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Monsant odos FiI el
Monsanto utilizes CROs for:

3 GLP Field Studies
A Residue and metabolism, nontarget organisms

3 Field Productions

A Synthesis of materials (leaf, grain, pollen, whole plant,
roots) for downstream GLP studies

3 Non-GLP Field Studies

A Phenotypic traits
A No on-site QA involvement
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QA Responsiblilities for GLP Field
Studies

Field QA
A In-phase inspections
A Audit/Review of field data/notebook
A Audit/Review of report
A Formal reporting to SD/TFM
A Prepare QA statement

Monsanto QA

AfiSecond Tiero review of fie
report

A Report to SD/TFM, however does not appear on QA
statement
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QA Responsibilities for Field
Productions

Field QA
A Strongly suggested in-phase inspection
A Strongly suggested review of notebook
A If done, formal reporting to Production Coordinator
A No QA statement

Monsanto QA
A Complete audit/review of field data/notebook and report
A Formal reporting to Production Coordinator
A Sign report review statement
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Second Tier Reviews

Review small percentage of data for: @E&%

3 Adhgrence to with protocol & (@?
requirements § Eﬁ‘

3 Adherence to notebook instructions

3 Typically 10-30%

Review report for adherence to:

S
2 GLPs @f&%ﬂ

3 Protocol/plan requirements S
| | consi § o>
3 Internal consistency Y
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Second Tier ReviewsWhy?

2,
3 Ensure facility QA/QC processes are \@
functioning § £
3 Evaluation of second tier review
A Two years of studies/productions
AAnal ysis of O6majoro6 \yS Om

. S
A Conclusion: major findings are noted by @(&f%
Monsanto QAU
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Reminders: In Phase Inspections

3 Be sure in-phase inspections cover all of the study
A Seed/chemical receipt
A Planting
A Equipment calibration
A Chemical application
A Sample collection
A Sample storage
A Sample shipment
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Reminders: Notebook Reviews

3 Ensure all protocol requirements have been met

A Chemical applications rate per protocol
3 Rounding

A Sampling units allow determination of compliance with protocol
3 Plants vs. kg

A Time from sampling to storage per protocol
3 Sub-samples vs. composites

A Field-site QAU conducting required inspections

B
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Reminders: Protocol and SOP
Deviations

A Communicate protocol and facility SOP
deviations

AIn ambiguous/unclear situations, best to
communicate with the SD before initiating
deviation process
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Reminders: QAU Inspection Reports

3 Send two (2) separate copies (SD and TFM)
A Routing issues with large organizations

3ANSent o date on QA report
A Cover letters are separated

3 Send Monsanto QAU a separate copy as a
courtesy
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