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Western Region Training: Webinars and Meetings

Past Webinars and Training

More Information

2016-2017 Training: Webinars and Hands-On Meetings

Webinar Time: 11:00 AM — 12:30 PM (Pacific Time)

m Topic(s)/Presenter or Discussion Leader

November 14,

2016 Webinar: GLP History & Practice — Field Office, QA and Lab

February 28 -

March 1, 2017 IR-4 National Educational Conference, Orlando FL

April 10, 2017 Webinar: Topics TBD- Freld Office, QA and Lab

July 10, 2017 Webinar: Topics TBD— Field Office, QA and Lab

November 6,

2017 Webinar: Topics TBD- Field Office, QA and Lab
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Field Data Notebook Status in the Western Region
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2015
» 182/184 received by RFC Office - 99%
e 178/184 off to QA - 97%

2016
» 21/164 received by RFC Office - 13%
» 8/164 off to QA - <1%

It's not done until responses to eQA are complete and SD signs off!



Wrapping up the year in the field...

What's happened in 20167

-Crop Safety studies
- Chia, Chia
- More Sesame

Project,



P11762.16-CAP08 Cyflumetofen Plum Fruit on 5-24-16
2 /4

Regimen D




Chia: Successfully from bloom
to the sample bag...

Sample Date: (G/C/ /¢
FRD: Peter Sturman
g Tel: 971-801-0322

;'ll_-..r .'.. ;-_

F_Zr_ .2 Ane L.

R.. .- ! =

et A 55 Field ID No. 11672.16-0R307

"; -3 Crop Fraction: Seed

f Pe Test Substance: Clethodim
Lo, Sample 1D: A

S =K Trt. # 01 (untreated)

Ty Harvest Date: €7/29 //f;



Sesame: Still lush
and growing two
months after cutting
the water.




When something doesn’t seem quite right

The
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Focus on Notebook Pages

Field Data
Notebooks

IR-4
FIELD DATA BOOK

TITLE: CYFLUMETOFEN MAGNITUDE OF THE
RESIDUE ON PEPPER (GREENHOUSE)

PR# 11451

Cyllumetofen/Pepper (GH)
D Mo [ 1451.15-CAS3
Ennes

SPONSOR
IR-4 Project Headquarters
500 College Road East, Suite 201 W
Princeton, NJ 08540
(732) 932-9575, FAX# (609) 514-2612

Non-Bell

STUDY DIRECTOR
Dr. Keith W. Dorschner
(732) 932-9575, x4615
dorschner@aesop.rutgers.edu

RECEIVED
DEC 17 201

EWRIR4

RECEIVED
FEB 2 9 2Ulb
WR IR-4



Revisiting the GLP compliance statement:

Remember:

\What's
Critical
(Red)

\What's
Not
(Green)

*\What
Depends
(Blue)

GLP Compliant

YES | NO

NA'

DATA CATEGORY
FIELD PERSONNEL SHOULD NOT LINE OUT BLANK CELLS ON THIS PAGE

X

Weather, irngation, and soil characterization data are not required by the protocol to be
comphant with GLP's and are noted as non-compliant in the final report for the study.

TEST SITE HISTORY (chemical applications prior to the trial year) (FDB Part 5)

CULTURAL PRACTICES (dating back to harvest of the previous crop),
MAINTENANCE FERTILIZERS AND PESTICIDES (current trial yvear) (FDB Part 5)

l]'IE:IL]dE:S IEi] gl (bj(11). Adjuvaniz in US_ mmnals must comply wath 40 E'FF!.’. 16l 83

ADIUVANT LABELING AND RECEIPT INFORMATION (check missing items):
Receipt of the adjuvant at the field facility {(usually the purchase date):
Identity and concentration of the adjuvant (on the adjuvant label):

Recommended storage conditions (on the adjuvant label );
Expiration date (if not on the label, then assigned by field personnel):

| | | | ENVIRONMENTAL MONITORING DEVICES for test substance storage (FDB Part 4)

| | | | GLOBALPOSITIONING DEVICE used to determine plot location (FDB Part 5)

FLOW METERS and similar SPRAYER OUTPUT CALIBRATION EQUIPMENT used to
measure water (excluding marked, calibrated beakers, graduated cylinders or flasks suitable

tor scientific research) (FDB Part 6)

pH METER or STRIP for measuring the acidity of the carrier (water) (FDB Part 6)

RESIDUE SAMPLE WEIGHING EQUIPMENT (FDB Part 7)

ENVIRONMENTAL MONITORING DEVICES tor sample storage {FDB Part 7) '

List below additional mop-compliant items (additional pages may be used for more items)

“NA™ should be checked for equipment that was not used in this tnial and 1if adjuvants were not used.

SRF



Sampling Descriptions

How to write good | & . 1
harvesting/sampling Eee e . #£5 °8
descriptions Bl | P SR

¥,
RN e
=5 A
l-&' . S - e “.J} 1h. :_.: 1 ‘.

 Describe what you did — not just
repeating the protocol
 Use additional space if needed

IR4)

Project
MPT



Sampling Descriptions

« Are all the protocol elements
addressed?

17. RESIDUE SAMPLE COLLECTION:

All bulb enien trials: Collect two samples from each plot, Each sample should be representative of the entire plot
{except plot ends). At 30 (+1) days after last application starting with the untreated plot, harvest the plots as done
commercially.

All bulb onion trials. Bulb onions should be dried before sampling, if drying is a local commercial practice. If so,
describe the drying procedure in the Field Data Book. The preharvest interval is the time between the last application
and pulling the bulbs from the soil. If removal of roots, tops, and outer sheaths prior to drying and removal from the
field is a local commercial practice, then that should be done at this time. It is acceplable to move the harvested onions
from the field plots to a protected area for drying if environmental conditions will not permit drying in the field.)

At the appropriate time for onion collection following any drying time, collect a minimum of 24 onion bulbs per sample.
Each sample should be collected during a separate run through the entire plot. Avoid sampling from plot ends. (If the
onions have been moved for drying, it is acceptable to collect 24 onions per sample at that time as described above
and place them in the drying area, keeping the samples separate.)

If excessive soil adheres to the bulbs, remove it by lightly brushing it off (document what is used to remove the soil or
debris, €.9. a clean brush, clean gloved hand, clean dry towel, or similar method). If necessary, lightly rinse off with a
minimal amount of clean water {do not scrub). Pat lightly while drying with clean paper towels. DO NOT RUB WHILE
RINSING OR DRYING THE BULBS.

Samples should weigh a minimum of 4 Ibs {but preferably not more than 6 Ibs). If not done at harvest, cut off rools and

tops and remove outer sheaths (or husks) on the sampling date. Retain timmed bulbs. Cut onion bulbs into quarters

with a clean knife (unless they are very small) and retain all quarers for the sample. |f the sample weight will exceed 8
The Ibs, then two quarters from each onion may be discarded, retaining opposite quarters.

I R' 4IMJ THIS PROTOCOL COPIED ON COLORED PAPER IS AN EXACT COPY OF THE ORIGINAL

Project




Start description on Part 7 Al

BRIEFLY DESCRIBE PROCEDURES UTILIZED TO HARVEST CROP. Provide enough details in addition to data
entered above o ensure that protocol requirements have been met and to inform a data reviewer exactly how this
crop was harvested. Examples: “Hand-picked berries from one side of the row, then the other. Collected fruit from high
and low, exposed and shielded areas.” “Barley was cut 3-4 inches abave the ground with a scythe and left on the ground to
dry for hay samples. Each entire plot was cut.” ATTACH A SEPARA EET IF NECESSARY.

?tﬂu;&:& c:fu‘_xh\lr Q'\O-./-..h L\k{:b\. -::u_:\_.;{ L\DLU i BES
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Were harvested crop items collected dlm\ﬁg into ;e;ldﬁr%n}ple bags? YES___ NCI P ca um"l-::z
TF NO, PLEASE EXPLAIN -+ o g d Greo o m ve ff ot u.- s A,(_,QL_,[
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\ 2 ;
PART 7PAGE | Trial Year 2015

Total number of pages in this section at initial pagination: \Lo é



Finish on Part 7 A2

PART 7. SAMPLE COLLECTION AND STORAGE
A.2. GENERAL SAMPLING INFORMATION--Complete a separate form for each sampling date.

DESCRIPTION OF SAMPLED CROP STAGE (if different from harvested crap, such as dried plums, mint oil)

Sa w D

IF THE SAMPLING DC}SURRED AFTER THE HARVEST DATE, DEECRIBE SAMPLE COLLECTION,.
ALSO, DESCRIBE ANY MODIFICATIONS TO THE HARVESTED CROP SUCH AS TRIMMING, CLEANING,

CUTTING, DRYING AND/OR COMPOSITING SAMPLES. IF THE MODIFICAT T MPLEX TO
BE DE W ATTACH A SEPARATE 8 ) RLY DESCRIBES THE MODI
PROCEDUIRES

Include a description of equipment, dumhun of procedure(s), T.amperarlms estimated moisture confent, etc., as appropriate.

Conk. Lo, el <loume. Rl Crom Lpon

ot crles b 5 dpc (0 O . Qe lher
A .@U*{? aa kcﬂu’ W\e % e (O r'-LQi o L\\_(:J
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L?Lcc_’«j T Lmi%' e ohes e back A ‘kruch_




Type up on separate sheet
and insert in notebook

Making sure to enter
data promptly...

And beware the perils of
copy and paste

UNIVERSITY

Trifluralin / Sesame
ID Mo, 11147.15-MM299
Hamilton

Trial Trifluralin/Sesame 11147.15-NM299 10-1-2015

&

Part 7. Sample Collection and Storage:

Sesame plots were harvested and sampled on 10-1-2015 from plots. CH and JG wore latex gloves during
harvesting of the sesame seed. We used a Kincad small plot harvester to cut and thresh the sesame
plant. The plant was harvested approximately 10 inches above the ground. Chris Peirce, Senior
Research Specialist for the alfalfa-breeding program at NMSU ran the harvester. CH and JG collect the
seed from the bottom of the harvester where the seed bin is located. Only the middle six rows of the
sesame were harvested in both the untreated and treated plots. The first five feet into the plots and
outside rows were not harvested. Plots are 60 feet long in both the untreated and the treated. At every
15 feet the seed bin was empty into the appropriate bucket. For the treated and untreated plots flags
were placed at every 15 feet. Buckets A and B were used to collect seed. The first 15 feet seed was
collected and placed into bucket A, the next 15 feet seed was collected and placed into bucket B, the
process was then alternated throughout the plot. The same process was then repeated throughout the
plot and conducted in the same manner for the treated plot. Latex gloves were worn and changed out
between the untreated and treated plots. The small plot harvester was cleaned out by using a leaf
blower to blow out left over debris and all screens and racks were cleaned out with |leaf blower as well
moving from the untreated plot into the treated plot. After all seed was collected into buckets A, B, C,
and D debris was cleaned out of buckets containing seed by using a number 7 and number 6 screen. The
number five screen was used for samples A and B and the number 6 screen was used for samples C and
D. Once seed was clean, the seed was mixed thoroughly and a 2-pound sample was then taken from
each bucket and placed into the appropriate labeled IR-4 bags. IR-4 bags, A and B were placed into the
untreated transport cooler with blue ice and a min/max-digital thermometer. The max was 62 degrees
Fahrenheit, the min was 32 degrees Fahrenheit. IR-4 bags, C and D were placed into the treated
transport cooler with blue ice and a min/max-digital thermometer. The max was 64 degrees Fahrenheit,
the min was 31 degrees Fahrenheit. Coolers with samples were then transported to freezers at NMSU,
Skeen Hall.

T

: page




Trifluralin/Sesame

Include pictures of harvest ID No. 11147.15- NM299

Hamilton

NM

STATE

UNIVERSITY

Part,



Include pictures of drying
set-up

s

Flumios e in+ PyroxasulfoneGrasses
(seed crop)
1D No. 10885, 15-WA2
Groenendale

Grass drying in bean room for hay harvest samples:

10885.15-WA2 Treated samples G & H drying

Air flow moving across the room and up and
out of a top vent in wall

In the fore ground are the Control samples from Trt #01. In the back in similar fashion are the Treated samples
from Trt #02. The hay samples have a hobo to monitor the temperature as the material grass dries. We have to
share this drying room so there are some alfalfa samples drying in the blue tarps in the center of the room.

10885.15-WA2 Hay sample drying note hobo to
! left and the field ID sticker on the drying frame

noting the samples id.
tha ) el B i, 3 \

Part F\ Paae_l_-zi



Imidacloprid/Com (seed crop)

Include pictures of FORAGE SAMPLING gt
sample reduction

9 i1t

PART 7 PAGE '!i TRIAL YEAR 2014



Sampling Descriptions

Common missing information
e Sampling equip (snips, etc.)
 How equip was cleaned
 \Who collected which samples

The

R4y

Project
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FIELD DATA BOOK
RECENVE
TITLE: CYFLUMETOFEN MAGNITUDE OF THE FEB 23

£y
RESIDUE ON PEPPER (GREENHOUSE|

PR 11451

ProsctHascars
00 ot ot Zant. Gt 201
722 T24ETS P ) S 12
STUDY DIRECTOR
D, Kelfh W. Dorschner
(7222329575, 14815
escp rugers ad

Step 1:
FRD

RecevED
i
[we iR
R4
FIELD DATA BOOK.
RECENVE
TITLE: CYFLUMETOFEN MAGNITUDE OF THE FEB 29 18

£)
RESIDUE O PEFPER (GREENHOUSE|

WR R

PRE 11481

5

Non-Bell

7223 0020675, ik 40 4201
STUDY DIRECTOR
Dr. Keith W, Dorschner
(732) 932 9575, xd615
dorschnari@aeson.uigers.edu

Step 4.
eQA

Flow of Notebooks in the Western Region

Rt
FIELD DATA BOOK

TILE: CYFLUMETOFEN MAGNITUDE OF THE
RESIDUE ON PEPPER (GREENHOUSE]

PRA 11451

Non-Bell

4 Prsc st
0 Cotge o Eat Ste 2
70 T, P 0 1422
STUDY DIRECTOR
Or, Kei W, Dorschner

(732) 832.9575, 4815
a3 rulgers sd

Step 2: QC
(changed pages
back to FRD)

R4
FIELD DATA BOOK

TITLE: CYFLUMETOFEN MAGNTTUDE OF THE
RESIDUE ON PEPPER (GREENHOUSE

Non-Bell

Frocsion, 105
720 TIPS P 0S40

STUDY DIRECTOR
Or. Keltn W. Dorserner
(722)332.9575, 14815

assap rutgars s

UCD

Field Data Notebooks

Use
Posted
Pages
(with QC
changes

Field Researchers: Selow is a link to your field data notebook scans
These scans were conducted at the fiedd office at the completion of
NOUF ROTEBOOKS G réview

Please download and use these notebook coples during any
subsequent QA reviews to ensure you are using the changed
notebook pages in your responses.

you do nol see a notebook you are looking
witekl@ucdivis edu and we can post it

Bari Mohammad Salings Ca&

Craig. Maury. Las Cruces. M

Enncs, David, Pamker, A

Mika
Stephen
Kathy
(Changes

Step 3:
FDN
Posted
on WR
Website

RS



eQA Audit Responses T g A wrird.ucdavis.edu

Please use the copy on
the WR website for
responses (it's the most
complete version)

Field Data Notebooks

Field Researchers: Below is a link to your field data notebook scans.
These scans were conducted at the UCD field office at the completion of
your notebook’s QC review.

Please download and use these notebook copies during any
subsequent QA reviews to ensure you are using the changed
notebook pages in your responses.

If you do not see a notebook you are looking for, please contact us

wriield@ucdavis.edu and we can post it.

Bari. Mohammad. Salinas. CA

Boutwell. Brent. Holtville, CA

Coughlin. Julie. Honaolulu_ HI

Craig. Maury. Las Cruces. NM

Ennes. David. Parlier CA

Groenendale. Dan. Prosser WA

Hamilton. Cary. Las Cruces. NM

Kam. James Honolulu, HI

Keenan Debra. Chico. CA

Koskela Gina. Aurora. OR

Kyser Guy Davis. CA

Leach. Mathan. Riverside CA

Meeks. Will. Kimberly 1D

Mitchell. Michelle, Paso Robles, CA




Hard copy notebook page changes

Envelopes (WR field office will provide)

Send to HQ

Back of
envelope

perial County
1050 East Holton Road
ille, CA 92250
FID/Packet# |
‘lopyralid/Onion (dry
= D No. 11600,
Boutwe!
The

IR4)

Project

inal eQA Field Raw Data
nd Changed Pages to HQ




Let’s talk about drying hops....

Wet hops?
Thick bags?
ldeas?
Airflow?
Vent?

The

IR4)/

Project RS/MB/SN



Burlap standard
May take longer to dry

Make your own
Hole punch paper bags
(great idea Keri Skiles!)

WR Field Office has mesh drying
bags available
We’'ll send upon request

IR4/



EPA Inspection Highlights

EPA currently down to two inspectors

The

Master Schedule
— Inspector should be able to independently select a current study.

Cancelled trials

— Include more detail in the amendment or correspondence when a trial is
cancelled.

QC reviewer's CV
— Qualified to make authorized changes?

IR4

Project

SN



EPA Inspection Highlights

UAN or antifoam products used as part of a tank mix should be

labeled as reagents
— Name

— Concentration

— Storage conditions
— Expiration date



EPA Inspection Highlights

Pressure gauges in two places, tank and
boom:

Read and record the pressure directly from
the same gauge at both the calibration and

the application

Don’t transcribe!

The

IR4)/

Project

SN/RS



When handling
experimental
compounds:

SDS may have
incomplete
information

Proceed with
caution

SAFETY DATA SHEET according to Regulation (EC) Mo. 1907/2008

syngenta.

CGA169374/SYN545974 SC (125/075)

Version 1 - This version replaces all previous versions.
Revision Date 05.08.2013

Print Date 05.08.2013

2.2 Label elements

Labelling: Regulation (EC) No. 127212008

Hazard pictograms
Signal word : Warning
Hazard statements : H410
Precautionary statements : P273
3
P50

FTH 545/ Cherry
AAFCI16-047R-220
Ennes

pYe
,,}_,I

Very toxic to aquatic life with long lasting effects.

Avoid release to the environment.

Collect spillage.

Dispose of contents! container to an approved waste
disposal plant.

Hazardous components which must be listed on the label:

Labelling: EU Directives 67/548/EEC or 1998/45/EC

Symbal(s

Dangerous

for the envi-
ronment
R-phrase(s) : R50/B3
S-phrase(s) : §2
S13
S20i21
535
887

Additional Labelling

Wery toxic to aquatic organisms, may cause long-term
adverse effects in the aguatic environment.

Keep out of the reach of children.

Keep away from food, drink and animal feedingstuffs.
YWhen using do not eat, drink or smoke.

This material and its container must be disposed of in
a safe way.

Use appropriate container to avoid environmental
contamination.

Caution - this mixture contains a substance not yet fully tested.

SRF



Resources on WR Website

wrird.ucdavis.edu

Equipment Ideas & Examples

= Greenhouse Sprayer

Airblast Sprayer: Drift Demonstration

Fruit Pitters: Plums. Cherries/Olives

« Mazzei, Dosatron & Bulk Injector Systems
CO2 Requlators for Backpack Sprayers
Sprayer Output Catch Jigs

« Tractor Mounted Offset Boom

= How to Hit & GPA Low Volume Applications

Home | IR-4 | PST | Food Use | Ornamentals | Biopesticides | Resources | Events | Contacts | Webinars

Photo Library | Special Projects

b=
o

]
—0-’
|

rojec

MPT



How to hit a Low
GPA without
running through
the plot...

ULV - Applicatios - basa]l o Seth Wetkas@ Ocp
}-Lm +o it 56’)PA‘Q¢}&¢®&~}L rufmm7>

ol size h{..‘.d— o o waken
)

4033\(4 . :‘.1801'
0° - Lo < \d&z(?fm1 Pﬁ-\krn

Boom: S n.q;g\u X 30"-5?41‘\'\:] LIZI’/Q‘V = 12,5 suath

Mot 2 pagsea @ \2.5[suetty = 25 % 50 gk leng ¥

\IZFD Sct. £+
%;#___—-———-—_:—

" 20
Dotpot- AHouls|sec = 554 pnpas

Vluwelglot 5 i % 3reomb 0 % %?50 - oAl 4

Tiscfgot = 545wl

1)

75.F wh|se.c 2\ \ "k‘ﬁldbﬁ"

L'O-Bz{ttlpm

Y

| aile 6D ko 5 hb M1

‘; c‘,: OIl =
Pfe ; p-l:)&“(_' 4‘?‘ "VEL e ___B.-?g-o—t K.—;;T ..-—1';1—;‘-:'
= 27 ™ h o~ & c om b dably udh‘:'j fa e

;:‘?%

SRF



O Oy Bitiiasa e o O R I M g _n_.,“"__-__'_h“_‘ >

-

sowrl oy R . & P
2 _‘ 24 ___:-"*___ T 45_3 . :,

<

-

“lh.

&,
.

L.



wrird.ucdavis.edu

Custom Notebook Pages

Custom Pages from Field Research Centers

Application & Sampling

Drip Injection Forms: Example, Template
Measuring Devices: Kearney, UCR UH Example/Filled Out Form
Commodity Drying Forms: WSU-Hay form WSU-Hop form Hop

example form, Stover example form
Application Warning Signs: Re-Eniry Signs

Notebook General

Deviation (2016) PDFE Fillable
Memo to File: Example document

FRD Planning Forms:

NCSU-Batts, OSU-Sturman, OSU-DeFrancesco, Univ of Idaho-Meeks
Field Data Motebook Checklists: NCSU-Baits, KARE-Ennes/Skiles,
WsU-Groenendale

Field Data Motebook Authentication Checklist

Other

Seed Treatment Studies: Chain of Custody Form
Borrowed Equipment: Example Form

MPT



On the Origin of GLPs




The Dark Ages

Before The GLPS - “Trust” and “Faith”

Good faith reliance upon the integrity of the sponsor
submitted data

General thought that the Data was “accurate, complete,
unbiased, and told the complete story”

No System of Periodic, Routine, On-Site Inspections of
Facilities - Only “For Cause” Inspections



Where it all Began

e 1972 - Dr. Adrian Gross reviewed an article
for pre-publication concerning the antibiotic
Flagyl

— He requested clarification of the 1970 rat trial
data submitted by Searle

— Individual animal data sheets appeared not to
support summary conclusions



Searle (1974)

e Searle submits two mouse studies and
“Corrected” report

— Animal data sheets in the “Corrected” report had been changed to
support the summary and not the other way around

— The “unusual” nature of the corrections triggers a
series of “For Cause” inspections of Searle

— The Investigators were unable to complete their
Investigations because Searle could not provide all
requested documentation



Searle (1975)

e Aldactone: March 1975 Submission

— Again, discrepancies between summary tables,
statistical analyses and individual animal data sheets

— FDA re-investigates Searle in July of that year

— In July 1975, a Searle-submitted pathology report
was also found by the FDA to have questionable
results



A Taskforce Evolves

o July 1975 Kennedy Hearings on drug industry research

— FDA concluded that it was necessary to investigate the animal
studies submitted to the FDA in support of all 7 Searle products
marketed since 1968.

— Taskforce formed in Fall of 1975, reviewed 25 studies

— FDA Commissioner informs Senators of FDA’s findings

o January 1976 — EPA acknowledges that they found similar
problems with their data submissions



The Findings of the Taskforce

— Poorly concelived, carelessly executed reported studies

— Inadequate education, training and experience of
personnel

— Inadequate monitoring of contract testing labs by the
sponsor

— Accuracy and completeness of report data was not
verified



— Selective reporting of data and of contributing scientist
reports

— Personnel were not supervised

It was unlikely that the test animals
received the Iintended dosages.



The Plan

Based on the Taskforce Findings, the FDA
Commissioner plans to:

e Inspect additional manufacturers and contract
laboratories

» Develop a monitoring and audit system to assure
quality animal studies

» Disseminate the standards for good laboratory

1 practices




IBT (1977)

e IBT (Industrial Bio-Test) was an contract
Industrial product safety testing laboratory.

e |IBT conducted safety tests for many of the
major companies, the US Army, EPA, FDA,

and WHO since 1953

o |IBT data was used to support the marketing of
many products in the USA and overseas



IBT (1977)

Dr. Gross randomly pulls the IBT Naprosyn study for
review after a sponsor employee questioned the data.

The inconsistencies and guestions raised led to two
Inspections of IBT (April, July 1976)

“And what we found there Is enough to make your
hair stand up”.

Thousands of studies were revealed to be fraudulent



What did they Find?

« INACCURATE data
— Protocol not followed
— Poor animal husbandry
— Made up data
— Borrowed from other studies

« INCOMPLETE data
— Some data lost, some never collected
— All studies or data evaluations not reported



What did they Find?

 BIASED reporting

— Data selectively reported and manipulated to
support the desired result

e Sponsors and FDA were not fully informed
about;

— Study problems
— Results of data detrimental to the desired goal



Craven Laboratories (1990)

Craven was a contract analytical laboratory

Favored by the pesticide manufacturers for high,
consistent recoveries

Performed studies for 260 pesticide companies,
Including Monsanto



Craven Laboratories (1990)

Anonymous tip by a QAO reported that Craven was
falsifying data

The Craven Tricks; over-spiking, diluting standards,
altering peak heights

EPA were prevented from entering building
Court order 1ssued and US Marshals were sent in

Results; 14 employees were fined or imprisoned,
Monsanto lost $6.5 M



The Need for Quality Assurance

e Someone to inspect field trials and sample
analyses to ensure integrity of the study

e Someone to review the study final report to assure
that the results accurately reflects the raw data.

e Someone to ensure testing facilities are compliant
with the GLPs



10NS
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Deviation Déja Vu

Haven't we met before?

o Understanding intent of GLPs
IN relation to deviations

 Why be resistant?

e You can be right, but you still
have to write...the deviation

Th

IR‘é“U

e
Proj



A good example

Thanks Will!

Deviations

lsoxabenﬂ{u 5
ID No. 11743.16- Im?]

CHEMICAL/CROP/FIELD ID NO: Meeks

IR-4 FIELD DATA BOOK
DEVIATION FORM (PHOTOCOPY THIS PART IF NECESSARY)
THE DATE THAT THE DEVIATION OCCURRED 1-&- /b
THE DATE THAT THE DEVIATION WAS RECOGNIZED V- Ze- /L
THE DATE THAT THE STUDY DIRECTOR WAS NOTIFIED C? 5?& /L

METHOD OF NOTIFICATION (e.z. telephone, email, fax) .{'/&5 48 fféf‘{ 24 V- (G m Af}';
{Include telephone notes or eopy of email or fax in Part 3 of this book)

THE DEVIATION 18 FROM (check apprapriate) PROTOCOL SOP'S
SECTION OF THE PROTOCOL OR SOP'S THAT IS AFFECTED
T /{ Y Z. 2" / 2 L/
BRIEF DESCRIPTION OF DEVIATION: _ /  Jlt~ 2 LI Amg By Lz ih,

ppg o, SO -f F1ut ;ﬁmq« Lo bt O 150 74 A4
o i e oedad (e Z wessbF) ,ér 774 s
/j"ﬁ..“f/; /?’;?x;’fﬁ?r / 2 ot Ho FSere s L gas
iU ! Heo {./f?{( /;f»;f"m..ﬂ A@#ﬂrjxn < S },/F
/M W P é"ztf'.!!’M/ / .
EXPLATN WHY THE DEVIATION OCCURRED: A 3 /7 fi. / heyf C
fj‘i-i g—cw f-{ZL*-P_ /7{ e, S pdw)ing

-
(o ﬂ/)’[r 7[,* oA D Py (o &4 §}/“ 2 !«L/a&f M
#ii '-?J"I -~ JJII.-"'A f}/".f‘h —-—'—__'_'_._—.__
o B

ABOVE DATA m;n..;ﬂ BY: ’L-/r z,ﬂ"ff WZ?}/% pate: D44 /./;

FIELD PERSONNEL: DO NOT WRITE BELOW THIS LINE




Documenting past webinars you watch

Also helpful
to add the
date of the
webinar
(e.g. June
2016)

* Field
: Quallty Assurance

The

IR4)

Project
MPT



Test Site History — Part 5 E

Test Site History of
Perennial Crops

 Entire history of previous year’s crop
»  From harvest to harvest

 Not just a calendar year before the trial
start date

PART 5. TRIAL SITE INFOEMATION
E. TEST SITE HISTORY FORM

INSTRUCTIONS: Complete this form or provide equivalent information. Ewnter all pesticide and fertilizer applications for
the time period specified in the protocol, @ minimum af 1 year prior to planting of an annual crop or 1 year prior to the
cropping cyvele of a perennial crop (e.g all chemicals needed to produce that crop of peaches). Note the active ingredient
applied, along with the trade name (e.g. carbarvlSEVIN 80 §), the rate af chemical and the units measured (e.g. lbs active
ingredient {ai} per acre or pints {pts}! product per acrel, the approximate date (at minimum season and vear) the
pesticide/fertilizer was applied and the crop growing on the plot.

The

IR4)Y

Project,
MPT



February 28-March 1, 2017

s A8

Rosen Centre Hotel |n Orlando, Florlda

Overview of meeting topics
IR4)

PrOJecT
MB



The

Next Western Region 2017 Training Webinar

Proj ecT

DATE: Monday, April10th
TIME: 11:00 am — 12:30 pm PDT
AUDIENCE: All

Topic: TBD



The

I R'4'\U Western Region 2016 Training Webinars

Project

Thank you for attending
Training documentation will be provided

Concerns, Questions, Feedback

Mika Tolson, Stephen Flanagan and Becky Sisco
(530) 752-7635, 752-7634
wrfield@ucdavis.edu



