TULSA-PRO®
2026 Coding and Billing Quick Reference Guide

The FDA cleared the TULSA-PRO System via 510(k) on August 15, 2019. The system is indicated for transurethral
ultrasound ablation (TULSA) of prostate tissue. The TULSA-PRO Procedure uses a transurethral ultrasound
applicator for focused ultrasound ablation of prostate tissue under continuous magnetic resonance (MR)
guidance, monitoring, and control. This FDA-cleared device is indicated for transurethral ultrasound ablation
(TULSA) of prostate tissue.

The TULSA-PRO system combines real-time Magnetic Resonance (MR) imaging and MR thermometry with
transurethral directional ultrasound and closed-loop process control software to deliver precise thermal
ablation of a customized volume of prostate tissue. The system consists of both hardware and software
components.

Transurethral ultrasound ablation (TULSA) treatment ablates prostate tissue using in-bore real-time MRI
treatment planning, monitoring, visualization, and active temperature feedback control. The closed-loop
features of the TULSA-PRO software use a real-time MRI interface to process MRI prostate temperature
measurements and communicate with the TULSA-PRO hardware, thereby controlling frequency, power,
and rotation rate of ultrasound to ablate physician-prescribed prostate tissue with a high degree of precision.

The physician inserts two catheters, one transurethral and another transrectal, into the patient before he is
moved into the MR bore.

The transurethral catheter consists of an Ultrasound Applicator (UA) which delivers energy from the urethra
outwards into the prostate tissue, heating it to thermal coagulation. The transrectal catheter is an Endorectal
Cooling Device (ECD) that does not emit any energy and cools the rectal wall adjacent to the prostate.
Both catheters have fluid flowing inside throughout the treatment to thermally protect the urethra and
rectum. This is done to minimize the potential of any thermal damage to either the urinary or rectal pathways.
The physician uses the TULSA-PRO console to robotically position the UA in the prostate and plan the
treatment by contouring the prescribed tissue on real-time high-resolution cross-sectional MR images of the
prostate. These features provide the physician with the ability and control to customize the treatment plan
to minimize thermal impact to critical structures surrounding the prostate, including the external urethral
sphincter, rectum, and neurovascular bundles. Treatment begins based upon the physician’s instructions by
enabling the software to initiate thermal ablation. The TULSA-PRO closed-loop process control software reads
real-time MR thermometry measurements and adjusts automatically and dynamically the frequency,
power, and rotation rate of ultrasound provided by each UA transducer to deliver precise ablation of the
prostate tissue. The software controls automated, continuous, and robotic rotation of the transurethral
UA by 360 degrees in sync with the process-controlled delivery of thermal heating to all the intended regions
of the prostate. Following completion of the ablation process, the two catheters are removed from the natural
orifices of the patients.
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CODING AND BILLING SUMMARY
| Common (CD-10-CM DiagnosisCode

Common ICD-10-CM Diagnosis Code

C61 Malignant neoplasm of prostate
N40.1 Benign prostatic hyperplasia with lower urinary tract symptoms
N40.2 Nodular prostate without lower urinary tract symptoms
N40.3 Nodular prostate with lower urinary tract symptoms
R97.21 Rising PSA following treatment for malignant neoplasm of prostate

2026 Relative Value Units (RVU) and Time

Code | Global | Work RVUs | NF PERVUs | Fac PE RVUs MP RVUs | Total NF RVUs | Total Fac RVUs | Intra-Svc Time | Total Time
51721 000 3.95 12.47 1.31 0.49 16.91 5.75 29 mins 82 mins
55881 000 9.56 266.97 2.06 124 277.77 12.86 120 mins 202 mins
55882 000 .21 275.96 3.01 1.58 288.75 15.80 125 mins 222 mins

ption 1: One Physician

2026 Medicare Ntl. Avg. Physician Payment

Code Description Non-Facility (Office) Facility
Ablation of prostate tissue, transurethral, using thermal ultrasound,
including magnetic resonance imaging guidance for, and monitoring
5 of, tissue ablation; with insertion of transurethral ultrasound transducer $9,684 $528
5588 for delivery of thermal ultrasound, including suprapubic tube placement (288.75 RVU) (15.80 RVU)
and placement of an endorectal cooling device, when performed.
0-Day Global Code

Physician Payment Option 1: Two Physicians

2026 Medicare Ntl. Avg. Physician Payment

Code Description Non-Facility (Office) Facility
Ablation of prostate tissue, transurethral, using thermal ultrasound,

55881 including magnetic resonance imaging guidance for, and monitoring $9,317 $430
of, tissue ablation. (277.77 RVU) (12.86 RVU)
0-Day Global Code
Insertion of transurethral ablation transducer for delivery of thermal
ultrasound for prostate tissue ablation, including suprapubic tube 5

51721 placement during the same session and placement of an endorectal ( $567 ) ( $19 )
cooling device, when performed. 16.91RVU 5.75RVU
0-Day Global Code

HOPD and ASC Payment (Facility)

Inefesies 2026 Medicare Ntl. Avg. Physician Payment
Code HOPD | ASC | HOPD APC APC Description HOPD ASC
55882 J1 | J8 5377 Level 7 Urology and Related Services $13,479 $10,874
C1889 Required to be reported on claim to capture device costs

+ The non-Qualifying Participant Conversion factor to calculated payment was $33.40
+ 51721 and 55881 do not have HOPD or ASC facility payment

« JI: All covered Part B services on the claim are packaged with the primary J1 service for the claim,
except the Comprehensive APC payment policy exclusions

« J8: Device-intensive procedure; paid at adjusted rate C1889 — Implantable/insertable device, not
otherwise classified [to report device]

 Physician, HOPD, and ASC payment levels reflect Medicare national average payment levels in effect as
of January 1, 2026. Medicare payments are adjusted geographically and by quality payment reporting
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HOSPITAL OUTPATIENT (HOPD) & ASC

HOPD Payment (Facility)

2026 Medicare Ntl. Avg. Physician Payment
HOPD or ASC | HOPD or ASC
Code Indicators APC APC Description HOPD ASC
55882 Jl 5377 Level 7 Urology and Related Services $13,479 $10,728
C1889 Required to be reported on claim to capture device costs

Physician Payment Option 1: Complete Procedure with One Physician

2026 Medicare Ntl. Avg. Physician Payment

Code Description Facility

Ablation of prostate tissue, transurethral, using thermal ultrasound,
including magnetic resonance imaging guidance for, and monitoring
of, tissue ablation; with insertion of transurethral ultrasound transducer $528
for delivery of thermal ultrasound, including suprapubic tube placement (15.80 RVU)
and placement of an endorectal cooling device, when performed.

0-Day Global Code

Physician Payment Option 2: Two Physicians

2026 Medicare Ntl. Avg. Physician Payment

55882

Code Description Facility

Ablation of prostate tissue, transurethral, using thermal ultrasound,
including magnetic resonance imaging guidance for, and monitoring of, $430

5588l tissue ablation. (12.86 RVU)
0-Day Global Code
Insertion of transurethral ablation transducer for delivery of thermal
ultrasound for prostate tissue ablation, including suprapubic tube 192
51721 placement during the same session and placement of an endorectal (5 7$5 RVU)

cooling device, when performed.
0-Day Global Code

+ CPT® code 55882 is used for HOPD or ASC facility payment

When submitting a bill in the HOPD or ASC setting:

 Indicate a revenue code for each device and each service performed

« Indicate a CPT/HCPCS code for each device and each service performed
55882 is currently classified as a device-intensive procedure, which means that a significant portion of the
procedure’s costis related to a device —in this case, the TULSA-PRO procedure. Outpatient facilities must report
a device code for TULSA-PRO when reporting 55882 to support the device-intensive nature of the procedure.

Because there is currently no specific device code for the TULSA-PRO procedure, the most appropriate device
code is C1889.

Reimbursement information is provided for educational purposes only and does not guarantee coverage or
payment. Providers are responsible for all coding, billing, and reimbursement decisions.
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PROCEDURAL CHARGES FOR FACILITY

CPT/HCPCS Revenue
Category Code Description Code Comments
Aplation of prostate tissue,. tronsgrethrol, Use when a single physician performs both
using thermol uItrosour.\d, |.nclud|r)g imaging and ablation.
Primar MRI guidance and monitoring of tissue . .
P q Y 55882 ablation; with insertion of transurethral 360 Procedure may be done with 2 physicians.
rocedure ultrasound transducers, including Radiologist (51721) and Urologist (55881) to
suprapubic tube and endorectal cooling help report against different departmental
device, when performed. revenue codes.
Catheter c1889 Implantable/other medical device, 278 Used for TULSA-PRO disposable kit until
Supplies category not otherwise classified. device-specific HCPCS assigned.
Contrast Q9950 Injection, Gadoteridol (ProHance) / mL 250 For MR contrast used during procedure.
Anesthesia 1999 Unlisted anesthesia service. 370 Useq i r\o specific anesthesm code .
applies; document duration & complexity.
CPT/HCPCS Revenue
Category Code Description Code Comments
Insertion of transurethral ablation
Primar transducer for delivery of thermal
Y ultrasound for prostate tissue ablation, . .
Procedure 51721 . . ) Used when urologist performs device
- including suprapubic tube placement 510 : ~
(Two Physicians . . placement portion of TULSA-PRO.
- Urologist) during the same session ond. placement
of an endorectal cooling device, when
performed.
Primar Ablation of prostate tissue, transurethral,
Proceduze using thermal ultrasound, including MRI Used when the radiologist performs MRI
(Two Physicians 55881 guidance for and monitoring of tissue 360 guidance, ablation, and monitoring portion
_ Rodiczllo ist) ablation; one component of a two- of TULSA-PRO.
9 physician procedure (typically radiologist).

55882 is assigned to APC 5377, Level 7 Urology and Related Services and has a status indicator of Ji,
Comprehensive APC (C-APC). This means payment for all covered Part B services on the claim are packaged
with the primary J1 service for the claim, except the Comprehensive APC payment policy exclusions.

CPT® guidelines instruct that supplies and materials such as drugs, tray supplies, and materials that are
usually provided with anesthesia services are considered incidental to the anesthesia service codes
(00100 - 01999) and should not be reported separately.

Supplies and materials provided over and above those usually included may be reported separately.
Therefore, certain additional agents used by anesthesia providers, such as Propofol, can be reported and
paid separately in addition to the anesthesia service. Local anesthesia drugs, such as Lidocaine, should not
be reported separately.
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MEDICARE HCPCS C-CODE GUIDANCE
HCPCS C1889

Medicare Hospital Outpatient Department (HOPD) and Surgical Center (ASC) facility claims should include
C1889 (insertable device, not otherwise classified) to report procedure. Costs should be included when
submitting claims to Medicare.

« There is no payment associated with C1889. Medicare requires that the cost for implantable/
insertable devices used during a procedure be reported

» C-codes only pertain to facility coding

Medical Necessity Documentation

Providers should submit all appropriate documentation of medical necessity for TULSA-PRO procedure.
Profound Medical has sample letters of medical necessity that a facility and physician may use as models
to include with initial claim submissions that is available upon request.

Patient Documentation for Prostate Cancer

- Past history of the health issue (including the conditions surrounding its original manifestation)
« Physical documentation such as lab results and images

o PSA tests, prostate biopsy results, MRIs and other imaging tests, symptom scores, etc.
+ Supporting information for medical necessity and why the treatment is appropriate

o List of co-morbidities or contraindications to prostatectomy: rheumatic diseases, and musculoskeletal
conditions (collectively termed arthritis); hypertension; stomach, intestinal, and gastrointestinal (Gl)
diseases (Gl diseases); urinary conditions; heart disease; cancer (other than prostote); lung disease;
diabetes; kidney disease; stroke and neurologic conditions; and blood diseases. This list is not inclusive.

+ Any treatments that have already been tried along with duration

Claims Submission Checklist

Obtain prior authorization from the insurer prior to the procedure (if necessary)

Verify which codes to use with the patient’s insurer

Submit appropriate documentation

Description of the TULSA-PRO System

Letter of medical necessity outlining the patient’s medical history and procedure rationale
Verity the patient’s correct name and identification number on the claim form

Use standard terminology; Use correct ICD-10-CM diagnosis codes; correct CPT codes

O O O 0o o o o o

Apply appropriate revenue code. If private payer, confirm requirement to report C-code C1889
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REIMBURSEMENT SUPPORT

Documentation

Insurance carriers, including Medicare, review submitted claims for the procedure to determine the
appropriateness of medical necessity. Emerging technologies and procedures can require additional
documentation for coverage and patient-specific adjudication. Profound Medical can provide additional
resources upon request such as:

« Sample letter of medical necessity for prior authorization and/or appeals

+ Sample appeal letter for denials

- Literature references to support a request for medical necessity or appeal

Limitations

There are legal restrictions that must be followed. This is not a fully exhaustive list. Below are examples of what
cannot be done:

+ Substitute for the patient’s health care team of physicians or their staff

» Advise on appropriate diagnosis codes for individual patients

« Advise on pricing

+ Abbreviate the claim payment timeframe for some payers

REIMBURSEMENT DISCLAIMER

This information is provided for general educational purposes only and is not intended to constitute legal,
billing, coding, or reimbursement advice. Coverage, coding, and payment policies vary by payer and are
subject to change without notice. Providers are responsible for determining appropriate patient selection,
coding, documentation, and billing practices, as well as for confirming coverage and payment with the
applicable payer prior to submitting claims.

Nothing in this guide should be construed as a guarantee of coverage or reimbursement, or as influencing
clinical decision-making. Clinical decisions should be based solely on the independent medical judgment of
the healthcare provider and the individual needs of the patient.

The manufacturer does not recommend or encourage billing for services that are not medically necessary,
appropriately documented, or consistent with applicable laws, regulations, and payer requirements. Providers
should consult their own reimbursement specialists, legal counsel, or payer representatives for guidance

specific to their practice.

For TULSA-PRO Reimbursement Support, please contact:
reimbursement@profoundmedical.com

To learn more about TULSA-PRO Prior Authorization Support Program, please contact:

tulsaproauth@profoundmedical.com
Phone: 1-855-378-7027

Fax: 1-855-379-1441

Profound Medical Inc. 2400 Skymark Ave. Unit #6 Mississauga, ON L4W 5K5, Canada

© Profound Medical Inc., 2026. The TULSA Procedure uses the TULSA-PRO® system. TULSA-PRO® is approved for commercial sale in the
USA, EU, Canada, and select other countries. The TULSA-PRO® is CE marked, Health Canada approved, and 510(k) cleared by the U.S.
Food and Drug Admission. CAUTION: Rx only device. Profound Medical and TULSA-PRO are trademarks of Profound Medical Inc. For
more information regarding the regulatory status of the device in other jurisdictions, please contact us at info@profoundmedical.com.
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