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QTI’s Regulatory Milestones
• FDA Clearances (Four Total)

−Multiple 510(k) clearances for breast imaging and diagnostic applications

−Confirm safety, efficacy, U.S. commercial readiness

−Showcase continued innovation and regulatory compliance

−Reinforces QTI’s leadership in acoustic CT

• Breakthrough Device Designation

−Recognizes QTI’s potential to offer significant advantages over existing breast 

imaging methods

−Accelerates development and review pathway for market access
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Evolution of QTI’s 510(k) Clearances
• 1st Clearance: K162372 (2017)

−Based on predicated: SoftVue by Delphinus

−Established initial safety and function baseline

• 2nd Clearance: K182213 (2018)

− Introduced QTviewer software enhancements

• 3rd Clearance: K190646 (2019)

−Added advanced image reprocessing capabilities

• 4th Clearance: K220933 (2022)

−Added claim to support measurement of fibroglandular tissue volume as well as a 

measure of breast density
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QTI’s Regulatory Highlights
• FDA Clearances (Four Total)

−Granted multiple 510(k) clearances for breast imaging and diagnostic applications

−Validates safety, efficacy, commercial use in the U.S. market

−Demonstrates continued innovation and compliance with regulatory standards

−Reinforces QTI’s leadership in acoustic CT

• Breakthrough Device Designation

−Awarded by the FDAA to expedite review for novel technologies

−Recognizes QTI’s potential to offer significant advantages over existing breast 

imaging methods

−Streamlines development and approval processed for future patient access

Copyright QT Imaging Holdings, Inc. All Rights Reserved.



6

QTI’s first 510(k) submission – K162372
• Date submitted: 8/24/2016; Decision date: 6/6/2017

• Predicate device: SoftVue by Delphinus Medical Technologies (K142517)
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K162372
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Second FDA submission: Special 510k (K182213)

The difference between 
first and second 510(k) 
clearances was addition of 
QTviewer features
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https://www.accessdata.fda.gov/cdrh_docs/pdf18/K182213.pdf
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Third FDA clearance: Traditional 510k (K190646)

The difference between 
second and third 510(k) 
clearances was inclusion of 
image reprocessing schemes
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https://www.accessdata.fda.gov/cdrh_docs/pdf19/K190646.pdf
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Fourth and current FDA clearance: K220933
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https://www.accessdata.fda.gov/cdrh_docs/pdf22/K220933.pdf
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Fourth and current FDA clearance: K220933

What 
changed 
between the 
submissions
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QTI’s Breakthrough Device Designation (BDD)
• What it is:

−FDA granted BDD to QTI’s novel imaging system.
−This special status aims to expedite the development and review of innovative 

medical devices that address unmet clinical needs.

• Significance:
−Signals the FDA’s confidence in QT Imaging’s potential to enhance diagnostic 

accuracy and patient outcomes in younger (< 40 years old) patient population.

• Proposed indications for use: 

The [QT Scanner] device is intended to be used as an initial evaluation method for 
asymptomatic women identified with above-average risk for developing breast 
cancer based upon genetic testing and/or other established criteria, who have not 
reached the age of mammography screening for their risk level in applicable breast 
cancer screening guidelines. Diagnostic work-up of findings may follow as clinically 
appropriate. The QT Scanner is not to be used as a replacement for standard 
screening mammography.
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