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DATA REVIEW RECORD

Active Ingredients: é-endotoxins expressed in Pseudomonas
fluorescens

Product Name: MVP and M-Peril Bioinsecticides

ID No: 053219-00003

Submission No: S463271

Chemical No: 006409

DP Barcode: D201938

MRID: 431768-01: Preliminary Analysis of Product

Samples, Certification of Ingredient Limits
and Analytical Method

ACTION REQUESTED '

To review Mycogen’s proposed changes to their product analysis and
guality control procedures to verify that these are adequate and
acceptable methods for their MVP and M-Peril products.

BACKGROUND
Mycogen Corporation has been making pesticides using a Pseudomonas
fluorescens host microbe engineered to produce §-endotoxins
originally derived from Bacillus thuringiensis. Due to the hazards
associated with release of a gram-negative microbe engineered to
contain novel B.t. toxins, the company chose to manufacture a
product that incorporated a thorough cell kill step. As dqualit
control for this product the companv has used 2.

‘The data presented here is being used to justify a modification in
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manufacturing use such as

CLASSIFICATION: Supplementary.

rocedures to substitute g

SUMMARY OF REVIEW

Manufacturing Process, Quality Control (MRID 431768-01)-

Data has been presented that indicate the revised HPLC method is
comparable to another HPLC method but has several advantages for

The revised HPLC method is an

acceptable substitute for the currently used HPLC method but there
'is no indication how it relates to either the original
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Data has been presented that indicate the
revised HPLC method is comparable to another

Samples,
Limits and

acceptable substitute for the currently used
HPLC method but there is no indication how it

STUDY DESIGN

Samples of several lots of both liquid formulations of MVP and

granular M-Peril were analyzed by the proposed HPLC revised method

lgues were

MATERIALS

results to the

to compare the
ﬁ The criteria used to evaluate the tec
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Both the methods referred to in this study make use of a §-
endotoxin reference standard for quantification. No description of
this standard is available or how its value is determined. The
protocol makes reference to the use of a confirmatory insect
bioassay which was eliminated from the final study.

RESULTS
The revised HPLC method appears to offer similar sensitivity to the
original HPLC method with the added advantage that it hagsf

SAB CONCLUSIONS
Judged by the criteria assigned for the study: increased
throughput, similar statistical power, ease of sample preparation
and instrument maintenance, the revised HPLC method is an
acceptable substitute for the originally developed HPLC method. It
is unclear how this assay system correlates to the or;-lnal,

assay system for QC since no‘,‘
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- pbloassays are Yy more
"variable than methods such as HPLC but feels that until the
relationship between the two systems is clear both an analytical
method such as the HPLC and a bioassay should be run on the samples
for QC.



