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Introduction

This document provides guidance on the use of the Study Profile templates for residue chemistry study reports.  This guidance is additional to that already present in the Study Profile templates themselves.  The residue chemistry templates have been developed by EPA and Health Canada to facilitate data evaluation by providing the regulated community with a standardized layout and scope for the study report elements that serve as the core basis for decisions made by these regulatory agencies.  Templates have been developed for each US EPA guideline in the 860 series and each Health Canada PMRA Data Code in Directive 98-02 that require data review and/or summary:

860.1200
DACO 1.0


Directions for Use;

860.1300
DACO 6.2, 6.3

Nature of the Residue -- Plants and Livestock;

860.1340
DACO 7.2.1, 7.2.2, 7.2.3
Residue Analytical Method;

860.1360
DACO 7.2.4


Multi-residue Method;

860.1380
DACO 7.3


Storage Stability Data;

860.1400
DACO 6.4, 7.4, 7.8

Water, Fish, and Irrigated Crops;

860.1460
DACO 7.8


Food Handling; 

860.1480
DACO 7.5.1


Meat, Milk, Poultry, and Eggs;

860.1500
DACO 7.4.1, 7.4.2

Crop Field Trials;

860.1520
DACO 7.4.5


Processed Food and Feed;


860.1850
DACO 7.4.3


Confined Accumulation in Rotational Crops;

860.1900
DACO 7.4.4


Field Accumulation in Rotational Crops.

Items to note:

1. 
Though one of the goals of the templates is to standardize reporting layout and scope, the templates should be viewed as being flexible.  The templates are designed to produce a generic Study Profile.  This generic profile may not be suitable for a particular pesticide and the level of detail in some sections of the templates, including tables, may be increased or decreased depending on the needs of an individual chemical and/or study design.  In particular the tables included in the templates should be considered as a starting place and should be modified as needed.  If a particular table is not needed, then the study author should place "Not Applicable" in the first row and delete subsequent rows.  To maintain consistent table numbering, do not delete the tables.  In some cases, the study may require additional tables.  When adding tables, please follow the table numbering scheme in the Study Profile template and accommodate the new tables by adding an additional digit to the table number (e.g., if Table C.3.1 needs to be split into two tables, they should be numbered C.3.1.1 and C.3.1.2).

2. 
The overall structure of the templates should not be altered.  In order to facilitate evaluation, Agency scientists will need to be able to consistently locate information within the submission.

3. 
The Study Profiles are intended to present the study report elements that play a key role in the regulatory process.  As such, the Study Profiles should not be weighed down with non-critical information (e.g., detailed weather data for studies with “normal” weather conditions).

4. 
The Study Profile, alone, does not constitute a complete study submission.  Supporting data, as described in 40 CFR 158, are still required.

5. 
Study Profiles should not be merged across guidelines (e.g., 860.1500 Crop Field Trials and 860.1520 Processed Food and Feed should not be reported in the same Study Profile.).

COMMON ELEMENTS
Headers and Footers
Each template has a header that identifies the active ingredient and the type of study.  This should be completed to the best of the author’s ability.

Study Waiver/Clarifications
This section of the Study Profile serves as a place to discuss data waivers or areas that require clarification. Comments of a regulatory nature (e.g., tolerance levels or residues of concern) should not appear in the Study Profile.

Compliance
For the compliance section, the discussion should focus on non-GLP items and their impact on the conclusions or acceptability of the study.

Science Sections
Each Profile contains sections for Experimental Design (or Materials and Methods for methods Profiles), Results and Discussion, and Conclusions. Within each section, the author should not include information pertinent to other sections. For example, in the Experimental Design section, the reviewer should not include results, a discussion of the results, or any conclusions. The conclusion section should focus on the scientific “bottom line” of the data and not be a re-presentation of the entire study.

Note: Many of the Study Profiles contain a section in which the analytical method is described. In most cases, the method will be the data-gathering and/or tolerance-enforcement method that is addressed by an Analytical Method Study Report. In such cases, the Study Profile should contain only a short description of the method and its suitability for data analysis, leaving the full method description to the Method Study Report. Of course, if the method is not addressed elsewhere, it will need a full description and characterization in the study’s Study Profile.

GUIDANCE ON INDIVIDUAL GUIDELINES
OPPTS 860.1200
Directions for Use
DACO 1.0
There is no Study Profile template for this guideline.  Agency scientists rely on the submitted labels to obtain information related to the directions for use.

OPPTS 860.1300
Nature of the Residue -- Plants and Livestock
DACO 6.2, 6.3
The Nature of the Residue templates are more “open” due to the complexity of metabolism studies. For these studies in particular, the study author should consider the templates as a starting point for writing their report; however, the general structure of the templates should not be altered. The metabolism flowchart (FIGURE C.3.1.) is required.

Radioisotope data are often reported in units of microCuries (:Ci) or, less frequently, disintegrations per minute (dpm).  The official SI unit for reporting radioactivity is the Bequerel (Bq).  A Bq is defined as a disintegration per second.  To convert from dpm to Bq, divide by 60. To convert from Ci to Bq, multiply by 3.7x1010.

OPPTS 860.1340  
Residue Analytical Method
DACO 7.2.1, 7.2.2, 7.2.3
Section B.1.1 and Section B.2.1 - Principle of the Method. In the descriptive paragraph, include the principles of the method with respect to extraction and cleanup procedures and the principles of analyte detection and quantitation (e.g., HPLC/UV, GC/MS, etc.). Details regarding the instrument, column, and/or detector parameters are included in the table and do not need to be reproduced in the text.

OPPTS 860.1360  
Multi-residue Method
DACO 7.2.4
The report author should provide a summary of protocols that were used and the resulting recoveries.

OPPTS 860.1380  
Storage Stability Data
DACO 7.3
There is no additional guidance for this topic beyond that provided in the Study Profile template.

OPPTS 860.1400  
Water, Fish, and Irrigated Crops
DACO 6.4, 7.4, 7.8
The Water, Fish, and Irrigated Crops template is also more “open” due to the complexity of the studies. For this guideline, the study author should consider the templates as a starting point for writing their report; however, the general structure of the templates should not be altered. The metabolism flowchart (FIGURE C.3.1.) is required.

Radioisotope data are often reported in units of microCuries (:Ci) or, less frequently, disintegrations per minute (dpm).  The official SI unit for reporting radioactivity is the Bequerel (Bq).  A Bq is defined as a disintegration per second.  To convert from dpm to Bq, divide by 60. To convert from Ci to Bq, multiply by 3.7x1010.

OPPTS 860.1460  
Food Handling
DACO 7.8
There is no additional guidance for this topic beyond that provided in the Study Profile template.

OPPTS 860.1480  
Meat, Milk, Poultry, and Eggs
DACO 7.5.1
The Study Profile template has been set up to assume that residue-feeding level dependencies are best described by a linear relationship. The author should determine, for each livestock matrix, the most appropriate relationship between residues and feeding level. For Figure C.2, alter the figure title to accurately describe the relationship between residue levels and feeding level. Software packages are available to work with many different linear and non-linear regression models (JMP, EXCEL, SYSTAT, etc.).

OPPTS 860.1500  
Crop Field Trials
DACO 7.4.1, 7.4.2
The Crop Field Trial template is designed to be used for both magnitude of the residue data and residue decline data. If the data are submitted in the same study, it is not necessary to generate a separate residue decline Study PRofile. 

Site-Specific Information. Specific data regarding cultivation, irrigation, fertilizer and maintenance chemicals, and weather should be included in the Profile if they impact the results of the study. In most cases, the information requested in the site characterization table is sufficient.

OPPTS 860.1520  
Processed Food and Feed
DACO 7.4.5
There is no additional guidance for this topic beyond that provided in the Study Profile template.

OPPTS 860.1850  
Confined Accumulation in Rotational Crops
DACO 7.4.3
The Confined Accumulation in Rotational Crops template is also more “open” due to the complexity of radio-labeled studies. For these studies in particular, the study author should consider the templates as a starting point for writing their report; however, the general structure of the templates should not be altered. The metabolism flowchart (FIGURE C.3.1.) is required.

Radioisotope data are often reported in units of microCuries (:Ci) or, less frequently, disintegrations per minute (dpm).  The official SI unit for reporting radioactivity is the Bequerel (Bq).  A Bq is defined as a disintegration per second.  To convert from dpm to Bq, divide by 60. To convert from Ci to Bq, multiply by 3.7x1010.

OPPTS 860.1900  
Field Accumulation in Rotational Crops
DACO 7.4.4
Site-Specific Information. Specific data regarding cultivation, irrigation, fertilizer and maintenance chemicals, and weather should be included in the Profile if they impact the results of the study.  In most cases, the information requested in the site characterization table is sufficient.

�






