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Fleld Research Director (FRD)

Role

1. Conduct GLP field
residue trials

2. IR-4 Partner —
outreach to local
growers

3. Budget and funding of
IR-4 Field Research
Center




Field Research Director (FRD)

Responsibilities

1. Conduct/oversee field trials according to the protocol and GLP standards.
. Act as work partner in GLP compliance (understand & implement)
. Collect and submit data in a timely manner
. Develop, update and implement SOPs
. Provide oversight of science/agronomics of field research
. Communicate and provide feedback to SD, QA, and Staff
. Respond promptly to QA questions
. Provide leadership and training to personnel

. Maintain Research Facility

10. Working partnership within IR-4 (RFC, SD, QA, etc.)

11. Review protocols and provide comments to the SD

12. Serve as knowledgeable resource on crop production in region

13. Provide solutions to trial problems in conjunction with SD on day-to-day
problems

14. Educate public and administration on role of IR-4. Communicate IR-4 mission to
growers and other stakeholders

15. Develop budget for the IR-4 Field Research Center. Provide funds and
“physical” resources

16. Find additional sources of funding for equipment/employees




The Basic's

Good Laboratory Practices (GLP’s)

The Protocol

Standard Operating Procedures (SOP’s)
Field Data Books (FDB)




The Basic's
Good Laboratory Practices (GLP)

“...(GLP’s) compliance monitoring program ensures the quality and integrity of
test data submitted to the Agency in support of a pesticide product registration
under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA)...” coa

Definition: Are a set of principles that provides a

framework within which laboratory/field studies are
planned, performed, monitored, recorded, reported
and archived.

They consist of a system of management controls to
ensure the consistency and reliability of results

Assure the regulatory agency (EPA) that data
submitted are a true reflection of the results
obtained during the study




The Basic’s
The Protocol

Definition: Contains both the field and laboratory
phases of the study and detall the proposed sites for
the research.

Every IR-4 study has one protocol
Approved by the SD with a signature and date
FRD and the LRD recelive entire protocol to provide

Information on rates of test substance application,
crop sampling, and lab analysis info.

No trial should be initiated until the FRD has a
signed protocol in their possession.




The Basic’s

Standard Operating Procedures
(SOP’s)

Definition: To provide guidance when conducting field
research studies under GLP’s

 Required for all trials that are conducted in the

support of the registration of pesticides.

« Part of all phases of research (Headquarters,
Field and Laboratory)

Consists of:
— SOP # AND Revision #
— Who submitted and When
— Title
— Purpose
— Scope




The Basic’s
SOP'’s

Specifically outline the procedures involved in all
activities required to perform a residue trial

Also outline research facility and equipment

Are revised as-needed, but at least every five

years

Are signed by the FRD and Regional Field
Coordinator prior to the beginning of each
season

IR-4 HQ archives




The Basic’s
SOP’s

STANDARD OPERATING PROCEDURES
TABLE OF CONTENTS

GEMERAL

SOPE 1.1I7T Gensral regUINSIMEIITS. . et e et e e e e e o e e e e
SOPE 1.2:8  Mumberng Syebem. e e

SOP# 138 Format. ... ... B B

SOP# 14:%  Designation of Field Research Director........................
SOP# 156  SOP'sforsponsorsd research. ...

PERSOMMEL

SOP# 21112 Personnel . .

FACILITIES

SOP# 318 Siteselectionforfieldstudies .

SOP# 328 Field seasondatastorage. ... ...
SOP# 3314 Chemical storage facility. ...l
EQUIPMENTICALIBRATION

SOP# 418  Calbbration and use of a laboratory balance_ ...
SOP# 427  Measuring a liguid formulation.. ...
S0P # 4313 Calibration/mainienance of CO; backpack sprayer..... ... ...

SOP®E 4412 Calbration of CO; "G spraysr.

SOP# 4512 Calibration of sprayer for directed applications. ...
S0P # 4611 Calibration of sprayer for banded applications. ... ...

SOP# 492  Calibration of instruments and gauges
SOP# 4104 Maintenance of freezers............

S0P # 4.11:2 Remedial action for equipment malfunction. ... ...
SOPE: 4.12:2 Calibration/maintenance of mist blower.. .

AGRONOMIC PRACTICES

S0PE 51T Field preparaticn for seeding or transglanting. ... ...
SOP# 525 Method for seeding and transglanting. . ...
S0OP# 537 Commodity maintenance. ...

FESTICIDE APPLICATION

SOP#6.1:5 General procedures in the application of pesticides. ...
SOPE 6310 Procedures for application of study pesticidels). ...
SOP# 648 Cleanup of application equipment..._. .. ..

STAMNDARD OPERATING PROCEDURES
TABLE OF CONTENTS

SOPE 653 Procadure for mist blower application..._...._... ...

DATA HANDLING
SOP#E 71011 Recording of raw data.................

S0P # 7459  Completion of data and sample ccllection forms
S0P # 758  Collection and recording of data from monitoring devices. ..
SOP# 768 Data storage during the acfive life from monitoring. ...

RESIDUE SAMPLE HANDLING
SOP#E B.1:5 When to obtain residus samples.........
SoOP&E B29 Method of sample collection. ...

S0P # B.38  Samgle identification and records.
SOP# 8.4:11 Packing and storage procedures. ...
S0P # 858  Sample shipping procedures. ...

REFPORTIMNG

SOP & 939 Dispositicn of forms and reports. ...

DATA RETEMTION

SOP & 10110 General procedurss regarding data retention..... ...

SOP# 1028  Retention times for documents

SOP# 1037 Information to be refained. .

EFA AUDIT PROCEDURES

S0P # 1215  Procedures fo follow prior o an ERPA inspection. ...
SOP# 12222 Procedures to follow during to an EPA inspection..............
S0P # 1233 Procedures fo follow after an EPA Inspecton.. ...

APPEMDIX

Summary of SCOP revisions, including dates of inaciivated SOP's ...




The Basic's
Field Data Book (FDB)

e Contains all information for a particular trial
* Is the legal document

 Where everything is documented:
PART 1. Good Laboratory Practice Compliance Information
PART 2. Personnel Log

PART 3. Notes & Communication Log

PART 4. Test Substance Records

PART 5. Trial Site Information

PART 6. Application Records

PART 6a. Application Records-Airblast Sprayer
PART 7. Sample Collection and Storage

PART 8. Residue Sample Shipping

PART 9. Meteorological and Irrigation Records
« Also Contains Protocol Changes




The Basic’s
Field Data Book (FDB)

FIELD ID NO:

FIELDIDNO- IR-4 FIELD DATA BOOK
CHAIN OF CUSTODY FOR IR-4 FIELD DATA BOOK PART 6. APPLICATION EECORDS

FIELD RESEARCH DIRECTOR: A. EQUIPMENT

Afver receipt of this IR-4 Field Data Book, the Fisld Research Director chall svart the chain of custody log by INSTRUCTIONS: Complete @ separate form jor each piece of test subsrance application eguipment used in the wial.
completing the first part.  Ones raw data entry has begun in the Field Data Book. the data hooks are to be
in the custody of the Field Research Director (o1 personnel undsr the Fisld Ressarch Director's supervision). EQUIPMENT USED FOR APPLICATION NUMBER(S),
When the Fizld Data Book 15 transferred to another individual (2 g. sending complzted Fizld Data Book o

IE-4 Regional Field Coordinator). the sender must note to whom and when the data book is sent. The EQUIPMENT IDENTIFIER?
recipient must sign the next block and date the form upon receipt.

‘Each test substarice agplicanion equigment must Rave @ wiigue idenrjiing name or code

Signature of Field Research Directorn : APPLICATION EQUIPMENT TYPE hack anet  TRACTOR_ BACEPACE GRANULAR,__
OTHER____ (Describe)

Printed name: Initials: PROPELLANT (Check onel CO, COMPRESSED AIR, PUMP______
OTHER.____ (Describal

Field Data Book sent/given to: Date Seat: WUMEBER OF NOZZLES OF. HOPPER OUTLETS USED:

SPACING BETWEEN NOZZLES ' MESH SIZE USED IN THE '

OR. HOPPER OUTLETS: : STRAINERS:

WOZZLE BRAND/'TYPESIZE {e g T-JET 8004, even far fm):

Signature of recipient: Date Received:

Frinted name of racipisnt: TYPE OF APPLICATION (Check all thar apply)
3] FOLIAR, TO THE GROUND,
n BROADCAST BANDED DIRECTED IN-FURROW.
n OTHER, (Describe)
TREATED AREA®
*Caiculared widih gf mozzle discharge patvern (CWNDP! ar proper boom height X Jength of plat sprayed er meared.
For a broadcast application, CWNDP = (£ gf nozzles X nozzle spacing). For a banded application, CRNDP = # af

Field Data Book sent/given ta:

Signature of recipient Date Recaived:

nozzies X swath per le. If applicarion is directed enter treated row width X # ofrows X lengeh of plot sprayed ar
Frinted name of racipisnt: Initials: M I app aj 2t af it spran

treqted.  Treated row width may differ from actual row widih when the acruai row width is wider than local

cammgreial pracrices. T this circumstanca, the appiicarion rare should be calculated using the macimum

Field Data Book sent/given ta: Date Sent: ; ) . . ) N
commareial row wisth, and an explanation should be fcluded om o age. Comtact the Sy Direcror if gutdance

iz needed.
Signature of recipient: Dste Recaived: DOES TREATED AREA =PLOT AREA (from Pans 5C apd 5F)7  YES NO
IF NOT, PLEASE EXPLAIN:

Frinted name of racipisnt:

Field Data Book ecnt/given oo

ABOVE D4T4 ENTERED BY: DATE:
Trial Year 2007 PART6PAGE _ Trial Year 2007
Total mumber of pages in this section at initial pagination,

[ PLETE IF APFROPRIATE: “THIS IS A TRUE COPY OF THE ORIGINAL"
RIGDNAL I5 N IR-4 FIELD DATA 500K NO. INITIALS




Process Involved in Residue Trial

. - Field Data Book
(Pl [REstele)
Sprayer Calibration
Receipt of Test E
Substance

Application Sample Collection

Weighout T.S. Sample
o | Freezing
Balance

: calibration (Dry)
Protocol

Received Freezer

: Temperature
Sprayer Log
Cleaning

Initial Sprayer Sample Shipping to
Calibration Laboratory




Field Season Data Storage

All data books in locked
cabinets

Cabinet in building with
fire protection devices

Limited access




Test Substance Recelving and Storage

Beginning point of record
keeping

T.S. Is evaluated for proper
container information

Each T.S. container is given a
unique 1D

S.D. contacted with any
irregularities

T.S. storage temperature is
monitored and logged weekly

T.S. under lock and key
Chemical log is initiated




Weighing a Dry Substance &
Balance Calibration

Serviced/Calibrated
Annually

Re-calibrated
Immediately prior to
weighing using
standardized weights

— 1 weight above and 1
weight below T.S.

Calibration records

All excess product
returned to container

Documentation of amount
removed




Measuring a Liquid Formulation

Accuracy +/- 1% Vol.
Pipettes or syringes

Funnel/Glass
Container

Directly into spray
tank/trt. bottles

Record volume
removed




Sprayer Cleaning & Calibration

« Initial pre-season CalibratiTQn*:d e
: : : . Ime ISCharge/nozzie
cleaning/calibration " Capture discharge
. Nozzles & Screens . Record volume collected

cleaned with 50% . < 5% variation allowed

solution acetone Repeat 3X = Ave. total boom
output

. Triple rinse

- Boom flushed 50% *Performed prior to each appl.
acetone or ammonia
solution . —*BE |

. Triple rinse
e Record maintenance




Speed Calibration

AsSsures accurate
application

Especially useful with
tractor appl.

Repeat 3X

Assists with variable
fleld conditions

FIELD ID NO:
IR-4 FIELD DATA BOOK

PART & APPLICATION RECORDS

L. SPEED CALIBRATION FOR APPLICATION NUMBERE(S) ____

INSTRUCTIONS: Complere a separare farm for addifonal tmes when a complene caiibrarion ar caiibration recheck of
appiication @guipment It required.

EQUIEMENT IDENTIFIER.
SPEED CALIBRATICN DATE PERFORMED BY
TERFAIN OF CALIBRATION TRACK fe g rilled field, )
BRIEFLY DESCRIBE PROCEDURE USED FOR SPEED CALIBFATION

SPEED CALIBRATION: Caleulate the speed gf the appiication equipment. [f appropriote, note the gear sefting and ‘or EPL
sening used b the speed calibration. Indicare the dirrance (in foet) of the rack on which the application equipmen was rerfad
to determing speed (e g speed of application equipment rested for 100 ). The moeed it calonlated by dnddig the leneth of
tast grack (in feer or mevars) &y the time needed ro cover thar length (fn seconds). Enoy prompis have been provided for 2
addirional s, Show all calcwiations.

BN | GEAR Length of | TIME (sec) CALCULATED SPEED
st track (mchede units)

NOTE: A speed re-check is not required when the nozzls outpat is re-checked

WAS THIF A RECHECK OF SPEED CALIBRATIONT {Checkong) YES WO,
IF YES. WERE RESULTS WITHIN 5% OF ORIGINAL CALIBRATIONT  (Checkoms) YES, NO.
The original calibrarion dam, or a rwe copy, must be in this feld dam book.

NOTE: A target speed may be used for application caloulations, rather than the mean of three runs, as long as the mean of the
thres runs m the spead calibrarion is within 5% of the target speed.

WAS THIS A CHECK OF A TARGET SPEEDT {Checkongl YTE3 WO

IF YES. WERE RESULTS WITHDN 5% OF TARGET SFEEDT (Check omel YES WO

ABOVE DAT4 ENTERED BY: DATE:

PART 6 PAGE ___ Trial Year 2007

COMPLETE IF APPROPRIATE- “THIS IS A TRUE COPY OF THE CRIGINAL®
THE ORIGINAL IS IV IR-4 FIELD DATA B0O0KE MO, INITIALS DATE




Application Equipment

CO, Delivery System




Application Equipment

| ' e e O
Broadcast Boom Adjustable Directed Boom

Adjustable Boom Unique Boom ID




Application Equipment

|||r

S

Offset-Mounted Spray Boom v
Mist-Blower Backpack




Application

All personnel involved will be trained
Lower rates applied first

Field/Envir. conditions recorded
Mixing/Appl. time recorded

Appl. pass time

Back calculation-determine how much was
actually applied

— % deviation
Post-Appl. conditions (rain or irrigation)




Application Cont’

For dry formulations:

Actual Rate = Boom Discharge X Pass Time X 43560 ft’/A X _ Product (q)  + 453.59 g/lb X No. Ib ai
(Ib ai/A) Rate (ml/sec) (sec) Treated area (ft%) Volume mix (ml) 100 Ib product

For liquid formulations:

Actual Rate = Boom Discharge X Pass Time X 43560 ft’/A X _ Product(ml) _ + 3785 ml/igal X No. Ib ai
(Ib ai/A) Rate (ml/sec) (sec) Treated area (ft%) Volume mix (ml) gal product

7. Calculate the percent deviation from the desired (protocol) rate, using the following
formula:

Actual Rate — Desired Rate X 100 = % deviation from protocol
Desired Rate




Application Cont’

FIELD ID MO:
IR-4 FIELD DATA BOOK

PART 6. APFLICATION EECORDS
A, EQUIPMENT
INSTRUCTIONS: Complete a separaie form for each piece of test subsrance application eguipmens ured i the rial.

EQUIPMENT USED FOR APPLICATION NUMBER(S)

EQUIPMENT IDENTIFIER®

Eqch test substance appiicarion equipment MUST ATVE 0 WRITUE IGENKTINE RO oF code
APPLICATION EQUIPMEMNT TYPE Check angy  TRACTOR. BACERACKE GRANTLAR,
OTHER iDescriba)
PROPELLANT (Check ongl Ciy COMPRESSED ATR. PUMP
OTHER, (Describa)

WUMEER. OF WOZZLES OR HOPPER OUTLETS USED:

SPACTNG BETWEEN NOZZLES | MESH SIZE USED IN THE '
OFR. HOPPER OUTLETS: : STRAINERS: H

WOZZLE BREANDITYPESIZE fe g T-JET 8004, aven flar fam):

TYPE OF APPLICATION (Check all thar apply)
)] FOLIAR. T THE GROUND
by BROADCAST BAMNDED DIRECTED IN-FURROW,

i OTHER, (Drescribe)
TREATED AREA®
*Calculased width gf nozzie dizcharge pattern (CWNDP) ar proper boom heighr X length of plot sprayed or meared.

For g breadeast application, CWNDF = (& o nozzles X nozzle spacing). For a banded application, CFNDP = #gf
nozzles X nwath per nozzie. Jfappiicarion it directed anser treaved row width X 2 ofrovs X langth af plor spraved or
tramied.  Treated row width may differ from actual row width when the actugl row width is wider than local
commercial pracices. Jn thir circumsrance, the application rare should be colculated using the mainum
commercizl row width, and an explanarion should be fcluded om thit peee. Conract the Swudy Direcror jf suidance
is newded.

DOES TREATED AREA =PLOT AREA (from Parss 5C and 5F)7  YES__ N0

IF MOT, PLEASE EXPLAIN:

ABOVE DATA ENTERED BY: DATE:
PART S PAGE ___ Trial Year 2007
Total mumber of pages in this section at inifial pagination

COMPLETE IF APPROPRIATE: “THIS I8 A TEUE COPY OF THE ORIGINAL"
THE ORIGINAL I5 I IR-4 FIELD DATA SOCE WO, INITIALS

FIELD ID NO:
IR-4 FIELD DATA BOOK
PART 6. APFLICATION EECORDS
I POST APPLICATION RATE CONFIRMATION FOR APPLICATION NUMBER
APPLICATION DATE (COMPLETE 4 SEPARATE FORM FOR E4CH APPLICATION DATE)

RECOFD PASS TIME AND PASS DIRECTION - Complete the rakle By providing the rime required to make each pass gff
the aoplicarion equipment through the plor and direcrion af thar pazs fe g N = 5, 5F = NE, erc.]

pase TEEATMENT __ TREATMENT __ TREATMENT _

WUMBER ¥ ¥ ¥
TIME i DIRECTION TIME i DIRECTION TIME i DIRECTION

5
[}

TOTAL FAES TTME

BASS TIMES EECORDED BY (INITI4LS) DISCHARGE FATE (ml'sec or zisec):

ACTUAL AREA TREATED (rwarh widrh or meared rew or bed width x # ¢f pasces x length of plad):
Mote: Lo bod width for plots with multi-row beds

CALCULATION OF ACTUAL APPLICATION FATE - Uting iformarion such ar toral pass fme, plot size, tank mix
amounis, and discharge rare (average of 3 owipurs) determing the actual ameunt of fermuiared fest substance applied fo
treaved plors. (I the provecol deer nor mclude a rare of formulared producy, then the amount of active ingredient thould be
dargrmined | Comvert this amownt ro the amount applied per acre (or hectare), and dererming devinrion from targer
appiication in the protocel, rownded to rhe nearest whele percent. Show all colenlations and label all wnire. Ir is mor syfficiens
o meerely compare ie acinal pass tmes to the “proctice” pass fmes. The example frmulas lised af the bonam o 61 may be
used fo calculate tie aoplicarion ran.

WAS ACTUAL APPLICATION RATE WITHIN -5% TO +10% OF PROTOCOL RATE?

(Check cngl  YES HO F ¥ Contact the Study Director immediately.

ABOVE DATA ENTERED BY: DATE:

PART 6 PAGE ___ Trial Year 2007




Sample Collection

Sample methodology/size
determined by protocol/crop

Untreated -> lower rates ->
higher rates

Representative sample from
each plot

Avoid plot edges

Duplicate samples harvested
individually

Samples weighed, bagged,
labeled, and placed into a
freezer

Treated and untreated In
separate coolers




Sample Collection cont’

Avoid diseased or under/oversized
crop parts

Do not remove surface residue
during handling

Clean harvest tools

Do not remove plant parts or trim
crop unless outlined in protocol
Additional ID Card sample with:

FRD

Project #

T.S./Crop

Dates of TRT

Dosage Rate

Plant parts collected

Sample date

-> Place ID card in moisture proof

bag

« Samples should be placed in
freezer immediately




Storage of Samples

Time from harvest to freezer
must be recorded

All samples will be frozen
(-12.2 C) until they reach the
lab

— Delay inreturn to -12.2 C for

more than 24h will be a
deviation

Samples must be physically
separated in freezer

Freezer temperature is logged

If sample thawing occurs,
notify SD and lab to see if
samples are salvageable

Log of items In freezer, their
study affiliation, and number of
sample bags to be kept




Sample Shipping

Goal Is to maintain sample frozen until they
reach the laboratory

IR-4 utilizes a freezer truck service or in some
cases coolers with dry ice via shipping service

Laboratory is notified of shipping dates
All shipping documentation is placed in FDB

All shipping carton containers should have name
of sender and laboratory personnel and phone
numbers




Conclusions

e SOP’s are the backbone to residue trials
e Documentation is critical

* Good planning to avoid overlap Is
essential




