
Breakpoint Assessment Breakpoint Validation/Verification

Review and compare the 
laboratory's breakpoints in use to 
current (updated) breakpoints.2

Meet with the antimicrobial 
stewardship team to prioritize 

breakpoint updates.

No further action needed. 
The laboratory is using updated 

breakpoints.

Review and record breakpoints 
that are currently used in 

the lab.1

Discuss 1) the need 
for alternative AST protocols 

with the antimicrobial 
stewardship team and 2) the 

plan for updating breakpoints 
with  the manufacturer.

Notify clinical teams 
and antimicrobial stewardship 

team about the implementation 
of the updated breakpoints.
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Are the 
breakpoints in use 

out of date?

Does the 
device have 

the appropriate 
dilution 
range?

No

No

Are updated 
breakpoints 

cleared for the 
device?

Does the 
laboratory have 

the CDC and FDA 
AR Isolate bank

set(s)?

Design veri�cation studies 
to update out of date 

breakpoints.3,4

Design validation studies 
to update out of date 

breakpoints.4,5

Discuss discrepancies with 
labortory director

If appropriate perform
discrepancy testing

Determine the CDC and FDA AR 
Isolate Bank isolate set(s) that 

meet the study needs.6

Obtain comparator results using 
a method previously validated 

or veri�ed for the updated
breakpoints.

Determine source of reference
 or comparator results. 

Other than CDC & 
FDA AR Isolate Bank

CDC & FDA AR 
Isolate Bank

Perform testing to assess 
accuracy and precision.

Contact the CDC and FDA AR 
Isolate Bank to order isolates 

free of charge.

Analyze the data.7,8,9

Summarize the study results 
and submit them for review.4

Receive laboratory director 
approval of validation or 

veri�cation study.

Implement the updated 
breakpoints.

Does the
data meet 
prede�ned 
acceptance

criteria?

No

Yes

Yes
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Abbreviation: AR, antibiotic resistance; AST, antimicrobial susceptibility testing.
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