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What Sponsors Want Field QA 

to Know 

(As told by Paul Toll)
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What You All Strive For
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And basically I think that everyone does a 

Pretty Darn Good Job!!!

But there are always a few things that can 

be improved!!!
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Room For Improvement

Audit Reports and

Critical Phase Audits
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Audit Reports From Field CRO QA

Critical Phase Audits:

No check list provided and little or no description 

about exactly what was observed

If you do not want to share your checklist with me, then either give 

me a nice narrative of what you did or ask me for my checklist and I 

will send you mine to use!!!
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Audit Reports From Field CRO QA

Calibration/Application 

Audits:  Rarely see 

calculation verifications so I 

don’t know if the calculations 

are being checked or not.
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Audit Reports From Field CRO QA

§ 160.15 Inspection of a testing facility.

(a)…... The records inspection and 

copying  requirements should not 

apply to quality assurance unit 

records of findings and problems, or 

to actions recommended and 

taken…….

I see a lot of audit reports where if the audit is shown to an 

inspector, they would also see part of the actual audit unless a lot 

of “cover-up” is done before showing the inspector.
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Sample Audit Cover Page

Study Number XXX1234 Trial Number: ERC123

Study Title: XXBDPR 43% SC – Magnitude of the Residue in/on Corn

PFI: John Doe Phase Inspected: Calibration/Application

Date Inspected: 7/15/07 Date Reported to S.D/Mgmt: 7/16/07

Auditor: Dosie Doe Signature: Dosie Doe Date: 7/16/2007

Signatures:

PFI: __________________________ Date: ___________________

S. D.: _________________________ Date: ___________________

S.D. Mgmt: ____________________ Date: ___________________
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Audit Reports From Field CRO QA

Audits /Audit Reports received from 

the CRO QA with no place for the 

Study Director / S.D. Management to 

Sign/Date.

Lately from some folk a Field Notebook Review 

Checklist is all that is sent.  I Don’t know if the checklist 

was also sent to the S.D. and Management or if it was 

just sent to me, or if a separate audit report is being 

sent under a separate cover.
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Field Notebook Reviews
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Field Notebook Reviews

ÈEach BCS Protocol States: 

“For each field trial, a residue study field report will be in the form of a 

FieldNotes™ electronic notebook. All portions of the FieldNotes™ 

electronic notebook Table of Contents not disabled (grayed-out) by 

Bayer CropScience must be completed or accompanied by a note of 

explanation (i.e., why it was not completed). Exceptions to this 

statement are é..ò
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Sample screen view of incomplete fields in FN
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Field Notebook Reviews

ÈEach BCS Protocol requires the samples to be 

put into coolers containing Ice or Ice Substitute 

unless samples can be transferred to the freezer 

within 30 minutes from the start of sampling.

– IF the time is > 30 minutes then there needs to be 

documentation in FN that coolers w/ice or ice 

substitute were used.  



2008 NAICC Meeting• 25 January 2008 • Slide 14

Field Notebook Reviews

ÈEach BCS Protocol States: 

ñEach RAC sample collected from a trial should be 

shipped at the earliest practical opportunity (e.g., ship 

forage prior to collection of straw or grain ïdo not wait to 

accumulate all samples from an individual trial prior to 

shipping).ò
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Field Notebook Reviews

Reporting Frequency

“FieldNotes™ Update transfers will be sent by e-

mail within one week of each critical event 

(application, sampling, and sample shipment). 

When the Principal Field Investigator believes that 

the e-notebook is complete, and within 60 days 

following final sample shipment, an electronic file 

transfer marked as Final will be made from 

FieldNotes™ and sent by e-mail accompanied with 

notification that the file is the final.”
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Facility Inspections
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Equipment Logs – Need to include your computer

Subpart DðEquipment

§ 160.61 Equipment design.

Equipment used in the generation, 

measurement, or assessment of data……… 

§ 160.63 Maintenance and 
calibration of equipment.

(c) Written records shall be maintained of all 
inspection, maintenance, testing, calibrating, 
and/or standardizing operations……..
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Computer Log

Èmaintenance routine/non-routine

– defrag, loading/unloading software / software updates

– software/hardware problems

ÈInspection/cleaning

– virus / spyware checks

ÈTesting – validation

ÈBack-up your data!!!
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BACK-UP, BACK-UP, BACK-UP YOUR DATA
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Questions??
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Your partner for growth


