QT IMAGING

2025 Comprehensive Coding & Billing Guide

QT Breast Acoustic CT Scanner

Reimbursement Disclaimer: This information is for educational/informational purposes only and should not be construed
as authoritative. The information presented here is current as of July 2025 and is based upon publicly available source
information. Codes and values are subject to frequent change without notice. The entity billing Medicare and/or third-party
payers is solely responsible for the accuracy of the codes assigned to the services or items in the medical record. When
making coding decisions, we encourage you to seek input from the American Medical Association (AMA), relevant
medical societies, Centers for Medicare & Medicaid Services (CMS), your local Medicare Administrative Contractor
(MAC), and other health plans to which you submit claims. Items and services that are billed to payers must be medically
necessary and supported by appropriate documentation. It is important to remember that while a code may exist
describing certain procedures and/or technologies, it does not guarantee payment by payers. The decision as to how to
complete a reimbursement form, including the amount to bill, is exclusively the responsibility of the provider.
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QTI's CPT Coding Strategy for 2025-2026

QT Imaging Holdings (QTI) is pursuing a phased, multi-year strategy to establish
appropriate CPT coding and reimbursement pathways for its Breast Acoustic CT
(BACT) technology.

e In 2025, QTI will continue to use the unlisted CPT code 76999, supported by robust
documentation and clinical evidence, to facilitate payer education and
reimbursement on a case-by-case basis.

e In parallel, the company plans to submit an application for a New Technology
Ambulatory Payment Classification (New Tech APC) to CMS in September 2025,
seeking hospital outpatient reimbursement under the Medicare OPPS framework.
This approach allows QTI to expand clinical use while building the necessary data
and adoption to support formal code creation. If approved, QTI will start using a C
code in January 2026.

e In November 2025, QTI plansto apply for a Category Ill CPT code from the American
Medical Association (AMA), which is designed to support emerging technologies
and procedures while further evidence is gathered. If approved, QTI will start using
Category Il CPT code in January 2027.

This staged strategy reflects a deliberate and structured path toward eventual
Category | CPT code status, ensuring alignment with payer requirements, coding
normes, and clinical integration milestones.

2025 Coding and Medicare Payment

The following CPT code may be appropriate for the use of the QT Scanner. Also listed
is the Medicare Physician and Hospital Outpatient Prospective Payment System
(OPPS) national unadjusted payment rates for CPT 76999.

Note: Unlisted CPT codes are not allowed in the Ambulatory Surgery Centers (ASCs).
For additional information regarding unlisted CPT codes, please see “How to Submit
Unlisted CPT Codes” later in the guide.
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2025 Medicare

2025 OPPS (APC Payment

Description Physmlarl & Status Indicator)’
Payment"
76999  Unlisted ultrasound procedure Carrier Priced S
(eg, diagnostic, interventional) $88.05

Hospital Outpatient Status Indicators

Procedure or service not subject to multiple procedure discounting. Paid under
OPPS; separate APC payment.

2025 Inpatient Coding and Medicare Payment

Inpatient procedures are coded using the ICD-10-PCS coding system. In the inpatient
setting, the hospital payment will be determined by the payer using a combination of
the ICD-10-CM and ICD-10-PCS codes. Based on these codes submitted, the hospital
will be paid one fixed payment based on the assigned Medicare Severity Diagnosis
Related Group (MS- DRQG). In the inpatient setting, all costs other than physician
services are considered part of the facility expenses and would be reported by the
facility using the appropriate revenue codes.

ICD-10-PCS codes are comprised of seven characters:
1t character is Section

2" character is Body System

3@ character is Root Operation

4% character is Body Part

5t character is Approach

6™ character is Device

7t character is Qualifier

Below is a list of possible PCS codes that may be applicable to the use of the QT
Scanner. These ICD-10-PCS codes are valid through September 30, 2026.
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PCS Description

BH40ZZZ Ultrasonography of Right Breast

BH41Z77Z  Ultrasonography of Left Breast

BH42777Z Ultrasonography of Bilateral Breasts

2025 MS-DRG Payment

Below is a list of possible Medicare Severity Diagnosis Related Groups (MS-DRG) and
their national unadjusted payment rates that may be applicable for inpatient cases
involving the QT Scanner.

2025
DRG Description SUECIEETE
Payment
(Unadjusted)
£79 atchgr Skin, Subcutaneous Tissue and Breast Procedures with $21174.72
£80 g;c:her Skin, Subcutaneous Tissue and Breast Procedures with $11.518.3]
Other Skin, Subcutaneous Tissue and Breast Procedures
>8] without CC/MCC $9,349.78
Breast Biopsy, Local Excision and Other Breast Procedures with
584 CC/MCC $13,300.95
Breast Biopsy, Local Excision and Other Breast Procedures
=85 without CC/MCC $12,896.22
597 Malignant Breast Disorders with MCC $11,412.42
598 Malignant Breast Disorders with CC $6,891.50
599 Malignant Breast Disorders without CC/MCC $5,553.87
600 Nonmalignant Breast Disorders with CC/MCC $6,214.56
601 Nonmalignant Breast Disorders without CC/MCC $3,894.66

604  Trauma to the Skin, Subcutaneous Tissue and Breast with MCC $9,651.86

605 Trauma to the Skin, Subcutaneous Tissue & Breast without MCC $6,000.83

CC - Complications or Comorbidities
MCC - Major Complications or Comorbidities
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2025 ICD-10-CM Diagnosis Coding

Below are some examples of diagnosis codes that may be applicable for the use of QT
Scanner. This is not meant to be an exhaustive list.

ICD-10-CM Diagnosis Description

C50* Malignant neoplasm of breast

c773 Secondary and unspecified malignant neoplasm of axilla and upper limb
' lymph nodes
C79.81 Secondary malignant neoplasm of breast
DO5* Carcinoma in situ of breast
D24* Benign neoplasm of breast
D48.6* Neoplasm of uncertain behavior of breast
D49.3* Neoplasm of unspecified behavior of breast
No6O* Benign mammary dysplasia (also cyst)
No6T* Inflasnmatory disorders of breast
NG62 Hypertrophy of breast
No63* Unspecified lump in breast
NG64* Other disorders of breast
No65* Deformity and disproportion of reconstructed breast
R92* Abnormal and inconclusive findings on diagnostic imaging of breast
R92.30 Dense breasts NOS
T85.4* Mechanical complication of breast prosthesis and implant
Z12.31 Encounter for screening mammogram for malignant neoplasm of breast
Z12.39  Encounter for other screening for malignant neoplasm of breast
Z80.3  Family history of malignant neoplasm of breast
Z85.3 Personal history of malignant neoplasm of breast
Z859  Personal history of malignant neoplasm, unspecified
786.000 Personal history of in-situ neoplasm of breast

*Requires additional character(s)

How to Submit Unlisted CPT Codes
What is an Unlisted CPT Code?

An unlisted HCPCS code represents an item, service, or procedure for which there is no
specific CPT or Level Il alphanumeric HCPCS code.
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The Current Procedural Terminology (CPT®) Manual requires that clinicians

to “[s]elect the name of the procedure or service that accurately identifies the service
performed” and not to “select a CPT code that merely approximates the service
provided.” If no such procedure or service exists, then it is recommended to use an
appropriate unlisted procedure or service code. This is common when a physician
performs a new procedure or utilizes new technology where established CPT codes do
not adequately describe the procedure or service.

Relative value units (RVUs) and pricing are not assigned to unlisted codes because they
represent services/procedures that are variable. When reporting an unlisted code, it is
necessary to provide supporting documentation.

How do | submit an Unlisted CPT code?

To avoid delay in payment, it is best to submit the following at the time of submission
of an unlisted code:

v' Claim
On the claim form (CMS 1500), include the unlisted code and an appropriate charge
amount. The character limit for box 19 is 80. For example, “76999, comparable to XXXXX,
payment of $XXX.XX expected.” Note: Medicare does not accept any abbreviations or
acronyms in box 19 and will reject the claim until an appropriate entry is submitted.

v' Cover Letter
A cover letter summarizing the procedure that was performed, comparable
procedures and pricing information, and any clinical evidence supporting the efficacy
of the procedure. Reference or attach any supporting published articles or clinical
information.

v' Supporting Documentation
Supporting documentation should include:

e A clear description of the nature, extent, and medical necessity for the
procedure

e A detailed description of comparable CPT/HCPCS procedure code(s)
you've identified and their associated RVUs and/or payments and an
explanation of how they are similar to the unlisted code. The comparable
procedure(s) should be as similar as possible to the unlisted procedure.
It can be similar in technique, approach, time, equipment and/or effort
required by provider.

e A description of any procedures performed at the same time

e Anyextenuating circumstances which may have complicated the service
or procedure

e Time, effort, and equipment necessary to provide the service

e The number of times the service was provided.
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Payers will manually review any supporting documentation and any comparable
codes or expected pricing submitted by the provider. They will use this information to
determine an appropriate payment.

Additional Tips

Create Templated Letters - For commmonly performed unlisted procedures, create
letter templates and/or electronic medical record documentation templates (i.e., dot
phrases for operative notes) that are easily customizable to each patient. Make sure to
have any supporting clinical evidence readily available as well. It is important that the
author enters specific information related to the patient’s care.

Special Billing Instructions — Contact the payer prior to submission to determine any
specific instructions needed to submit an unlisted code. Do they accept electronic
claims? How would they like the provider to attach supporting documentation or
chart notes?

Prior Authorization - Obtain prior authorization, when possible. Use the example
letter below to provide detailed information to the payer regarding the procedure and
why an unlisted code is needed. Request the appropriate billing instructions from the
payer (i.e.,, whether electronic submission is acceptable, etc.). Generally, Medicare does
not require pre-authorization.

Appeal - Be prepared with an appeal letter (similar to the cover letter), if necessary,
describing why this service should be paid. Again, this letter must contain specific
information related to the patient’s care.

Multiple Unlisted Codes - Because unlisted codes are not specific to the number of
units, the unlisted code should be reported only once, with a description of how many
units or times the procedure was performed. Typically, if two or more procedures that
require the use of an unlisted code are performed on different anatomic locations, two
different unlisted codes will be appropriate.

Modifiers - Modifiers are not necessary with unlisted codes because they are
essentially custom CPT codes where the provider can describe any extenuating
services in the supporting documentation (or the claim form) that would normally be
captured by a modifier.

ABN - It may be appropriate to have providers collect an Advance Beneficiary Notice

(ABN), or another financial waiver, from patients, and/or to collect a pre-payment in
the event that payment is denied.
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Medicare Coverage Determinations (NCD/LCD) - Check with your local

Medicare Administrative Contractor (MAC) regarding any relevant National Coverage
Determination (NCDs) or Local Coverage Determinations (LCDs). Medicare may cover

these products on a case-by-case basis, with evidence of medical necessity. While
traditional Medicare does not require or allow prior authorization or prior approval for
procedures, Medicare Advantage plans are managed by commercial payers who may
require prior authorization for Medicare Advantage patients. Check with your plan
administrator for any prior authorization requirements.

Commercial Coverage Determinations - Commercial insurance coverage policies
vary, and many require prior authorization for any procedure. We encourage health
care professionals to contact payers directly with questions regarding coverage
policies or guidelines for the QT Scanner.
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Sample Cover/Appeal Letter

(Date)

Attn: (Contact Name)

(Title)

(Insurance Company Name)
(Address)

Re: (Patient's Name)

Date of Birth:

Dates of Service:

Group Number:
Subscriber/Policy Number:

Dear (Contact Name):

On (date of service), | performed a (name of procedure) on the above-mentioned
patient. (Patient’'s Name) was diagnosed with (diagnosis). This patient also has (any
associated symptoms or co-morbidities).

[If applicable, include additional information such as alternative treatments that have
failed and what health problems may have occurred if the patient did not undergo the
procedure. Describe anticipated outcomes and/or the medical benefits of the
treatment.]

This procedure is best described by unlisted CPT 76999 Unlisted ultrasound procedure
(eg, diagnostic, interventional). This procedure may be reasonably compared to the
existing CPT code (code number and description), and its associated charge of

$

In terms of physician work and practice expense, the submitted unlisted code is
(comparable or ___% more/less difficult) for the reasons mentioned in my attached
chart notes. Therefore, | have submitted a charge of $ for this procedure and
expect payment of $

Attached, please find a detailed copy of my chart notes (which includes an explanation
of the QT Scanner procedure) and claim form. Also, the following clinical evidence is
attached supporting the efficacy of this procedure:

(List/summarize clinical evidence available)

Sincerely,

(Physician’s Signature)
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Product Information

QT Scanner 2000 Model A
Product Description

The QT Scanner 2000 Model A (*QT Scanner”) is an automated, software-controlled
ultrasound imaging system which performs a standardized scan of the whole breast
without the use of ionizing radiation, compression, or contrast injection; and generates
both reflection-mode and transmission-mode breast images. The QT Scanner consists
of a Patient Scanning System, an Operator Console, an optional offboard image
processor, and the QTviewer software.

The Patient Scanning System contains the necessary electronics which perform
acquisition and initial processing of the breast images and further provides a support
table which allows the patient to rest comfortably while the scanning takes place. The
scan tank is centered below a patient’s breast and contains the ultrasound transducer
arrays. The transducer arrays include a set of three reflection transducers that transmit
pulsed ultrasound plane waves into targeted tissues using the water bath in the scan
tank as a coupling medium. An additional transmitter and receiver array pair collect
the ultrasound energy to provide speed of sound values.

During scanning, a patient lies prone on the examination table with the breast
suspended in a warm water bath maintained near skin temperature. Images are
automatically acquired on a pendant breast positioned with the nipple as a point of
reference. The transducer arrays rotate about a vertical axis to circle the breast in the
coronal plane. The array is then translated vertically, and the scanning process is
repeated until the entire breast is scanned, allowing B-scan images to be
constructively combined into tomographic, speed of sound and reflection ultrasound
images.

The QT Scanner outputs the images to a server which allows the images to be stored
until they are reviewed on a Viewer Console running the QTviewer™ software.
Alternatively, raw data files can be output to a server and remotely constructively
combined into tomographic, speed of sound and reflection ultrasound images.
Coronal, axial and sagittal images are generated for review by the radiologist. The
QTviewer software also provides a number of analytics capabilities, such as biometric
measurement, manual segmentation, and Region of Interest calculations.
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The QTviewer software also provides the “Fibroglandular Volume” (FGV)

which is display of calculated fibroglandular tissue volume within a breast, expressed
in dimensions of volume, as well as a ratio of the volume of fibroglandular tissue within
the breast volume to the total breast volume, from QT Scanner breast images. The
QTviewer software also provides the “Fibroglandular Volume” (FGV) which is display of
calculated fibroglandular tissue volume within a breast, expressed in dimensions of
volume, as well as a ratio of the volume of fibroglandular tissue within the breast
volume to the total breast volume (TBV), provided as FGV/TBV. The process for
calculating FGV and FGV/TBV is based on image segmentation methods. The first step
is segmentation of the whole breast from the surrounding water. Attenuation images
are used to identify the boundary of the breast assuming that attenuation anywhere
outside the breast (within water) is essentially zero. From skin inward, every pixel is
labelled as breast tissue. The next step identifies the pixels in the vicinity of the
boundary as border pixels and which constitute the skin of the breast. The pixels
labelled as surrounding water and skin are removed from the breast and the
remaining breast volume is deemed as TBV. In the next step, pixel values from the
segmented speed of sound image are provided to a one-dimensional fuzzy c-means
(FCM) algorithm to partition of data set into two clusters: fibroglandular tissue and fat.
Once FCM is trained, a membership map of fibroglandular tissue is generated and an
empirically chosen threshold is applied to binarize the fibroglandular tissue
membership map which constitutes fibroglandular tissue volume (FGV). The ratio of
FGV to TBV (FGV/TBV) is then calculated by dividing the volume of the fibroglandular
tissue by the volume of the whole breast.

Indications for Use

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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Contraindications

e The QT Scanner 2000 Model A is only indicated for breast tissue imaging.

e The automated scan of the QT Scanner 2000 Model A uses a water bath as a
coupling medium between the scanner array and the breast. It should NOT be
used on patients who have been advised not to immerse their breast in water
(such as after a biopsy procedure). It should NOT be used in patients who have
open wounds or sores on their breasts, patients who are lactating or pregnant, or
patients with allergies to chlorine or alcohol wipes.

e The QT Scanner 2000 Model A can accommodate patients up to 181 kilograms
(400 lbs).

e The QT Scanner 2000 Model A can accommodate patients with a breast cup size
between approximately A and DDD. Use of the system to image patients whose
breast size exceeds these limits may cause the patient to come in contact with
the automated transducer arrays, which could result in patient injury and
inaccurate data collection. The system should not be used on any patient whose
breast does not fit comfortably through the opening in one of the table insert
rings provided with the system.

e Do not conduct a scan on a patient who is allergic to medical grade adhesive
tape.

e The breast retention device and retention rod of the QT Scanner 2000 Model A
both utilize a magnet. Patients with magnetic implants, such as pacemakers,
should NOT be scanned.

"CPT®is a registered trademark of the American Medical Association (AMA). Copyright 2025 AMA. All CPT codes are
owned and licensed by the American Medical Association.

12025 Medicare Physician Fee Schedule: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices

it 2025 Medicare Outpatient Hospital Fee Schedule: https://www.cms.gov/medicare/payment/prospective-payment-
systems/hospital-outpatient/addendum-a-b-updates

v 2025 Medicare ICD-10-PCS Files https://www.cms.gov/medicare/coding-billing/icd-10-codes

v 2025 Medicare IPPS Fee Schedule:https://www.cmns.gov/medicare/payment/prospective-payment-systems/acute-
inpatient-pps
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