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Disclaimer

Important Notice to Readers: This document is intended to help outpatient hospitals better understand coding,
billing, coverage policies and reimbursement methodologies for single-use bronchoscopes.

The information presented here is for illustrative purposes only and does not constitute reimbursement or legal
advice. The reimbursement information provided by Olympus America Inc. and/or its direct or indirect (through one
or more intermediaries) parent companies, affiliates or subsidiaries (collectively, the “Olympus Group”) is gathered
from third-party sources and is subject to change without notice. Reimbursement rules vary widely by insurer so
you should understand and comply with any specific rules that may be set by the patient’s insurer. You must also
understand and comply with Medicare's complex rules. It is the provider’s sole responsibility to determine medical
necessity and in turn identify the appropriate codes, charges, and modifiers for services rendered to submit
accurate claims. You should always consult with your local payers regarding reimbursement matters. Under no
circumstances shall the Olympus Group or its employees, consultants, agents or representatives be liable for costs,
expenses, losses, claims, liabilities or other damages (whether direct, indirect, special, incidental, consequential or
otherwise) that may arise from or be incurred in connection with this information or any use thereof.

Coding recommendations, coverage policies, and reimbursement rates and methodologies vary by payer and are
updated frequently. Providers should review applicable payer guidelines and instructions to ensure that billing
practices comply with the payer’s requirements and contact the payer if they have any questions.

The American Medical Association (AMA) is responsible for development and maintenance of Current Procedural
Terminology (CPT®) codes. Providers should check the complete AMA CPT code book for a complete listing of all
CPT codes and their descriptors. It is the provider's responsibility to report the code(s) that accurately describes
the procedure(s) furnished and the patient’s diagnosis. Please note that the presence of a code, or billing a
particular code, is not a guarantee of payment. Reimbursement will vary for each provider based on a number of
factors, including the payer, site of service, geographic location and contractual terms.

CPT codes, descriptions, and other data only are copyright 2025 American Medical Association. All Rights Reserved.
Applicable FARS/HHSARS apply. Fee schedules, relative value units, conversion factors and/or related components
are not assigned by the AMA, are not part of CPT, and the AMA is not recommending their use. The AMA does
not directly or indirectly practice medicine or dispense medical services. The AMA assumes no liability for data
contained or not contained herein.

H-SteriScope™ Single-use Flexible Bronchoscope is Manufactured by Hunan Vathin Medical Instruments Co., Ltd.,
distributed by Olympus Group Company.

© 2026 Olympus America Inc.
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FDA Indication for H-SteriScope™ Single-use Bronchoscope

The Vathin® H-SteriScope™ single-use flexible video endoscopes have been designed to be used with the
Video Processor, endotherapy accessories and other ancillary equipment for endoscopy within the airways and
tracheobronchial tree in adults. Do not use this video system center for any purpose other than its intended use.

Eligibility for Transitional Pass-Through Payment

Medicare's transitional pass-through payment provides additional payment for new devices, drugs, and biologicals
that meet eligibility criteria. The goal of the TPT payment is to facilitate patient access to innovative technologies
that are too new to be well represented in the data that Centers for Medicare & Medicaid Services (CMS) uses

to set Outpatient Prospective Payment System (OPPS) reimbursement rates. The TPT payment is offered for a
minimum of 2-years to a maximum of 3-years.

In the CY 2024 Final Hospital Outpatient Prospective Payment System Rule, CMS approved a TPT application
associated with single-use pulmonary endoscopes’. As a result, effective January 1, 2024, CMS created a new
device category to identify technologies that qualify for this specific TPT:

C1601 Endoscope, single-use (i.e. disposable), pulmonary, imaging/illumination device (insertable).

CMS establishes C codes for categories of devices - not specific devices?. Devices that meet the description and
other coding instructions for currently payable categories may submit claims using the device pass-through
C-codes during the pass-through payment eligibility period?.

Please note, as provided in the CMS Internet-Only Manuals:

+ Only devices specifically described by the long code descriptor associated with the currently payable pass-through
category codes are qualified for transitional pass-through payments.

- In general, hospitals are ultimately responsible for the content of the bills they present to Medicare. If hospitals
have questions about appropriate coding that they cannot resolve on their own, the appropriate first step would be
to review the HCPCS codes and/or the regulation governing payment for the year of service. CMS does not have to
have qualified a particular device for transitional pass-through payment before a hospital can bill for the device.*

Coding and Billing for Transitional Pass-Through Payment

Single-use Bronchoscope HCPCS code

HCPCS® Status Indicator Long Descriptor

Endoscope, single-use (i.e. disposable), pulmonary,

*
1601 H imaging/illumination device (insertable)

*H (HOPD) - Separate cost-based pass-through payment; not subject to copayment

To receive TPT payment for single-use bronchoscopes, HCPCS code C1601 must be included in the claim along
with the specific procedure code performed. Please refer to pages 5-7 for the list of applicable procedure codes.
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Hospital Outpatient Department (HOPD) TPT Payment
Calculation Methodology

For HOPD, Medicare does not establish a fixed rate for TPT payment. The payment is determined by several
variables, such as the hospital's device charge, hospital's cost-to-charge ratio (CCR), and the procedure’s device
offset amount. The device charge and CCR are facility specific. The device offset amount is a predetermined
rate set by CMS and represents the device portion of the procedure payment.” Please refer to pages 5-7 for
the list of applicable device offset amounts.

The pass-through payment for the single-use bronchoscope is the hospital's charge for the device, adjusted
to the actual cost for the device, minus the amount allocated for the device in the procedure payment.3

The total reimbursement for the bronchoscopy procedure utilizing a single-use scope such as H-Steriscope™
includes the procedure payment plus the TPT payment.

HOPD TPT Hospital Hospital Device

Payment Device Charge X  Cost-to-Charge — Offset - Pa T:1Tent
to Medicare Ratio Amount y
HOPD Total TPT Procedure — Total
Reimbursement Payment Payment Reimbursement

Illustrative Example of TPT Payment Calculation for HOPD

CPT Code: 31625 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with bronchial
or endobronchial biopsy(s), single or multiple sites.

Device Charge to Medicare = $900 Cost-to-Charge Ratio = 0.30

Device Offset Amount = $15.647 HOPD Procedure Payment = $1,818.45°¢

$900 0.30 $15.64’ $254.36
I;(:Pr[r)‘;l':;l' Hospital X Hospital —_ Device — TPT
y Device Charge Cost-to-Charge Offset Payment
to Medicare Ratio Amount
$900 x 0.30 = $270 $270-$15.64'= $254.36
6
HOPD Total $254.36  $1,81845° _  $2,072.81
Reimbursement TPT Procedure Total
Payment Payment Reimbursement

CPT only copyright 2025 American Medical Association. All rights reserved.
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CMS-Approved Primary Procedures for Billing C1601’

CPT® Device
Long Descriptor APC® Offset

Codes 7

Amount

31615 Tracheobronchoscopy through established tracheostomy incision 5162 $0.17

31622 Bfonchoscopy, rigid or fle?<|ble, including fluoroscopic guidance, when performed; 5153 $10.00
diagnostic, with cell washing, when performed (separate procedure)

31623 Bronchoscppy, rigid or flexible, m;ludmg fluoroscopic guidance, when performed; 5153 $6.00
with brushing or protected brushings

31624 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; 5153 $455
with bronchial alveolar lavage

31625 Bronchoscopy, rigid or ﬂe><|b|g mclludmg ﬂuproscop|c gu}ldancAe, when performed; 5153 $15.64
with bronchial or endobronchial biopsy(s), single or multiple sites

31626 Bronchoscopy, r|g|q or fle><|b|e, mcluqlmg ﬂuoroscqplc guidance, when performed; 5155 $755.64
with placement of fiducial markers, single or multiple

31628 Bronchoscopy, r|g|d or fle>§|b|e, mcluplmg fluoroscopic guidance, when performed; 5154 $79.61
with transbronchial lung biopsy(s), single lobe

31629 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with 5154 $87.99
transbronchial needle aspiration biopsy(s), trachea, main stem and/or lobar bronchus(i) '
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31630 with tracheal/bronchial dilation or closed reduction of fracture 154 $647.17
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31631 with placement of tracheal stent(s) (includes tracheal/bronchial dilation as required) 2155 $1,994.37
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31634 with balloon occlusion, with assessment of air leak, with administration of occlusive 5155 $1,582.67
substance (eg, fibrin glue), if performed

31635 Bronchoscopy, r|g|d'or flexible, including fluoroscopic guidance, when performed; 5153 $2528
with removal of foreign body
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with

31636 placement of bronchial stent(s) (includes tracheal/bronchial dilation as required), initial bronchus 2155 $3,248.97
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with

31638 revision of tracheal or bronchial stent inserted at previous session (includes tracheal/bronchial 5155 $896.24
dilation as required)

31640 Bronchqs;opy, rigid or flexible, including fluoroscopic guidance, when performed; 5154 $253.69
with excision of tumor
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with destruction

31641 . . . 5154 $372.53
of tumor or relief of stenosis by any method other than excision (eg, laser therapy, cryotherapy)

31643 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; with 5153 $0.00

placement of catheter(s) for intracavitary radioelement application

CPT only copyright 2025 American Medical Association. All rights reserved.
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CMS-Approved Primary Procedures for Billing C1601’

CPT® Device
Long Descriptor APC® Offset

Codes 7

Amount

31645 Bronchoscopy,vrlgld or f!eX|bIe, including ﬂuovroscoplc' ggldance, when performed; 5153 $2873
with therapeutic aspiration of tracheobronchial tree, initial

31646 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; 5150 $0.00
with therapeutic aspiration of tracheobronchial tree, subsequent, same hospital stay '
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31647 with balloon occlusion, when performed, assessment of air leak, airway sizing, and 5155 $3,816.42
insertion of bronchial valve(s), initial lobe

31648 Bronchoscopy, rigid or fle><|b|e, mcl‘u(‘jllng fluoroscopic guidance, when performed; 5154 $139.03
with removal of bronchial valve(s), initial lobe
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31652 with ehdobronchlgl uvltrasourjd (ebgs) guided transtrachveal .and/or transbronchlal 5154 $46.47
sampling (eg, aspiration[s]/biopsylies]), one or two mediastinal and/or hilar lymph
node stations or structures
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31653 with epdobronch@l ulltrasourﬁd (ebgs) guided transtrachea! and/or tran;bronchlal 5154 $46.09
sampling (eg, aspiration[s]/biopsy[ies]), 3 or more mediastinal and/or hilar lymph node
stations or structures

31660 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; 5155 $4,097.62
with bronchial thermoplasty, 1 lobe

31661 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; 5155 $4,061.57
with bronchial thermoplasty, 2 or more lobes

31785 Excision of tracheal tumor or carcinoma; cervical 5165 $23.59
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31627 with computer-assisted, image-guided navigation (list separately in addition to code N/A $0.00
for primary procedure[s])

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31632 with transbronchial lung biopsy(s), each additional lobe (list separately in addition to N/A $0.00
code for primary procedure)

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31633 with transbronchial needle aspiration biopsy(s), each additional lobe (list separately N/A $0.00
in addition to code for primary procedure)

31637 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed; N/A $0.00
additional major bronchus stented (list separately in addition to code for primary procedure) '
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31649 with removal of bronchial valve(s), each additional lobe (list separately in addition to 5153 $0.00

code for primary procedure)
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CMS-Approved Primary Procedures for Billing C1601’

CPT® Device
Long Descriptor APC® Offset

Codes 7

Amount

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31651 with balloon occlusion, when performed, assessment of air leak, airway sizing, and N/A $0.00
insertion of bronchial valve(s), each additional lobe (list separately in addition to code '
for primary procedure[s])
Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;

31654 with transendoscopic endobronchial ultrasound (ebus) during bronchoscopic diagnostic N/A $0.00

or therapeutic intervention(s) for peripheral lesion(s) (list separately in addition to code
for primary procedure[s])

N/A signifies that CMS has not assigned this procedure to an APC.

Olympus Reimbursement Helpline

o0 Email: olympusreimbursement@priahealthcare.com
Phone: 866-794-4331 | Mon. - Fri. 8:00 AM - 5:00 PM Eastern Time

*Olympus is partnered with a third-party administrator.

CPT only copyright 2025 American Medical Association. All rights reserved.
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Caution: Federal law restricts this device to sale by or on the order of a physician.
H-SteriScope™ single-use bronchoscope is manufactured by Hunan Vathin Medical Instrument CO., Ltd. and distributed by Olympus Corp.
Olympus is a registered trademark of Olympus Corporation, Olympus America Inc., and/or their affiliates. | Medical devices listed may not be available for sale in all countries.

OI_YMPUS OLYMPUS AMERICA INC. For more information, contact your Olympus
3500 Corporate Parkway, PO BOX 610, Center Valley, PA 18034 sales representative, or call 800-548-5515.
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