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INSTRUCTIONS FOR USE DISCLAIMER:

SummacCare posts policies relating to coverage and medical necessity issues to assist members and
providers in administering member benefits. These policies do not constitute a contract or agreement
between SummaCare and any member or provider. The policies are guidelines only and are intended
to assist members and providers with coverage issues. SummacCare is not a health care provider, does
not provide or assist with health care services or treatment, and does not make guarantees as to the
effectiveness of treatment administered by providers. The treatment of members is the sole
responsibility of the treating provider, who is not an employee of SummacCare, but is an independent
contractor in private practice. The policies posted to this site may be updated and are subject to change
without prior notice to members or providers.

Medical policies in conjunction with other nationally recognized standards of care are used to make
medical coverage decisions.

Bronchial Valve Policy

Indication/Usage:

Bronchial valves (Spiration Valve System and Zephyr Valve System) are synthetic devices inserted with
bronchoscopy into ventilatory airways of the lung to control airflow. During inhalation, the valve is
closed, preventing air flow into the diseased area of the lung. The valve opens during exhalation to allow
air and fluid to escape from the diseased area of the lung. They have been used for use in patients who
have prolonged bronchopleural air leaks and in patients with lobar hyperinflation from severe or advanced
emphysema. When used to treat persistent air leaks from the lung into the pleural space, the bronchial
valve permits less air flow across the diseased portion of the lung during inhalation, aiding in air leak
closure. The valve may be placed, and subsequently removed, by bronchoscopy. Based on the condition
of the individual’s lungs, multiple valves may be implanted. Endobronchial valves (EBV) have been
proposed as a less invasive alternative to lung volume reduction surgery (LVRS) in emphysema, where
damaged tissue is surgically removed to make the lungs smaller allowing them to function better
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Medical Indications for Authorization Commercial and Medicare Members

1. FDA-approved endobronchial valve is considered medically necessary for the bronchoscopic treatment
of adult patients with hyperinflation associated with severe emphysema when ALL the following
criteria has been met.

* Age40to 75 years

» The member has been nonsmoking for four months prior to initial evaluation

+ Patient has not responded to adequate medical therapy including pulmonary rehabilitation,
oxygen supplementation, and optimal medication management

» Asupervised pulmonary rehabilitation program was completed less than or equal to six
months prior to initial evaluation

* FEV1 between 15%-45% of predicted value at initial evaluation

« Little or no collateral ventilation (CV) as determined using the Chartis System

»  6-minute walk distance (MWD) is >100 and <500m

» Absence of contradictions listed in the Limitations section

There is currently no NCD or LCD per CMS

CPT Codes

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

» 31648 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;
with removal of bronchial valve(s), initial lobe

« 31649 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;
with removal of bronchial valve(s), each additional lobe

» 31651 Bronchoscopy, rigid or flexible, including fluoroscopic guidance, when performed;
with balloon occlusion, when performed, assessment of air leak, airway sizing, and insertion
of bronchial valve(s), each additional lobe

Limitations

Bronchial valves are contraindicated for all conditions listed below
 Individuals who are unable to tolerate bronchoscopic procedures
+ Allergy to device materials (nitinol, nickel, titanium or silicone)
« Myocardial infarction within 90 days of initial evaluation or diagnosis of congestive heart failure
« Two or more COPD exacerbations or two or more episodes of pneumonia within the previous 90
days; or
 Prior lung transplant, lung volume reduction surgery (LVRS), bullectomy or dobectomy

Coverage Decisions

Coverage decisions made per CMS Guidelines, Hayes Research and industry standards research
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Plans Covered By This Policy

Commercial and Medicare
Self-funded Commercial groups refer to plan document for coverage

Sources Reviewed

Global Initiative for Chronic Obstructive Lung Disease (GOLD). 2020 Global Strategy for Prevention,
Diagnosis, and Management of COPD. https://goldcopd.org/gold-reports

Aljuri N, Freitag L. Validation and pilot clinical study of a new bronchoscopic method to measure
collateral ventilation prior to endobronchial lung volume reduction. J Appl Physiol. 2009; 106:774783

Fessler HE. Collateral damage assessment for endobronchial lung volume reduction. J Appl Physiol.
2009; 106:755-756.

Criner GJ, Cordova F, Sternberg AL, Martinez FJ. The National Emphysema Treatment Trial (NETT)
Part 11: lessons learned about lung volume reduction surgery. Am J Respir Crit Care Med 2011,
184:881-893

Slebos DJ, Shah PL, Herth FJ, Valipour A. Endobronchial valves for endoscopic lung volume reduction:

best practice recommendations from expert panel on endoscopic lung volume reduction. Respiration
2017; 93:138-150.

Gompelmann D, Herth FJ, Slebos DJ, Valipour A, Ernst A, Criner GJ, et al. Pneumothorax following

endobronchial valve therapy and its impact on clinical outcomes in severe emphysema. Respiration
2014; 87:485-491.

Dransfield, M., et al. Effect of Zephyr Endobronchial VValves on Dyspnea, Activity Levels, and
Quality of Life at One Year. Results from a Randomized Clinical Trial. Ann Am Thorac Soc. 2020 Jul;
17(7): 829 838. doi: 10.1513/AnnalsATS.201909-6660C

US Food and Drug Administration (FDA). Summary of safety and effectiveness data: Zephyr
endobronchial valve system. Published July 20109.

US Food and Drug Administration. FDA approvels novel devcice for treating breathing difficulty from
severe emphysema.

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm612271.htm
Labarca G, Uribe JP, Pacheco C, et al. Bronchoscopic lung volume reduction with endobronchial Zephyr
valves for severe emphysema: A systematic review and meta-analysis. Respiration. 2019;98(3):268-278.
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