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FDA Drug SubmissionFDA Drug Submission
Preclinical ToxicologyPreclinical Toxicology

Genetic Toxicology Genetic Toxicology 
•• Bacterial Reverse MutationBacterial Reverse Mutation
•• In Vitro Cytogenetic AssayIn Vitro Cytogenetic Assay
•• In Vivo Micronucleus AssayIn Vivo Micronucleus Assay

Litron LaboratoriesLitron Laboratories
Started as contract labStarted as contract lab
Evolved to assay development/productionEvolved to assay development/production
Focus on micronucleus testing Focus on micronucleus testing 
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When cells divide, extraWhen cells divide, extra--nuclear chromatin resulting from nuclear chromatin resulting from 
a chromosome break or a lagging whole chromosome a chromosome break or a lagging whole chromosome 
may not be incorporated into the daughter nucleus.may not be incorporated into the daughter nucleus.

Micronucleus 

Nucleus

What is a Micronucleus?What is a Micronucleus?
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MicroFlowMicroFlow®® TechnologyTechnology
Flow Flow CytometricCytometric Micronucleus AssessmentMicronucleus Assessment

In Vitro In Vitro –– Cell linesCell lines
In Vivo In Vivo –– Preclinical ModelsPreclinical Models
In Vivo In Vivo –– Humans Humans 
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Human Micronucleus TestingHuman Micronucleus Testing
Value in:Value in:

Clinical TrialsClinical Trials
PostmarketPostmarket SurveillanceSurveillance
Epidemiological StudiesEpidemiological Studies

In Vitro Diagnostic DeviceIn Vitro Diagnostic Device
510(k) clearance required510(k) clearance required
Litron gearing up for submissionLitron gearing up for submission
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ResourcesResources
FDA websiteFDA website

CDRH Learn, Device AdviceCDRH Learn, Device Advice

Local ResourcesLocal Resources
UofRUofR
RIT RIT –– Clinical Research ManagementClinical Research Management

Professional Education ServicesProfessional Education Services
Barnett Education, Barnett Education, CfPIECfPIE
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Questions?

Jbemis@litronlabs.com
585-442-0930

Conclusions


