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Polysorbate 80)
E. coli ATCC 25922 0.25-2 (99. 1%) 0.03-0.25 (99. 2%) No Change
Proposed
P. aeruginosa ATCC 27853 0.5-4 (95.9%) 0.12-0.5 (97.5%) No Change
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Polysorbate 80)
E. coli ATCC 25922 0.25-2 (99. 6%) 0.03-0.25 (97.1%) No Change
Proposed
P. aeruginosa ATCC 27853 1-4 (80. 5%) 0.06-0.5 (97.2%) 0.5-2 (95.9%)
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Type of Document Description

Interpretive Criteria (Breakpoint) Provide data summaries used to support adding or revising
breakpoints to include subparts:

+ Infroduction - include reason far breakpoint
addition/revision

+ Old (if available) and new breakpoints

Harmonization of breakpoints

Microbiologic summary

PK/PD summary and standard dosing data

Clinical outcome summary

Correlation of MIC and zone diameter summary

Clinical considerations when adopting breakpoints

Laboratory considerations when adopting breakpoints

s Chronology of discussions (include very brief summary
of discussion at each time point) that suppaort
breakpoints

= References - links to pertinent background data
housed on the CL5! website (eg, unpublished data
presented as part of the agenda book in easily
accessible format)

s References — other (eq, published data)

New or Modified Testing/Reporting Provide data summaries used to support modified or new
Recommendation testing/reporting recommendation to include subparts:

* Introduction - include reason for new/modified
recommendation

s Old (if available) and new recommendation brief
description

= Harmonization of testing/reporting recommendations

+« Data, as applicable
+ Microbiclogic summary
+ PK/PD summary and standard dosing data
+ (Clinical outcome summary
+ Correlation of MIC and zone diameter summary

s Clinical considerations when adopting recommendation

= Laboratory considerations when adopting
recommendation

« Chronology of discussions (include very brief summary
of discussion at each time point) that support
recommendation

s References - links to pertinent background data
housed on the CLSI website (eg, unpublished data
presented as part of the agenda book in easily
accessible format)

+ References — other (eq, published data)
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