CAS #


End-use product/EP


TABLE A.2.
Physicochemical Properties of the Technical Grade Test Compound [Note: add rows as needed]

Parameter
Value
Reference

Melting point/range



pH



Density



Water solubility ( __°C)



Solvent solubility (mg/L at __°C)



Vapour pressure at __°C



Dissociation constant (pKa)



Octanol/water partition coefficient Log(KOW)



UV/visible absorption spectrum



B.
MATERIALS AND METHODS
B.1.
Data-Gathering Method
B.1.1.
Principle of the Method:

[Briefly describe the method used to detect the analytes in matrices.]

TABLE B.1.1.
Summary Parameters for the Analytical Method Used for the Quantitation of [Chemical] Residues in [Matrices].

Method ID


Analyte(s)


Extraction solvent/technique


Cleanup strategies


Instrument/Detector


Standardization method


Stability of std solutions


Retention times


B.2.
Enforcement Method

[If the enforcement method is the same as the data-gathering method, state that the method is the same and delete the rest of Section B.2.]

B.2.1.
Principle of the Method:

[Briefly describe (including method type, detection type and column) the method used to detect the analytes in the crop matrices.]

TABLE B.2.1.
Summary Parameters for the Analytical Enforcement Method Used for the Quantitation of [Chemical] Residues in [Matrices].

Method ID


Analyte(s)


Extraction solvent/technique


Cleanup strategies


Instrument/Detector


Standardization method


Stability of std solutions


Retention times


C.
RESULTS AND DISCUSSION
C.1.
Data-Gathering Method
TABLE C.1.1.
Recovery Results from Method Validation of [matrices] using the Data-Gathering Analytical Method. Standards were prepared in [solvent]

Matrix
Spiking Level

(mg/kg)
Recoveries Obtained
Mean Recovery " SD (CV)












[Discuss the suitability of extraction solvent(s) and recovery results obtained with that of the metabolism (%TRRs) studies.  Is the method adequate to bracket the expected residue levels.   Is there a proposed confirmatory method or is the method specific (e.g., GC/MS, LC/MS/MS) to the analytes of interest?  Was an interference study conducted.]

TABLE C.1.2.
Characteristics for the Data-Gathering Analytical Method Used for the Quantitation of [Chemical] Residues in [Matrices].

Analyte


Equipment ID


Limit of quantitation (LOQ)


Limit of detection (LOD)


Accuracy/Precision
[range of percent recoveries " coefficient of variation (specify range) indicating acceptable/unacceptable accuracy/precision in the range of spiking levels ( x).]

Reliability of the Method/ [ILV]
[An independent laboratory method validation [ILV], method No. AAA , was conducted to verify the reliability of method No. AAA for the determination of (pesticide) residues in [matrices].  The values obtained are indicative that method No. is reliable].

Linearity
[The method/detector response was linear (coefficient of determination, r2= 0.xxx) within the range of xxx - yyy ppm.]

Specificity
[The control chromatograms generally have no peaks above the chromatographic background and the spiked sample chromatograms contain only the analyte peak of interest.  Peaks were well defined and symmetrical.  There appeared to be no carryover to the following chromatograms].

C.2.
Enforcement Method

If the enforcement method is the same as the data-gathering method, state that the methods are the same and omit the remainder of Section C.2.  [Discuss the suitability of extraction solvent(s) and recovery results obtained with that of the metabolism (%TRRs) studies.  Is the method adequate to bracket the expected residue levels.   Has the petitioner proposed a confirmatory method or is the method specific (e.g., GC/MS, LC/MS/MS) to the analytes of interest?  Was an interference study conducted.]

TABLE C.2.1.
Recovery Results from Method Validation of [matrices] using the Enforcement Analytical Method. Standards were prepared in [solvent]

Matrix
Spiking Level

(mg/kg)
Recoveries Obtained
Mean Recovery " SD (CV)











TABLE C.2.2.
Characteristics for the Enforcement Analytical Method Used for the Quantitation of [Chemical] Residues in [Matrices].

Analyte


Equipment ID


Limit of quantitation (LOQ)


Limit of detection (LOD)


Accuracy/Precision
[range of percent recoveries " coefficient of variation (specify range) indicating acceptable/unacceptable accuracy/precision in the range of spiking levels ( x).]

Reliability of the Method/ [ILV]
[An independent laboratory method validation [ILV], method No. AAA, was conducted to verify the reliability of method No. AAA for the determination of (pesticide) residues in [matrices].  The values obtained are indicative that method No. is reliable].

Linearity
[The method/detector response was linear (coefficient of determination, r2= 0.xxx) within the range of xxx - yyy ppm.]

Specificity
[The control chromatograms generally have no peaks above the chromatographic background and the spiked sample chromatograms contain only the analyte peak of interest.  Peaks were well defined and symmetrical.  There appeared to be no carryover to the following chromatograms].

C.3.  Independent Laboratory Validation

[Discuss the ILV in terms of whether or not it was conducted according to guideline specifications.  Discuss any method modifications that may impact the analyses of the residues (e.g., altered LOQ) that are suggested by the independent laboratory.]

TABLE C.3.1.
Recovery Results Obtained by an Independent Laboratory Validation of the Enforcement Method for the Determination of [Chemical] in [Matrices].

Matrix
Spiking Level (:g/g)
Recoveries Obtained
Mean Recovery " SD (CV)











D.
INVESTIGATORS’ CONCLUSIONS

[Are the methods adequate to quantitate the analytes in matrices for data gathering and have they been adequately validated?  If the method is the proposed enforcement method, is it suitable for enforcement?  Does the method require regulatory agency validation?  This should not be identical to the Results and Discussion section].

E.
REFERENCES

[Cite any study volumes used to support the data or conclusions presented in this evaluation.]
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