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Workgroup expressed concerns about
Expansion of specimen types that require pre-
analytic steps including
•Manipulation/processing
•Interpretation/judgment of specimen 

quality/integrity
Plasma and serum that may be error-prone due 
to manipulation, centrifugation
Specimen types including stool, sputum, swabs 
other than throat
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and processing as intended users in 
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processing
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For test systems with distinct color 
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Studies by intended users should 
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•Interpretation of color gradations does not 

affect accuracy of test reading
Labeling should include a warning when 
color-blindness could affect reading test 
results
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should
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•Clear
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•Readable font 
•Written at no higher than 7th grade level

Instructions should include specific elements 
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limitations, fail-safe/failure-alert mechanisms, 
and quality control
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setting, unless data is provided to show 
otherwise
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Major limitations need to be 
prominently displayed on the outside of 
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Labeling needs to include a warning 
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off-label use resulting in the test being 
uncatorized, high complexity and 
subject to all CLIA regulations  
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Risk mitigation may serve as a failure-alert 
when fail-safe mechanisms are not feasible
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Workgroup agreed
In lieu of a fail-safe, failure-alert 
mechanisms are critical and should be 
used to notify the operator of test 
system problems 
Manufacturers should provide built-in 
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performed at specified intervals

External QC should be tested to monitor
• Operator performance

• Test system operation

• Environmental conditions (e.g. temperature, humidity)
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QC materials should be
•Provided with, not necessarily in, test kits to 

increase the likelihood of QC testing
•Ready to use or require only simple 

preparation
When QC materials are not provided, 
manufacturer should recommend 
sources for QC materials in the package 
insert
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Workgroup agreed some waived tests 
may require sales restrictions
Workgroup suggested
•Some of the proposed “sales restrictions”

could be better addressed as “best 
laboratory practices” for laboratories 
performing waived tests

•Development and promotion of “best 
laboratory practices” guidelines for 
training/education of waived laboratories
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Workgroup noted surveillance of 
waived tests is needed and is 
•Preferable to passive event reporting to FDA 

by manufacturers
•Especially critical in waived laboratories 

with no system of monitoring test 
performance

•The shared responsibility of manufacturers, 
laboratories and government

Specific plans for post-waiver 
surveillance were not defined
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