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EXECUTIVE SUMMARY:



[Chemical name, % a.i., formulation type, include location of radioactive label; specific activity] was applied to indicate whether application was made to crop [include growth stage] or soil [indicate soil type] at [rate] of application lb a.i./A (kg a.i./ha). [Rotational crops] were planted at a number of time intervals post-treatment (days after treatment; DAT): x1, x2, x3 and x4 DAT.


[In a few sentences, describe the extraction and characterization techniques that were used to analyze residues in soil and the rotational crop matrices. Also indicate whether or not storage stability has been demonstrated for the samples in the study.]


[Describe the major residue(s) (i.e., > 0.1 ppm or > 10% of the TRRs) in soil. This description should include the identity of the residues in the soil (ppm parent-equivalents and % of the TRRs), if it is available. 


[Describe the major residue(s) (i.e., > 0.1 ppm or > 10% of the TRRs) in the plant-back crops. This description should include the identity and distribution of the residues in the plants and the residue levels (ppm parent-equivalents and % TRR). Indicate at which plant back interval the maximum residues occurred.]

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.
EXPERIMENTAL DESIGN

B.1.
Test Site and Crop Information
TABLE B.1.1.
Test Site Information

Testing Environment* and location
Soil characteristics


Type
% Sand
% Silt
% Clay
%OM
pH
CEC










* outdoor test plots, greenhouse, plant growth chambers, etc
[Explain any meteorological abnormalities that occurred during the conduct to the study.]

TABLE B.1.2.
Crop Information

Crop/crop group
Variety
Plant-back intervals (days)
Growth stage at harvest
Harvested

RAC
Harvesting procedure















B.2.
Test Materials
TABLE B.2.1.
Test Material Characteristics

Chemical structure
[Insert structure]
[Insert structure]

Radiolabel position



Lot No.



Purity



Specific activity (Bq)*



*Bq = disintegrations per second
B.3.
Study Use Pattern
TABLE B.3.1. Use Pattern Information

Chemical name


Application method


Application rate


Number of applications


Timing of applications


PHI (days)


B.4.
Identification/Characterization of Residues
B.4.1.
Sample Handling and Preparation

[Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was done prior to extraction.]

[If available, include a graphic (i.e., flowchart) of the extraction and fractionation schemes.]

[Briefly describe the extraction, fractionation and hydrolysis strategies for each tissue.  The description should including solvents used (ratios), the order of their use, the extraction procedures employed (i.e., blending, maceration, Soxhlet, etc.) and procedures used to release bound and conjugated residues (i.e., acid, base, or enzyme hydrolysis, exhaustive extraction, etc.). Justify the use of severe conditions (e.g., strong acid hydrolysis in the presence of heat, etc.).]

B.4.2.
Analytical Methodology

[Briefly describe the methods, including instrumentation and detectors, used for identification/characterization of the residues (LSC, TLC, GLC, HPLC, etc.). If applicable, very briefly describe difficulties with methods that fail to elucidate the nature of the residues or bound residues as in lignin, cellulose, protein solubilization methodologies.]

C.
RESULTS AND DISCUSSION
[Insert graphical representation of results to highlight trends in the data, if any, and reference all tables in the relevant parts of the discussion.]

[Discuss the adequacy of the storage stability data.] 


[Describe the methods used to conduct the metabolism study and to analyze the residues. Describe any impact that the methods per se may have had on the results. Discuss the method’s ability to extract the predominant residues from the various plant matrices. Report the accountability. Do the data demonstrate that residues are stable during storage?]


[Describe the residues in terms of levels, location in the plant (i.e., partitioning into leaves/stems/roots; i.e., is the chemical systemic), and adequacy for elucidating the nature of the residue in rotational crops. Point out the predominant residues. Discuss the partitioning of residues in the plants, including the effects of any variation in application techniques. Note that this is a stand-alone evaluation of the rotational crop study. As such, it is not appropriate to discuss residues of concern in this document.]

C.1.
Storage Stability
TABLE C.1.
Summary of Storage Conditions [Note: Add rows for analyses as needed.]

Matrix (RAC or Extract)
Plant-back interval (days)
Storage Temp. (°C)
Actual Storage Duration (days or months)
Interval of Demonstrated Storage Stability (days or months)













C.2.
Identification, Characterization, and Distribution of Residues
TABLE C.2.1. 
Total Radioactive Residues (TRRs) in [Matrices (including soil)].

Matrix
Plant-back interval (days)
Radiolabel Position 1
Radiolabel Position 2



ppm
ppm











TABLE C.2.2.
Distribution of the Parent and the Metabolites in Rotational Crop Matrices when Dosed with 14C-labeled [Chemical]. [Note: Modify the table and/or add tables as needed  to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]

Metabolite Fraction
Matrix 1
Matrix 2
Matrix 3


%TRR
ppm
%TRR
ppm
%TRR
ppm

Surface wash







   [Add a row for each identified compound]







   [Unidentified compound]







Organosoluble







   [Add a row for each identified compound]







   [Unidentified compound]







Aqueous soluble







   [Add a row for each identified compound]







   [Unidentified compound]







Table C.2.3.
Summary of Characterization and Identification of Radioactive Residues in Rotational Crop Matrices Following Application of Radiolabeled [Chemical] at [Rate]. [Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, plant-back intervals, and other aspects of the experimental design. Include soil data if available]

Compound
Matrix 1

TRR = xx ppm
Matrix 2

TRR = xx ppm
Matrix 3

TRR = xx ppm


% TRR
ppm
% TRR
ppm
% TRR
ppm

[Parent]







[Metabolite 1]







[Metabolite 2]







[Metabolite 3]







[Metabolite 4]







Total identified







Total characterized







Total extractable







Unextractable (PES)1







Accountability







1
Residues remaining after exhaustive extractions.

2
Accountability = (Total extractable + Total unextractable)/(TRRs from combustion analysis; see TABLE C.2.1) * 100.
C.3.
Proposed Metabolic Profile

FIGURE C.3.1. 
Proposed Metabolic Profile of [Chemical] in Rotational [Crops]

[Insert metabolic profile]
TABLE C.3.1.
Identification of Compounds from the Confined Rotational Crop Study

Common name/code

   Figure C.3.1  ID No.
Chemical name
Chemical structure













D.
INVESTIGATORS’ CONCLUSIONS

[Briefly summarize the results of the submitted confined rotational crop studies such as: routes or pathways, mechanisms involved and extent/degree of metabolism observed, nature, amount, and distribution of the TRRs in the plant tissues and capability of the analytical method to determine the identity of all components. 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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