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1. PURPOSE

To provide guidance and a standard procedure for auditing records
conprising the field portions of residue and environnental fate studies. Such
studies were submtted to the Agency in support of applications for research
or marketing permts for pesticide products regul ated by EPA [ Sections 3, 4,
5, 8, 18, and 24(c) of the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA), as anended].

2. SCOPE

Thi s standard operating procedure (SOP) will be used in auditing records
conprising the field portions of studies conducted to determ ne the nature
and magni t ude of resi dues of pesticides and their netabolites and degradati on

products in soil, water, and raw agricultural comvodities. These studies
i nclude residue chemstry, field rotational crop, and field dissipation
(terrestrial, aquati c, forestry, | ong-term soil, and prospective/

retrospective groundwat er nonitoring).

3. OUTLI NE OF PROCEDURES

Test System (Site/Plot) Selection

Site-specific maps
Site description
Site product use, history, and application

Characterization of the Test Substance

Shi ppi ng and Recei pt Records of Test Substance
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Test Substance Application

! Application of test substance
1 Calibration of field equipnment
1 Test substance sanpling

O her Agrochem cal Application and Field Mintenance
Test System Sanpling and Sanpl e Shi prment

Met eor ol ogi cal Conditions

Pr ot ocol

St andard Operating Procedures

4. REFERENCES

4.1 EPA OPPTS Test Quidelines Series 835, Fate, Transport and
Transformation, U S. Environnental Protection Agency, Ofice of
Prevention, Pesticides and Toxic Substances (OPPTS), Wshi ngton,
DC.

4.2 EPA OPPTS Test CGuidelines Series 860, Residue Chem stry,
U.S. Environnental Protection Agency, Ofice of Prevention,
Pesticides and Toxi ¢ Substances (OPPTS).

4.3 SOP A P-C02, Determ ning Conpliance of Audited Studies with GLP
St andar ds.

4.4 SOP GLP-DA-01, Auditing Field Studies - Analytical Chem stry

5. SPECI FI C PROCEDURES

The following outline should be used as a guide to ensure that all
applicable records relating to a study are reviewed during the data audit.
This is intended to provide gui dance and cannot anticipate every potenti al
probl emarea. The professional experience and know edge of the auditor should
serve as a primary resource in conducting an adequate data review. The study
audit should include a review of the follow ng records conprising the study:
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5.1 TEST SYSTEM (SITE OR PLOT) SELECTI ON

5.1.1 Field Description - Al Studies:

Records shoul d be avail abl e which address the foll ow ng
issues relating to test system(site or plot) description and soi
characteristics:

1 Location of the test system (site) including
directions to field site and nane of cooperator
Site description, including plot size, the relation
of the site to the rest of the field, and direction
and degree of slope
Test system soil characteri zation, i ncl udi ng
texture, percent sand, silt and clay, organic
matter, pH, cation exchange capacity and field
capacity, as required by the study protocol.
Determne if these characterizati ons were conduct ed
under GLP St andards
Site history, including crop and agrochem cal use
and application history for the previous 3 years,
at a m ni mum

5.1.2 Aquatic Field D ssipation Studies:

In addition to the records |listed above, records should
be avail able which address the followng issues relating to the
aquatic test system

! The aquatic test systemcharacterization (i.e., pH
har dness, sedi nment | oad, etc.)
1 Flow data in terns of volunme or linear flow
5.1.3 G oundwat er St udi es:

In addition to the records |isted above, records shoul d
be avail able which address the followng issues relating to the
test system (site):

1 Soil description, including order, group, and

series to the saturated zone.
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Site-specific maps show ng | ocation of piezoneter,
well, and lysinmeter clusters.

Ceol ogi c boring | ogs, wel | and piezoneter
construction diagranms, groundwater flow maps,
cal cul ations of groundwater flow velocities, and
wat er - | evel dat a.

Soi | characterization, including type (USDA
classification), texture, organic matter, pH, and
cation exchange capacity down to the saturated
zone.

Calibration of equipnment for determning pH and
conductivity neasurenents of water speci nen sanpl es
inthe field.

5.2 CHARACTERI ZATI ON OF THE TEST SUBSTANCE

Records should be avail able which address the issues relating to
the characterization of the test substance. Audit of these records is
covered in SOP No. GLP-C-02, Section 5.5.1

5.3 TEST SUBSTANCE SHI PPI NG AND RECEI PT RECORDS

Records should be avail able which address the issues relating to
the shipnment of test substance by the test sponsor and receipt by the
field personnel. Audit of these records is covered in SOP No. G.P-C- 02,
Section 5.5. 2.

5.4 TEST SUBSTANCE APPLI| CATI ON

Records should be available which address the follow ng issues
relating to the test substance application by the field personnel:

Dat es of application and subsequent sanpling events

Dilution procedure used prior to application

Calibration of field equipnment including balances for
wei ghi ng, application equi pnent, and field analytical
equi pnent (e.g., for water sanples, pH and conductivity
measurenents), see SOP No. GP-C-02, 5. 3

The preparation, sanpling, and analysis of m xtures of test
substance wth diluent/carrier is addressed in-SOP No.
GP-C02, 5.5.3
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1 Description of application of test substance, including
mul ti pl e applications

5.5 OIHER AGROCHEM CAL APPL| CATI ONS AND FI ELD NMAI NTENANCE

Descriptions of other Agrochem cal applications during the course
of the study including fertilizer or other pesticides. Wre such
applications approved by the study director prior to their application?

Descriptions of other field nmaintenance practices including
rotational crop planting, tilling, weeding prior to and after
application of test substance

5.6 TEST SYSTEM SPECI MEN SAMPLI NG AND SAMPLE SHI PMVENT

Records shoul d be avail abl e, where applicable, which docunent the
followng issues relating to the test system specinmen sanpling and
speci nen sanpl e shipnent by the field personnel:

Random zation of test system sanpling sites

Description of the soil sanpling device and procedure
Decont am nati on of equi pnent between sanpling events

The | ocation of each core (soil) recorded on a plot map
Conposting of soil cores

I nterval between | ast application and harvesting

Crop sanpling procedures, including, crop parts harvested,
grow h stage, presence of wapper |eaves any washi ng of crop

parts
1 Storage and handling of sanples prior to shipnent to the
| abor at ory

Sanpl e chai n-of -custody (COC) for each specinmen shipnent to
anal ytical | aboratory, including project and pl ot desi gnati on,
sanpl e descri ption and code nunber, date and ti ne of sanpli ng,
name  of i ndi vi dual doing sanpling, signature(s) of
i ndi vi dual (s) involved in sanpling

Docunments relating to sanple shipnents or transfer to the
| abor at ory

5.7 METEOROLOG CAL CONDI TI ONS

Records should be available which address the follow ng issues
relating to reporting and conpiling the neteorol ogi cal conditions during
the conduct of the study (as specified in the Study Protocol):

! Dai | y weat her observations and conditions

1 Air tenperature, including maxi mum and m ni num
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Soi |l tenperature

Rel ative humdity

Wnd direction and velocity

Pan evaporation

Rainfall, including irrigation and source of irrigation water
Met eor ol ogi cal conditions at time of test substance
application

5.8 PROTOCOL

The study protocol should be reviewed, as described in SOP Nunber
GLP-C 02, Section 5.6, to ensure that all required protocol elenents
were present. The auditor should ensure that any protocol anendnents
and/ or deviations were properly docunented, as required by the GP
St andards, using the above SOP for guidance.

5.9 STANDARD OPERATI NG PROCEDURES (. SOPS)

The auditor should verify that SOPs were in effect at the tinme of
t he study which described routine procedures. Exanples of critical SOPs
include, but are not limted to, the follow ng (as applicable):
! Shi ppi ng and Recei vi ng Test, Control, and Reference Substances
! Shi ppi ng and Recei ving study speci nens
Calibration of Application and O her Field Equipnent
Operation of Key Equi pnent
Test System Sanpling and Storage prior to Shipnent
Met eor ol ogi cal Equi pnrent and Measurenents
Preparation of Test Substance m xtures
Cl eani ng of Application Equi pment
Preparation of Test System Plots
Mai nt enance of Test System Plots Including Routine Farm ng
Practices
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