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QTl's Regulatory Milestones

* FDA Clearances (Four Total)
Multiple 510(k) clearances for breast imaging and diagnostic applications
Confirm safety, efficacy, U.S. commmercial readiness
Showcase continued innovation and regulatory compliance

Reinforces QTI's leadership in acoustic CT

* Breakthrough Device Designation

Recognizes QTl'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 QT1'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

% i
., measure of breast density
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QTl'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 QTl's potential to offer significant advantages over existing breast
Imaging methods

Streamlines development and approval processed for future patient access

."

QT IMAGING

Copyright QT Imaging Holdings, Inc All Rights Reservec



QTlI's first 510(k) submission — KI16237/2

- Date submitted: 8/24/2016; Decision date: 6/6/2017

* Predicate device: SoftVue by Delphinus Medical Technologies (K142517)

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0810-0120

Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement below.

510(k) Mumber [if krowr)
K 162372

Device Name

OT Ultrasound Breast Scanner-1

Indications for Use (Describe)

The QT Ulirasound Breast Scanner-1 is for use as an ultrasonic imaging system to provide reflection-mode and
transmission-mode images of a patient’s breast. The device is not intended to be used as a replacement for screening

(v v mammaography.
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K162372

Second FDA submission: Special 510k (KI82213)

DEFARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2020
Indications for Use See PRA Statement below.
510(k) Number (if known)

KI182213

Device Mame
QT Ultrasound Breast Scanner - |

Indications for Use {Describe)

The QT Ultrasound Breast Scanner - 1 is for use as an ultrasonic imaging system to provide reflection-mode and
transmission-mode images of a patient’s breast. The device is not intended to be used as a replacement for screening
mammaography.

Tahle 2-1. Differences Between the Modified QT Ultrasound Breast Scanner — 1 and the
The difference between QT Ultrasound Breast Scanner — 1 (K162372)
first and second 510(k) L R
clearances was .adQ.IIJQ_DQ_f Modified WVarious bug fixes, cosmetic changes, additim_:l of annotation features,
. QTviewer snapshot feature and research mode, along with enhancements were made
/' QBLI_QAALQI’_E_&ILL@ Software Module to the QTviewer Software Module that was part of the FDA cleared QT
(s : Ultrasound Breast Scamer — 1 (K162372).
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https://www.accessdata.fda.gov/cdrh_docs/pdf18/K182213.pdf

Third FDA clearance: Traditional 510k (K190646)

DEFARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0810-0120
Food and Dl'l.lg Administration Expiration Date: 06/30/2020
Indications for Use See PRA Statement below.
510(k) Mumber (if known)
K190646
Device Name
QT Scanner 2000 Model A

Indications for Use (Describe)
The QT Scanner 2000 Model A is for use as an ultrasonic imaging system to provide reflection-mode and transmission-
mode images of a patient's breast. The device is not intended to be used as a replacement for screening mammography.

Feature Primary Predicate: Subject Device:
QT Ultrasound LLC QT Ultrasound LLC
QT Ultrasound Breast Scanner-1 QT Scanner 2000 Model A
The difference between Image Processing e Single prof:fstifgz :tfgthod e General Pr[of:s?j;ﬁ)
second and thi r_d S10 (k) Methods All image processing/reprocessing are e Tmplant Processing <=
clearances was inclusion of performed on the device e Reprocessing: remove blur, g
W artifacts, and dark spots
All image processing/Teprocessing can
"‘ be performed on the device or on an
‘ oftboard image processor
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https://www.accessdata.fda.gov/cdrh_docs/pdf19/K190646.pdf

Fourth and current FDA clearance: K220933

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023
Indications for Use See PRA Statement below:.
510(k) Number (if known)

K220933

Device Name
QT Scanner 2000 Model A

Indications for Use (Describe)
The QT Scanner 2000 Model A is for use as an ultrasonic imaging system to provide reflection-mode and transmission-

mode images of a patient's breast. The QT Scanner 2000 Model A software also calculates the breast fibroglandular tissue
volume (FGV) value and the ratio of FGV to total breast volume (TBV) value as determined from reflection-mode and
transmission-mode ultrasound images of a patient's breast. The device is not intended to be used as a replacement for
screening mammography.

The QT Scanner 2000 Model A is indicated for use by trained healthcare professionals in environments where healthcare
is provided to enable breast imaging in adult patients.
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https://www.accessdata.fda.gov/cdrh_docs/pdf22/K220933.pdf
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Fourth and current FDA clearance: K220933

Feature

Predicate:
QT Ultrasound LLC
QT Scanner 2000 Model A
(K190646)

Subject Device:
QT Imaging, Inc.
QT Scanner 2000 Model A
(K )

Indications for Use

The QT Ultrasound Breast Scanner - 1 is
for use as an ultrasonic imaging system
to provide reflection-mode and
transmission-mode images of a patient's
breast. The device is not intended to be
used as a replacement for screening
mammography.

The QT Scanner 2000 Model A is for
use as an ultrasonic imaging system to
provide reflection-mode and
transmission-mode images of a patient's

breast. The Q1 Scanner 2000 Model A
software also calculates the breast
fibroglandular tissue volume (FGV)
value and the ratio of FGV to total
breast volume (TBV) value as
determined from reflection-mode and
transmission-mode ultrasound images of

d Pdlicnits DICAst. TIIC dCVICT 15 1101
intended to be used as a replacement for
screening mammography.

Image Analysis Functions

Correlate

Probe

Region of Interest (ROI)
Segment

Linear Measurement
Manual Annotation

Correlate

Probe

Region of Interest (ROI)
Segment

Linear Measurement
Manual Annotation

Fibroglandular Volume (FGV)
Ratio of Fibroglandular Volume to Total
Breast Volume (FGV/TBV)
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QTl'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 ve-aver risk for '

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. Diagnhostic 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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