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Introduction

Important Notice to Readers: This document is intended to help physicians, hospitals and ambulatory
surgical centers better understand coding, billing, coverage policies and reimbursement methodologies for
bronchial air leak valve procedures that involve Olympus bronchoscopy equipment.

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 reference manual
and/or another authoritative source 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.

© 2026 Olympus America Inc.

Copyright © 2025, the American Hospital Association, Chicago, Illinois. Reproduced with permission. No portion of the AHA copyrighted materials contained
within this publication may be copied without the express written consent of the AHA. AHA copyrighted materials including the UB-04 codes and descriptions
may not be removed, copied, or utilized within any software, product, service, solution or derivative work without the written consent of the AHA. If an entity
wishes to utilize any AHA materials, please contact the AHA at 312- 893-6816. Making copies or utilizing the content of the UB-04 Manual, including the codes
and/or descriptions, for internal purposes, resale and/or to be used in any product or publication; creating any modified or derivative work of the UB-04 Manual
and/or codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof, including the codes and/or descriptions, is only
authorized with an express license from the American Hospital Association. The American Hospital Association (the "AHA") has not reviewed, and is not responsible
for, the completeness or accuracy of any information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material,
or the analysis of information provided in the material. The views and/or positions presented in the material do not necessarily represent the views of the AHA.
CMS and its products and services are not endorsed by the AHA or any of its affiliates.
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Humanitarian Device for Use in the Control of Prolonged Air Leaks
HUD/HDE Status

A Humanitarian Use Device (HUD) is a medical device intended to benefit patients in the treatment or diagnosis of
a disease or condition that affects or is manifested in fewer than 8,000 individuals in the United States per year.

Spiration, Inc. (now Gyrus ACMI, Inc.) applied for and received U.S. Food and Drug Administration (FDA) designation
as a HUD and received Humanitarian Device Exemption (HDE) approval for the use of its minimally invasive
Spiration Valve System to control prolonged air leaks of the lung or significant air leaks that are likely to
become prolonged, following lobectomy, segmentectomy and Lung Volume Reduction Surgery (LVRS). FDA
approval of an HDE authorizes the applicant to market an HUD subject to certain conditions of approval.

Indication for Use

The Spiration Valve System is a device to control prolonged air leaks of the lung, or significant air leaks that
are likely to become prolonged air leaks, following lobectomy, segmentectomy and Lung Volume Reduction
Surgery (LVRS). An air leak present on post-operative day 7 is considered prolonged unless present only
during forced exhalation or cough. An air leak present on day 5 should be considered for treatment if it is:
1) continuous, 2) present during normal inhalation phase of inspiration, or 3) present upon normal expiration
and accompanied by subcutaneous emphysema or respiratory compromise. The Spiration Valve System use is
limited to 6 weeks per prolonged air leak.

Caution

Humanitarian Device. Authorized by Federal Law for use in the control of prolonged air leaks of the lung or
significant air leaks that are likely to become prolonged following lobectomy, segmentectomy or Lung Volume
Reduction Surgery (LVRS). The effectiveness of this device for this use has not been demonstrated. Federal law
restricts this device to sale by or on the order of a physician.

* Contraindications: Patient is unable to tolerate a flexible bronchoscopy procedure. Allergy to latex and nickel.

* Warnings: Atelectasis may occur after the air leak seals and patients should be monitored for this possible
complication.

* General Precautions: The Spiration Valve System should not be used for patients who have active asthma,
bronchitis or clinically significant bronchiectasis. Only use a bronchoscope with a working channel of 2.6 mm
or larger. Do not use the Spiration Valve System for other than its intended use.

* Potential Adverse Effects: Atelectasis; Death; Infection in the tissue distal to a valve; Local airway swelling
or edema at site of valve implantation; Pneumothorax.
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Humanitarian Device for Use in the Control of Prolonged Air Leaks (Cont'd)

Spiration Valve Procedure Overview for Air Leaks

Postoperative air leaks continue to be the most common complication following lung resection surgery and a leading
cause of increased hospitalization, morbidity and cost. Postoperative air leaks that are present 5-7 consecutive days
following the surgery are typically classified as “prolonged” air leaks." Conventional management of prolonged air
leaks involves chest drainage and observation followed by more invasive treatments when leaks do not resolve.’

The Spiration Valve System is the only FDA approved device indicated to control prolonged air leaks of the lung
following lobectomy, segmentectomy and Lung Volume Reduction Surgery (LVRS). The Spiration valves are inserted
proximal to an air leak through a minimally invasive bronchoscopic procedure. Once in place the one-way valve
limits distal airflow. The reduction of airflow may facilitate the resolution of the air leak.

Inpatient Hospital Coding and Reimbursement

The Centers for Medicare & Medicaid Services (CMS) assigns discharges to Medicare Severity Diagnosis
Related Groups (MS-DRGs) that determine inpatient reimbursement. Inpatient MS-DRG assignment and
reimbursement are determined by ICD-10-PCS procedure code selection and ICD-10-CM primary and
secondary diagnosis code(s) related to the inpatient admission.

ICD-10-PCS Endobronchial Valve Procedure Codes

Hospitals use ICD-10-PCS procedure codes to describe procedures performed on inpatients. The table below
identifies potential ICD-10-PCS procedure codes that may be used to describe the insertion and removal of
the endobronchial valve(s). Hospitals are responsible for accurately selecting ICD-10-PCS procedure codes to
describe the procedures performed during an inpatient stay.

The ICD-10-PCS procedure codes listed in this table are not intended to be an exhaustive list of all possible
hospital procedure codes.

FY 2026 Inpatient Procedure Codes

Procedure ICD-10-PCS Description

0BH38GZ Insertion of Endobronchial Valve into Right Main Bronchus, Via Natural or Artificial Opening Endoscopic
0BH48GZ Insertion of Endobronchial Valve into Right Upper Lobe Bronchus, Via Natural or Artificial Opening Endoscopic
0BH58GZ Insertion of Endobronchial Valve into Right Middle Lobe Bronchus, Via Natural or Artificial Opening Endoscopic
Valve 0BH68GZ Insertion of Endobronchial Valve into Right Lower Lobe Bronchus, Via Natural or Artificial Opening Endoscopic
Placement 0BH78GZ Insertion of Endobronchial Valve into Left Main Bronchus, Via Natural or Artificial Opening Endoscopic
0BH88GZ Insertion of Endobronchial Valve into Left Upper Lobe Bronchus, Via Natural or Artificial Opening Endoscopic
0BH98GZ Insertion of Endobronchial Valve into Lingula Bronchus, Via Natural or Artificial Opening Endoscopic
0BHB8GZ Insertion of Endobronchial Valve into Left Lower Lobe Bronchus, Via Natural or Artificial Opening Endoscopic
\I(:Ir:)val 0BP08DZ Removal of Intraluminal Device from Tracheobronchial Tree, Via Natural or Artificial Opening Endoscopic

Mahajan AK, Doeing DC, Hogarth DK. Isolation of persistent leaks and placement of intrabronchial valves. ] Thorac Cardiovasc Surg 2013;145:626-30.
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Humanitarian Device for Use in the Control of Prolonged Air Leaks (Cont'd)
ICD-10-CM Diagnosis Codes

The Spiration Valve System is indicated for the control of prolonged air leaks of the lung, or significant air
leaks that are likely to become prolonged following lobectomy, segmentectomy, and Lung Volume Reduction
Surgery (LVRS). Hospitals and physicians should check with payers for clinical application of diagnosis codes
for payment and coverage. Applicability and usage of these codes may vary per case.

The ICD-10-CM diagnosis codes listed in this table are not intended to be an exhaustive list of all possible
diagnosis codes.

Potential ICD-10-CM Diagnosis Codes for Air Leaks

ICD-10-CM Code ICD-10-CM Description
J93.82 Other air leak

J93.83 Other pneumothorax

J93.9 Pneumothorax, unspecified
J95.811 Postprocedural pneumothorax
J95.812 Postprocedural air leak
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Medicare Severity Diagnosis Related Groups (MS-DRGs)

The MS-DRG assignment will be influenced by the primary and secondary diagnosis codes reported for the stay along
with other procedures that may be performed. Medicare will adjust reimbursement according to case severity which
for many MS-DRGs consists of a family of 3 codes reflecting the level of complication or comorbidities seen during the
inpatient stay. The secondary diagnosis codes are used to make the determination of severity.

Medicare Inpatient EBV insertion procedure codes may be assigned to one of the three Major Chest Procedure
MS-DRGs 163, 164, and 165 (Major Chest Procedures with MCC, with CC, and without CC/MCC, respectively) based
on the claim submissions.

Below are the 2026 Medicare national inpatient reimbursement amounts for MS-DRGs 163-165.

FY 2026 Medicare National Payment Rates

MS-DRG MS-DRG Title Hospital Inpatient Allowed Amount
163 MAJOR CHEST PROCEDURES W MCC $32,613
164 MAJOR CHEST PROCEDURES W CC $18,367
165 MAJOR CHEST PROCEDURES W/O CC/MCC $13,929

MS-DRG payment rates calculated with CMS National Adjusted Operating Standardized Amount of $7,276.76 for hospitals who submitted Quality Data and are Meaningful EHR Users.
Effective 10/01/2025 through 09/30/2026.
Sources:

CMS FY2026 IPPS Final Rule CMS-1833-F: https://www.cms.gov/medicare/payment/prospective-payment-systems/acute-inpatient-pps/fy-2026-ipps-final-rule-home-page Tables 1A, 1D and
5 published 2025-08-04.

CMS ICD-10-CM/PCS MS-DRG version 43.0 Definitions Manual: https://www.cms.gov/icd10m/FY2026-fr-v43-fullcode-cms/fullcode cms/P0001.html

Spiration™ Valve System for Air Leaks Reimbursement Guide: Last Revision March 2026 Continued on Next Page


https://www.cms.gov/medicare/payment/prospective-payment-systems/acute-inpatient-pps/fy-2026-ipps-final-rule-home-page
https://www.cms.gov/icd10m/FY2026-fr-v43-fullcode-cms/fullcode_cms/P0001.html

2026 Spiration™ Valve System for Air Leaks

Reimbursement Guide

Physician and Outpatient Hospital Coding and Reimbursement
CPT® Coding Overview

There are four Category I CPT codes to report bronchoscopy services for insertion and removal of bronchial
valve(s) in CPT 2026 Professional Edition. The codes consist of a 2-code series for insertion (initial and each
additional lobe), and a 2-code series for removal (initial and each additional lobe).

The Category I CPT codes are intended for billing on a per-lobe basis, including instances when multiple valves
are placed within or removed from a single lobe. Physicians should consider all available coding options and select
the appropriate CPT code based on the procedure(s) performed.

Below are the coding descriptions for the insertion and removal of bronchial valves.

2026 Medicare Physician and Outpatient Hospital Reimbursement

Physician Hospital
CPT® ® . Work Allowed Outpatient
Codes CPT" Description RVUs Amount for Allowed

Hospital/ASC Amount

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when
31647 performed; with balloon occlusion, when performed, assessment of air leak, 4.05 $185 $7,210*
airway sizing, and insertion of bronchial valve(s), initial lobe

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when
performed; with balloon occlusion, when performed, assessment of air leak,

**
31651+ airway sizing, and insertionof bronchial valve(s), each additional lobe 1.54 $67
(List separately in addition to code for primary procedure[s])
31648 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when 385 $177 $3,800%

performed; with removal of bronchial valve(s), initial lobe

Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when
31649+ performed; with removal of bronchial valve(s), each additional lobe 1.40 $62 $1,818
(List separately in addition to code for primary procedure)

Represents National Average Medicare Rates (Without Geographic Adjustment). Updated November 2025.

Rates effective January 1, 2026 through December 31, 2026.

Sources:

- CPT only copyright 2025 American Medical Association. All rights reserved.

- Hospital Outpatient Fee Schedule: CMS-1834-FC, addendum B published 2025-11-25

- Physician Fee Schedule: CMS-1832-F, addendum B published 2025-11-05.

- Physician payment amounts based on $33.40 conversion factor effective through 12/31/2026 for non-APM participants.

+Signifies add-on code.

*J1 status indicator Outpatient Hospital C-APC procedure is a comprehensive APC limiting payment for other procedures performed that day.
**Payment is packaged into the payment for 31647.
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Spiration Valve System Frequently Asked Questions

Will payers cover this procedure for prolonged air leak patients?

Even though use of the Spiration Valve System requires IRB approval per the Humanitarian Use Device (HUD)
guidelines, the Spiration Valve System is FDA-approved as HUD, and therefore can be billed to Medicare
Administrative Contractors and commercial payers. Coverage will vary by insurer.

Absence of a formal coverage policy does not mean the technology or procedure is not covered. In the
absence of a formal coverage policy, payers may provide coverage for services that are medically reasonable
and necessary on a case-by-case basis. It is always a best practice to contact the insurance companies and
determine patient benefits and coverage for a particular new technology or procedure.

What are the CPT® codes for bronchial valve insertion and/or removal?

There are four Category I CPT codes to report bronchoscopy services for the insertion and removal of
bronchial valve(s). The codes consist of a 2-code series for insertion procedures (initial and each additional
lobe) and a 2-code series for removal procedures (initial and each additional lobe).

These Category I CPT codes are intended for billing on a per-lobe basis, including instances when multiple
valves are placed or removed from a single lobe.

Can multiple CPT codes be reported when more than one valve is inserted or removed from a single lobe?

No, the Category I CPT codes are intended for billing on a per-lobe basis, including instances when multiple
valves are placed within or removed from a single lobe.

Can balloon occlusion be billed separately in addition to the valve placement?
No, the insertion of bronchial valve CPT codes description includes balloon occlusion as part of the procedure.

Are prior authorizations required for the Spiration Valve System?

Under Medicare, prior authorizations are not required for these procedure(s), however, your local Medicare
contractor may have specific processes that require submission of materials before a case is performed and
billed to your local Medicare contractor.

Commercial payers vary in their requirements for prior authorization for the Spiration Valve System. The provider
should contact the patient's payer prior to performing any procedure that may require prior authorization.

Does HCPCS code (or C code) C1889 (implantable/insertable device not otherwise classified) apply to
the valve implanted for patients with air leaks?

There is no HCPCS code specific to endobronchial valves, but the provider may elect to report endobronchial
valves using a not otherwise classified (NOC) code such as C1889. It is best practice to consult payer billing
policies and procedures to obtain specific guidance for reporting devices.
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Reimbursement Services and Programs

Olympus has a
designated helpline
to assist you with general
reimbursement questions

.
TS N

Olympus Reimbursement Helpline Contact Information
Email: olympusreimbursement@priahealthcare.com

Phone: 866-794-4331

Hours of Operation: 8:00 AM - 5:00 PM Eastern Time

Olympus Reimbursement Helpline Services

 Identification of recommended coding for Olympus products.

» Provision of additional details relating to medical documentation.

» Review of payer explanation for denied prior authorizations, pre-determinations and denied or underpaid claims.
» Review of coding errors related to denials and guidance on how to resubmit or appeal the claim.

Last Revision March 2026 *Olympus is partnered with a third-party administrator.

Caution: Federal law restricts this device to sale by or on the order of a physician.
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, oricalll800:548:5515;

www.medical.olympusamerica.com ©2026 Olympus America Inc. All rights reserved.
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