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Coverage for services, procedures, medical devices and drugs are dependent upon benefit
eligibility as outlined in the member's specific benefit plan. This Medical Coverage Guideline must
be read in its entirety to determine coverage eligibility, if any.

The section identified as “Description” defines or describes a service, procedure, medical device
or drug and is in no way intended as a statement of medical necessity and/or coverage.

The section identified as “Criteria” defines criteria to determine whether a service, procedure,
medical device or drug is considered medically necessary or experimental or investigational.

State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological
product approved by the U.S. Food and Drug Administration (FDA) may not be considered
experimental or investigational and thus the drug, device or biological product may be assessed
only on the basis of medical necessity.

Medical Coverage Guidelines are subject to change as new information becomes available.

BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the
property of their respective owners, which are not affiliated with BCBSAZ.

Description:

Radiofrequency Ablation (RFA):

A minimally invasive procedure in which a bi-polar electrode balloon is placed in the esophagus and
inflated using precisely controlled radiofrequency energy to ablate the dysplastic tissue. RFA has been
investigated as a treatment for esophageal disorders.

Cryoablation:
A minimally invasive procedure that uses a low-pressure spray to apply liquid nitrogen through an upper

endoscope to ablate dysplastic tissue in the esophagus. Cryoablation has been investigated as a
treatment for Barrett's esophagus.

Barrett’'s Esophagus (BE):
A pre-malignant condition in which the esophageal lining is damaged by chronic acid reflux. The normal

esophageal lining is replaced with one of a different type referred to as “Barrett’s”.

Esophageal Dysplasia:
Abnormal esophageal cellular changes that tend to lead to cancer.
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Criteria:

Radiofrequency Ablation (RFA):

» Radiofrequency ablation is considered medically necessary for Barrett's esophagus (BE) with
documentation of ONE of the following:

1. Barrett’'s esophagus with high-grade dysplasia
2. Low-grade dysplasia confirmed by two pathologists prior to the RFA

Radiofrequency ablation for the following indications or if above criteria not met is considered
experimental or investigational based upon:

1. [Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

2. Insufficient evidence to support improvement of the net health outcome, and

3. Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives, and

4. Insufficient evidence to support improvement outside the investigational setting.

These indications include, but are not limited to:

= Barrett’s esophagus without dysplasia
= Esophageal metaplasia
= Esophageal adenocarcinoma

Cryoablation:

» Cryoablation is considered experimental or investigational for Barrett's esophagus with or without
dysplasia based upon:

1. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

2. Insufficient evidence to support improvement of the net health outcome, and

3. Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives, and

4. Insufficient evidence to support improvement outside the investigational setting.
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Resources:

1.

10.

11.

12.

2.01.80 BCBS Association Medical Policy Reference Manual. Endoscopic Radiofrequency
Ablation or Cryoablation for Barrett's Esophagus. Reissue date 04/10/2014, issue date
12/11/2008.

American Gastroenterological Association. American Gastroenterological Association Medical
Position Statement on the Management of Barrett's Esophagus. Gastroenterology. 03/2011
2011;140(3):1084-1091.

Arora, G, Basra, et al. Radiofrequency Ablation of Barrett's Esophagus. Eur Surg. 2009
2009;41:19-25.

BARRX Medical. Product Information. Accessed 10/19/2006.

BARRX Medical. Clinical Trial Summaries HALO 360 System. Accessed 10/19/2006.
Barthel JS, Kucera S, Harris C, Canchi D, Hoffe S, Meredith K. Cryoablation of persistent
Barrett's epithelium after definitive chemoradiation therapy for esophageal adenocarcinoma.

Gastrointest Endosc. Jul 2011;74(1):51-57.

California Technology Assessment Forum. Radiofrequency Ablation for Treatment of Dysplastic
Barrett's Esophagus. 02/17/2010, 06/02/2010.

California Technology Assessment Forum. Radiofrequency Ablation as a Treatment of Dysplastic
Barrett's Esophagus: Low Grade Dysplasia. Blue Shield of California Foundation. 06/29/2011.

Das A, Wells C, Kim HJ, Fleischer DE, Crowell MD, Sharma VK. An economic analysis of
endoscopic ablative therapy for management of nondysplastic Barrett's esophagus. Endoscopy.
2009 May 2009;41(5):400-408.

El-Serag HB, Graham DY. Routine polypectomy for colorectal polyps and ablation for Barrett's
esophagus are intellectually the same. Gastroenterology. Feb 2011;140(2):386-388.

Fleischer, D, Overholt, B, et, al. Endoscopic radiofrequency ablation for Barrett's esophagus: 5-
year outcomes from a prospective multicenter trial. Endoscopy. 10/2010 2010;42:781-789.

Fleischer D, Odze R, Overholt B, et at. The Case for Endoscopic Treatment of Non-dysplastic
and Low-Grade Dysplastic Barrett's Esophagus. Dig Dis Sci. 2010.
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19.

20.

21.

22.

23.

24,

Fleischer DE, Sharma VK. Endoscopic ablation of Barrett's esophagus using the Halo system.
Dig Dis. 2008 2008;26(4):280-284.

Galey KM, Wilshire CL, Watson TJ, et al. Endoscopic management of early esophageal
neoplasia: an emerging standard. J Gastrointest Surg. Oct 2011;15(10):1728-1735.

Gilbert EW, Luna RA, Harrison VL, Hunter JG. Barrett's esophagus: a review of the literature. J
Gastrointest Surg. May 2011;15(5):708-718.

Gray NA, Odze RD, Spechler SJ. Buried metaplasia after endoscopic ablation of Barrett's
esophagus: a systematic review. Am J Gastroenterol. Nov 2011;106(11):1899-1908; quiz 1909.

Greenwald BD, Dumot JA. Cryotherapy for Barrett's esophagus and esophageal cancer. Curr
Opin Gastroenterol. Jul 2011;27(4):363-367.

Halsey KD, Chang JW, Waldt A, Greenwald BD. Recurrent disease following endoscopic ablation
of Barrett's high-grade dysplasia with spray cryotherapy. Endoscopy. Oct 2011;43(10):844-848.

Hudson M, Lin CL, Habr F. Current state of endoscopic therapies in Barrett's esophagus and
esophageal cancer. Hosp Pract (Minneap). Feb 2011;39(1):170-180.

Inadomi JM, Somsouk M, Madanick RD, Thomas JP, Shaheen NJ. A cost-utility analysis of
ablative therapy for Barrett's esophagus. Gastroenterology. 2009 Jun 2009;136(7):2101-
2114.e2101-2106.

Nealis TB, Washington K, Keswani RN. Endoscopic therapy of esophageal premalignancy and
early malignancy. J Natl Compr Canc Netw. Aug 1 2011;9(8):890-899.

Okoro NI, Tomizawa Y, Dunagan KT, Lutzke LS, Wang KK, Prasad GA. Safety of prior
endoscopic mucosal resection in patients receiving radiofrequency ablation of Barrett's
esophagus. Clin Gastroenterol Hepatol. Feb 2012;10(2):150-154.

Pohl H, Sonnenberg A, Strobel S, Eckardt A, Rosch T. Endoscopic versus surgical therapy for
early cancer in Barrett's esophagus: a decision analysis. Gastrointest Endosc. 2009 Oct
2009;70(4):623-631.

Pouw RE, Gondrie JJ, Rygiel AM, et al. Properties of the neosquamous epithelium after
radiofrequency ablation of Barrett's esophagus containing neoplasia. Am J Gastroenterol. 2009
Jun 2009;104(6):1366-1373.
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Pouw RE, Wirths K, Eisendrath P, et al. Efficacy of Radiofrequency Ablation Combined With
Endoscopic Resection for Barrett's Esophagus With Early Neoplasia. Clin Gastroenterol Hepatol.
2009 Aug 11 20089.

Sampliner R. Management of Nondysplastic Barrett Esophagus with Ablation Therapy.
Gastroenterology & Hepatology. 07/2011;7(7):461-464.

Shaheen, N, J, et al. Quality of Life Following Radiofrequency Ablation of Dysplastic Barrett's
Esophagus. Endoscopy. 2010;42:790-799.

Shaheen N, J., Overholt, B., F., et., al,. Durability of Radiofrequency Ablation in Barretts
Esophagus with Dysplasia. Gastroenterology. 2011.

Shaheen NJ, Sharma P, Overholt BF, et al. Radiofrequency ablation in Barrett's esophagus with
dysplasia. N Engl J Med. 2009 May 28 2009;360(22):2277-2288.

Sharma VK, Jae Kim H, Das A, Wells CD, Nguyen CC, Fleischer DE. Circumferential and focal
ablation of Barrett's esophagus containing dysplasia. Am J Gastroenterol. 2009 Feb
2009;104(2):310-317.

Sikkema, M, jonge d, et al. Risk of Esophageal Adenocarcinoma and Mortality in Patients with
Barrett's Esophagus: A Systematic Review and Meta-Analysis. Clin Gastroenterol Hepatol.
03/2010 2010;8(3):235-244.

Society of American Gastrointestinal and Endoscopic Surgeons (SAGES). Guidelines for Surgical
Treatment of Gastroesophageal Reflux Disease. 02/2010 2010.

Triadafilopoulos, G. Blitzkrieg for Barrett's Esophagus Containing Early Neoplasia. Clinical
Gastroenterology and Hepatology. 01/2010 2010;8(1):7-9.

Velanovich V. Endoscopic endoluminal radiofrequency ablation of Barrett's esophagus: initial
results and lessons learned. Surg Endosc. 2009 Oct 2009;23(10):2175-2180.

Vienne A, Prat F. [Endoscopic treatments for Barrett oesophagus]. Presse Med. May
2011;40(5):516-528.

Watson TJ. Radiofrequency Ablation of Barrett's Esophagus. J Gastrointest Surg. 2009 Oct 9
20009.
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FDA 510K Summary for Electrosurgical, Cutting & Coagulation & Accessories. Device names include, but
are not limited to:

BARRX HALO 360 System
HALO 360 Coagulation Catheter
HALO 90 Coagulation System

- FDA-approved indication: For use in the coagulation of bleeding and non-bleeding sites in the
gastrointestinal tract including but not limited to the esophagus.
Indications include Esophageal Ulcers, Mallory-Weiss tears,
Arteriovenous Malformations, Angiomata, Barrett's esophagus,
Dieulafoy Lesions, and Angiodysplasia.

FDA 510K Summary for CryoSpray Ablation System:

- FDA-approved indication: For use as a cryosurgical tool for destruction of unwanted tissue in the
field of general surgery, specifically for endoscopic applications.
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