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EXECUTIVE SUMMARY:



[Chemical name] was administered [method of administration] to [number and breed of cattle or poultry] for [duration].  Dosing was made at [listing dosing levels in mg/kg feed].  [In a few sentences, describe the methods that were used to analyze residues in livestock matrices.  Also indicate whether or not storage stability has been demonstrated for the samples in the study.]  Following a preslaughter interval of [xx] days, residues were [list matrices and residue levels]. [Describe, qualitatively and quantitatively, the relationship between residue levels and dosing levels for the matrices addressed in the study.]

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 columns 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.
Livestock
TABLE B.1.1.
Description of Livestock Used in the Feeding Study.

Species
Breed
Age
Weight at study initiation (kg)
Health status
Description of housing/holding area















TABLE B.1.2.
Test Animal Dietary Regime

Composition of Diet
Feed consumption (kg/day)
Water
Acclimation period
Predosing













TABLE B.1.3.
Dosing Regime.

Treatment group
Treatment Type
Level of administered dose (mg/day)
Residue intake in diet (ppm)
Vehicle
Timing/ Duration















TABLE B.1.4
Sample Collection.

Milk/Eggs collected
Amount of milk or number of eggs produced during normal production
Urine, feces and cage wash collected
Interval from last dose to sacrifice (days)
Tissues harvested and analysed













B.2.
Sampling Handling and Preparation

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

B.3.
Analytical Methodology

[If there is a separate study volume that describes the method in detail, cite the study and briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the LOD and LOQ.  If the analytical methods differ significantly from methods described elsewhere, provide a complete description of the method.] 

C.
RESULTS AND DISCUSSION
[Insert graphical representation of results to highlight trends in the data, if any, and reference all tables in the relevant part of the discussion.  This should not be identical to the Results and Discussion section].


[Discuss whether or not the storage stability study (cite the study) supports the storage durations/conditions of samples in the crop field trials.  Include any pertinent information on corrections to residues due to in-storage dissipation.]


[Briefly comment on the analytical method’s suitability, providing information on the method validation (spiking levels, range of recoveries, average recovery and standard deviation), detector linearity, LOD and LOQ.  Provide confirmation that the chromatograms of control samples of various crop matrices are free from interferences.]


[Discuss the residue values, including the impact of any abnormal study conditions.  Discuss the feeding level/tissue residue relationship.  Is it linear for the entire range of tested feeding levels or only a subset of those levels.  How does the relationship impact the estimation of tissue residues from a specific feeding level?  Note that this is a stand-alone evaluation of the feeding study.  As such, it is not appropriate to discuss tolerance levels or harmonization issues in this document.]

TABLE C.1.
Summary of Concurrent Recoveries of  [Chemical] from [matrix].

Matrix
Analyte
Spike level (mg/kg)
Sample size (n)
Recoveries (%)
Mean " std dev















TABLE C.2.
Summary of Storage Conditions

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











TABLE C.3.
Residue Data from [ruminant/poultry] Feeding Study with [chemical].

Animal identication #
Matrix/Collection Time
Feeding Level (ppm)
Residues (ppm)











TABLE C.4.
Summary of Residue Data from [ruminant/poultry] Feeding Study with [chemical].

Matrix
Feeding Level (ppm)
Residue Levels (ppm)



n
Min.
Max.
Median

(STMdR)
Mean

(STMR)
Std. Dev.



















FIGURE C.1.
[Chemical] residues in [whole milk/eggs] as a Function of Time.  Residues are average values for each treatment group.
[insert graph]
FIGURE C.2.
 Linear Regression of Residues on Feeding Level [Note: if a linear model is not appropriate for the data, retitle the figure as needed.]

[insert graphs for each tissue]
TABLE C.5.
Summary of residues of [Chemical] in [whole milk/eggs] and tissues of a [species] from the depuration study.

Matrix
Study Day
Animal #
Residue (ppm)





















FIGURE C.3.
Depuration curve for residues of [Chemical] in [whole milk /eggs].
[insert graph]
D.
INVESTIGATORS’ CONCLUSIONS

[Briefly state the conclusions drawn from the study and the relationships between residue values in the livestock commodities and residue levels in feed.  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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