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BRAVO PH MONITORING PROBE

Policy # 200

Implementation Date: 10/10/03

Review Dates: 11/18/04, 9/7/05, 12/21/06, 12/20/07, 12/18/08, 12/16/10, 12/15/11, 4/12/12, 6/20/13,
4/17/14, 5/7/15, 4/14/16, 4/27/17, 6/24/18, 4/23/19, 4/6/20, 4/15/21, 3/18/22, 4/20/23, 4/29/24, 4/8/25
Revision Dates: 12/19/09

Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Medicare (CMS), and Select Health
Community Care (Medicaid) plans. Refer to the “Policy” section for more information.

Description

The Bravo System consists of a capsule (about the size of a gelcap) that is temporarily attached to the
wall of the esophagus with a proprietary delivery system. Throughout the study period, the capsule
transmits pH data through radiotelemetry to a pager-sized receiver worn by the patient. Data is later
downloaded to Medtronic software for analysis. Within 7 to 10 days of being attached, the Bravo capsule
spontaneously detaches and passes through the digestive tract.

Modalities used to diagnose gastroesophageal reflux disease (GERD) include an empiric trial of acid-
suppressing medications, endoscopy, motility studies, esophagography, and pH monitoring. Of these
tests, only pH monitoring provides a direct measure of the extent to which acid is refluxing into the
esophagus.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM)
Select Health covers the Bravo pH probe for the evaluation of gastroesophageal reflux.

SELECT HEALTH MEDICARE (CMS)

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For the most up-to-date Medicare policies and coverage,
please visit their search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website

SELECT HEALTH COMMUNITY CARE (MEDICAID)

Select Health Community Care policies typically align with State of Utah Medicaid policy,
including use of InterQual. There may be situations where NCD/LCD criteria or Select Health
commercial policies are used. For the most up-to-date Medicaid policies and coverage, please visit
their website http://health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

There are no systematic reviews available and, to date, no published studies in the peer-reviewed
literature. FDA approval was based on the “substantially equivalent” [510(k)] principal; that is substantially
equivalent (SE) to another legally marketed device - in this case, conventional pH monitoring devices.
While the studies submitted to the FDA by the developer of the device, Endonetics, have not been
identified, itis believed that they are represented by the abstracts provided to SelectHealth by Endonetics
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Gastroenterology Policies, Continued

Bravo PH Monitoring Probe, continued

(now owned by Medtronic). According to Streets, etal., “... the quantification of esophageal pH levels by
each method is similar,” so the primary issues would then seem to be the reliability and accuracy of the
transmitter/-receiver technology and the delivery and “sloughing” of the pH capsule to the gastro-
esophageal junction. In the study reported by Antoniazzi, concordance between the Bravo system and
conventional pH monitoring was determined in 20 asymptomatic volunteers—there were statistically
different pH values in one of the measures, but most measures were not different. Clinical scores were
equivalent. In the Ours et al. abstract 4 patients with GERD seemed to be distinctly more satisfied with
the Bravo as compared to the conventional pH monitoring experience. The other studies reported various
facets of esophageal pH monitoring with the Bravo system, but none seemed to represent a well-
conceived and conducted trial comparing the two alternatives.

The FDA has determined that the Bravo device/system is equivalent to conventional esophageal pH
monitoring devices. This is supported by a retrospective analysis (Ang D et al.) of Asian patients with
heartburn symptoms undergoing both Bravo and conventional pH monitoring showed no differences in
the diagnostic yield of non-erosive reflux disease and functional heartburn.

Afaneh et al. conducted a review of patients who underwent Bravo testing for suspected GERD and found
that it can be more cost-effective than prolonged empiric PPI trial. Other studies (de Bortoli et al.) have
shown it is primarily a helpful evaluation of non-cardiac chest pain, though it suffers in its inability to
detect non-acid reflux events.

It is safe and well-tolerated across different populations, especially children who would not otherwise
tolerate the conventional pH probe which is usually placed through the nasal route.

The updated American College of Gastroenterology guidelines on Diagnosis and Management of GERD
recommends the use of ambulatory pH monitoring for several indications as follows: patients expecting
surgical management of GERD without evidence of erosive esophagitis, and reflux monitoring (off PPI) in
patients who have GERD refractory to PPI therapy

In summary, these newer studies add to the knowledge of safety and efficacy of Bravo esophageal pH
testing.

Billing/Coding Information
Covered: For the conditions outlined above
CPT CODES

91035 Esophagus, gastroesophageal reflux test; with mucosal attached telemetry pH electrode
placement, recording, analysis and interpretation

HCPCS CODES

No specific codes identified

Key References

1. Afaneh, C., V. Zoghbi, B. M. Finnerty, A. Aronova, D. Kleiman, T. Ciecierega, C. Crawford, T. J. Fahey, 3rd and R. Zamegar
(2016). "BRAVO esophageal pH monitoring: more cost-effective than empiric medical therapy for suspected gastroesophageal
reflux." Surg Endosc, 30(8): 3454-3460.

2. Ang,D.,E.K.Teo, T.L.Ang, J. Ong, C. H. Poh, J. Tan and K. M. Fock (2010). "To Bravo or not? A comparison of wireless
esophageal pH monitoring and conventional pH catheter to evaluate non-erosive gastroesophageal reflux disease in a
multiracial Asian cohort." J Dig Dis, 11(1): 19-27.

3. Antoniazzi L. Hua, Streets C, et al. Compare of normal values obtained with the Bravo, a catheter-free system, and
conventional esophageal pH monitoring. Digestive Disease Week, San Francisco, CA. 5/19-22/02 Abstract M1700.

4. Ayazi S, Lipham JC, et al. (2009). Bravo catheter-free pH monitoring: normal values, concordance, optimal diagnostic
thresholds, and accuracy. Clin Gastroenterol Hepatol, Jan;7(1):60-7.
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Gastroenterol, Dec;104(12):2918-25.

6. de Bortoli, N., I. Martinucci, L. Bertani, S. Russo, R. Franchi, M. Furnari, S. Tolone, G. Bodini, V. Bolognesi, M. Bellini, V.
Savarino, S. Marchiand E. V. Savarino (2016). "Esophageal testing: What we have so far." World J Gastrointest Pathophysiol,
7(1): 72-85.

7. Guadino JM, Ours T. Richier J. Utilizing the Bravo esophageal pH monitoring system compare pH profiles in GERD patients
and healthy adult volunteers. Digestive Disease Week, San Francisco, CA. 5/19-22/02 Abstract M1699.
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Bravo PH Monitoring Probe, continued

9. Lacy,B.E., S.Edwards, L. Paquette, J. Weiss, M. L. Kelley, Jr. and K. Omvold (2009). "Tolerability and clinical utility of the
Bravo pH capsule in children." J Clin Gastroenterol, 43(6): 514-519.

10. Medtronic representative and website: http://www.medtronic.com/neuro/gastro/ambreflux/amb_bravo.html

11. Monkemiller K, Neumann H, et al. (2009). Catheter-free pH-metry using the Bravo capsule versus standard pH-metry in
patients with non-erosive reflux disease (NERD). Z Gastroenterol, Apr;47(4):351-6.

12. Ours T. RishierJ. Bravo pHvs. ambulatory 24-hour catheter pH monitoring a prospective assessment of patients’ satisfaction,
discomfort and impairment of daily activities. Digestive Disease Week, San Francisco, CA. 5/19-22/02 Abstract M1174.

13. Pandolfino JE, Kahrilas PJ, CislerJ., et al., Esophageal pH monitoring using a catheter-free pH-system (Bravo pH System).
Digestive Disease Week. San Francisco, CA. 5/19-22/02, Abstract 152.

14. Streets CG, DeMeester TR, Peters JH, et al., Clinical evaluation of the Bravo System vs. catheter-free ambulatory esophageal
pH monitoring system. Gastroenterology, 2001; 120:77.

15. Sweis R, Fox M, et al. (2009). Patient acceptance and clinical impact of Bravo monitoring in patients with previous failed
catheter-based studies. Aliment Pharmacol Ther, Mar 15;29(6):669-76.

Disclaimer

This document is for informational purposes only and should not be relied on in the diagnosis and care of individual patients.
Medical and Coding/Reimbursement policies do notconstitute medical advice, plan preauthorization, certification, an explanation of
benefits, ora contract. Members should consult with appropriate healthcare providers to obtain needed medical advice, care, and
treatment. Benefits and eligibility are determined before medical guidelines and payment guidelines are applied. Benefits are
determined by the member’s individual benefit plan that is in effect at the time services are rendered.

The codes for treatments and procedures applicable to this policy are included forinformational purposes. Inclusion or exclusion of
a procedure, diagnosis ordevice code(s) does not constitute or imply member coverage or provider reimbursement policy. Please
referto the member's contract benefits in effect at the time of service to determine coverage ornon-coverage of these services as it
applies to an individual member.

Select Health®makes no representations and accepts no liability with respect to the content of any extemal information cited or
relied upon in this policy. Select Health updates its Coverage Policies regularly, and reserves the right to amend these policies
without notice to healthcare providers or Select Health members.

Members may contact Customer Service at the phone number listed on their member identification card to discuss their benefits
more specifically. Providers with questions about this Coverage Policy may call Select Health Provider Relations at (801)442-3692.

No part of this publication may be reproduced, storedin a retrieval system or transmitted, in any form or by any means, electronic,
mechanical, photocopying, or otherwise, without permission from Select Health.

“Intermountain Healthcare” andits accompanyinglogo, the marks of “Select Health” and its accompanying marks are protected and
registered trademarks of the provider of this Service and or Intermountain Health Care, Inc., IHC Health Services, Inc., and Select
Health, Inc. Also, the content of this Service is proprietary and is protected by copyright. You may access the copyrighted content of
this Service only for purposes set forth in these Conditions of Use.

© CPT Only — American Medical Association

POLICY # 200 — BRAVO PH MONITORING PROBE
© 2023 Select Health. All rights reserved. Page 3

Select
Health
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Select
MEDICAL POLICY
Health

COLONIC MANOMETRY

Policy # 619

Implementation Date:10/2/17
Review Dates: 10/14/18, 10/20/19, 10/15/20, 12/4/21, 9/15/22, 10/13/23, 11/1/24
Revision Dates:

Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Advantage (Medicare/CMS), and
Select Health Community Care (Medicaid/CHIP) plans. Refer to the “Policy” section for more information.

Description

Colonic motility studies including colonic manometry are used to assess the flow of intraluminal contents,
the motions of the colonic wall that induce flow, and the control systems that integrate and regulate these
processes. The approaches employed have consisted of manometric techniques to record colonic
contractions, barostatic methods to measure colonic tone, and recordings of myoelectric signals from the
colon that initiate and control muscular contractions.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM)

Select Health does NOT cover colonic manometry (colonic motility studies), as this testing
is considered experimental/investigational because clinical utility has not been established.

SELECT HEALTH MEDICARE

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For the most up-to-date Medicare policies and coverage,
please visit their search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website

SELECT HEALTH COMMUNITY CARE (MEDICAID)

Coverage is determined by the State of Utah Medicaid program; if Utah State Medicaid has
no published coverage position and InterQual criteria are not available, the Select Health
Commercial criteria will apply. For the most up-to-date Medicaid policies and coverage, please visit
their website http://health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

The study of colonic motility in a clinical setting proves to be difficult. Accurate positioning of the probes
via colonoscopy requires pre-procedure cleansing of the colon, which raises the possibility of altered
physiology. Recording of intraluminal pressure, by means of manometric catheters inserted into the
rectum, requires prior bowel cleansing, which may modify colonic motility.

In contrast to other segments of the gastrointestinal tract, contents move through the colon in hours or
days, instead of seconds to minutes; thus, prolonged observations are needed. Moreover, the larger
diameter of the colon hinders the accurate detection of the upper gastrointestinal tract for manometric
events. Furthermore, interpretation of intraluminal pressure measurements is complicated, because many
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Gastroenterology Policies, Continued

Colonic Manometry, continued

contractions of the colonic wall do not occlude the lumen, and therefore, are detectable by manometry
only if they cause significant pressure changes.

The Society of Nuclear Medicine and Molecular Imaging (SNMMI) and the European Association of
Nuclear Medicine (EANM)’s practice guideline for small bowel and colon transit (Maurer et al., 2013)
noted that: “A position paper from the American Neurogastroenterology and Gastrointestinal Motility
Society and the European Society of Neurogastroenterology and Motility states that scintigraphy is
recommended for ‘detection of altered small-intestine transit in subjects with suspected diffuse
gastrointestinal motility disorder’ and that colon transit scintigraphy ‘offers reproducible and accurate
performance,’ as it measures whole-gut and regional colon transit in patients with suspected colonic
motility disorders or more diffuse disorders involving the stomach or small intestine.”

Dinning and colleagues (2016) noted that the past few years have seen an increase in the number of
research and clinical groups around the world using high-resolution manometry (HRM) to record
contractile activity in the anorectum and colon. Yet despite the uptake and growing number of
publications, the clinical utility and potential advantages over traditional manometry remain undetermined.
Nearly all the publications in the field of anorectal and colonic HRM have been published within the last 3
years. These studies have included some data on normal ranges in healthy adults, and abnormalities in
patient groups with constipation or fecal incontinence, anal fissure, perineal descent, rectal cancer, and
Hirschsprung's disease. Most of the studies have been conducted on adults, with only 3 published studies
in pediatric populations. Very few studies had attempted to show advantages of HRM over traditional
manometry. The authors concluded that high-resolution anorectal and colonic manometry provided a
more comprehensive characterization of motility patterns and coordinated activity; this may help to
improve the understanding of the normal physiology and pathophysiology in these regions. To date,
however, no published study has conclusively demonstrated a clinical, diagnostic, or interventional
advantage over conventional manometry.

An UpToDate review on, “Etiology and evaluation of chronic constipation in adults” (Wald, 2017), states
that: “Colonic manometry evaluates intraluminal pressure activity of the colon and rectum and provides
detailed information about the qualitative aspects such as pattern of motor activity and quantitative
aspects of colonic motility. It can be combined with a barostat apparatus to assess colonic tone,
compliance, and sensation. Patients can be identified to have normal, myopathic, or neuropathic colon as
well as sensory dysfunction. As yet, there is no evidence that such information has added value to the
management of chronic constipation in clinical practice and this test is available for clinical use in only
selected centers.”

And finally, all these techniques, which continue to be used extensively in a research context, have not
yet been standardized for routine clinical use.

Billing/Coding Information

CPT CODES

91117 Colon motility (manometric) study, minimum 6 hours continuous recording (including
provocation tests, eg, meal, intracolonic balloon distension, pharmacologic agents, if
performed), with interpretation and report

91132 Electrogastrography, diagnostic, transcutaneous;

91133 Electrogastrography, diagnostic, transcutaneous; with provocative testing

HCPCS CODES

No specific codes identified

Key References

1. Altomare DF, Portincasa P, Rinaldi M, et al. Slow-transit constipation: Solitary symptom of a systemic gastrointestinal disease.
Dis Colon Rectum. 1999;42(2):231-240.

2. Bassotti G, Crowell MD, Cheskin LJ, et al. Physiological correlates of colonic motility in patients with irritable bowel syndrome.
Z Gastroenterol. 1998;36(9):811-817.

3. Bassotti G, lantorno G, Fiorella S, et al. Colonic motility in man: Features in normal subjects and in patients with chronic
idiopathic constipation. Am J Gastroenterol. 1999;94(7):1760-1770.
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Colonic Manometry, continued

4. Bassotti G, de Roberto G, Chistolini F, et al. Twenty-four-hour manometric study of colonic propulsive activity in patients with
diarrhea due to inflammatory (ulcerative colitis) and non-inflammatory (irritable bowel syndrome) conditions. Int J Colorectal
Dis. 2004;19(5):493-497.

5. Camilleri M, Ford MJ. Review article: Colonic sensorimotor physiology in health, andits alteration in constipation and diarrhoeal
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January 2017.
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Disclaimer

This document is for informational purposes only and should not be relied on in the diagnosis and care of individual patients.
Medical and Coding/Reimbursement policies do notconstitute medical advice, plan preauthorization, certification, an explanation of
benefits, ora contract. Members should consult with appropriate healthcare providers to obtain needed medical advice, care, and
treatment. Benefits and eligibility are determined before medical guidelines and payment guidelines are applied. Benefits are
determined by the member’s individual benefit plan that is in effect at the time services are rendered.

The codes fortreatments and procedures applicable to this policy are included forinformational purposes. Inclusion or exclusion of
a procedure, diagnosis ordevice code(s) does not constitute or imply member coverage or provider reimbursement policy. Please
referto the member's contract benefits in effect at the time of service to determine coverage ornon-coverage of these services as it
applies to an individual member.

Select Health® makes no representations and accepts no liability with respect to the content of any external information cited or
relied upon in this policy. Select Health updates its Coverage Policies regularly, and reserves the right to amend these policies
without notice to healthcare providers or Select Health members.

Members may contact Customer Service at the phone number listed on their member identification card to discuss their benefits
more specifically. Providers with questions about this Coverage Policy may call Select Health Provider Relations at (801)442-3692.

No part of this publication may be reproduced, storedin a retrieval system or transmitted, in any form or by any means, electronic,
mechanical, photocopying, or otherwise, without permission from Select Health.

“Intermountain Healthcare” andits accompanyinglogo, the marks of “Select Health” and its accompanying marks are protected and
registered trademarks of the provider of this Service and or Intermountain Health Care, Inc., IHC Health Services, Inc., and Select
Health, Inc. Also, the content of this Service is proprietary and is protected by copyright. You may access the copyrighted content of
this Service only for purposes set forth in these Conditions of Use.

© CPT Only — American Medical Association

POLICY #619— COLONIC MANOMETRY
© 2023 Select Health. All rights reserved. Page 3

Select
Health



Gastroenterology Policies, Continued

Select
MEDICAL POLICY
Health

COMPUTED TOMOGRAPHY COLONOGRAPHY (CTC)
VIRTUAL COLONOSCOPY

Policy # 399
Implementation Date:4/22/08
Review Dates: 4/23/09, 8/16/11, 8/16/12, 8/28/14, 8/20/15, 8/25/16, 8/17/17, 7/31/18, 6/25/19, 6/10/20,

6/17/21, 5/23/22, 6/8/23, 6/13/24
Revision Dates: 4/22/10

Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Advantage (Medicare/CMS), and
Select Health Community Care (Medicaid/CHIP) plans. Refer to the “Policy” section for more information.

Description

In the U.S., colorectal cancer ranks third among all cancers in both incidence and morality. Cancers of the
colon and rectum arise in the lining of the large intestine. Colorectal cancer in the early stages is largely
asymptomatic and frequently can be cured by surgery alone. Survival rates are much better when
diagnosed and treated at an early stage. Approximately 15%-20% of patients have distant metastatic
disease at the time of presentation. The most common metastatic sites are the regional lymph nodes,
liver, lungs, and peritoneum, and patients may present with signs or symptoms referable to any of these
areas.

Screening for early colorectal cancer is recommended beginning at age 50 for those with no risk factors
other than age. The American Cancer Society recommends a 5-screening technique to facilitate early
detection of colorectal cancer:

1. Annual fecal occult blood test

2. Flexible sigmoidoscopy every 5 years

3. Annual FOBT plus flexible sigmoidoscopy every 5 years

4. Double contrast barium enema every 5 years

5. Colonoscopy every 10 years
CT colonography/virtual colonoscopy provides a computer-simulated internal view of the colon. The
technique uses conventional spiral or helical CT scan acquired as an uninterrupted volume of data, and
employs sophisticated post-processing software to generate images, which allow the operator to fly-
through and navigate a cleansed colon in any chosen direction. As with fiberoptic colonoscopy, the colon
is cleansed using a bowel cleansing preparation, as possible, since stool can simulate polyps. If any
polyps or other lesions are identified, the patient must still undergo fiberoptic colonoscopy as this

technique does not allow for tissue sampling or removal of polyps. The incidence of finding a polyp during
a screening procedure varies from 10%-30% based upon inclusion criteria of various studies.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM)

Application of coverage criteria is dependent upon an individual’s benefit coverage at the
time of the request.

Select Health covers computed tomography colonography (CTC)/virtual colonoscopy for
diagnostic purposes in limited circumstances as outlined below. Any other use for CTC/virtual
colonoscopy is considered investigational/experimental.

¢ In symptomatic members with a known colonic obstruction for further colonic evaluation; or
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Gastroenterology Policies, Continued

Computed Tomography Colonography (CTC) Virtual Colonoscopy, continued

e Members with an incomplete colonoscopy due to obstructive or stenosing colonic lesions in
whom the colonoscope cannot be passed beyond the obstruction; or

e For the evaluation and management of a submucosal colonic abnormality detected on
colonoscopy or other imaging study; or

e Formembers who need a diagnostic colonoscopy but are deemed at too high a risk for the
colonoscopy procedure because of concomitant comorbidities (e.g., pregnancy, recent
myocardial infarction, recent colonic surgery, bleeding disorders, severe lung and/or heart
disease, or patients who are unable to undergo sedation).

Select Health does NOT cover computed tomography colonography (CTC)/virtual
colonoscopy for screening purposes. There is limited statistical validity of this testing in the detection
of small polyps; therefore, this meets the plan’s definition of experimental/investigational.

SELECT HEALTH MEDICARE

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For this policy, specifically, there are no CMS criteria
available; therefore, the Select Health Commercial policy or InterQual criteria apply. Select Health
applies these requirements after careful review of the evidence that supports the clinical benefits
outweigh the clinical risks. For the most up-to-date Medicare policies and coverage, please visit their
search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website

SELECT HEALTH COMMUNITY CARE (MEDICAID)

Coverage is determined by the State of Utah Medicaid program; if Utah State Medicaid has
no published coverage position and InterQual criteria are not available, the Select Health
Commercial criteria will apply. For the most up-to-date Medicaid policies and coverage, please visit
their website http:/health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

The previous Select Health virtual colonoscopy review (VC) in 2003 recommended against coverage of
this technology based on limited available evidence suggesting that the sensitivity/specificity of this
technology was not equivalent to fiberoptic colonoscopy. The evidence-base has expanded substantially
in the intervening years such that a clearer understanding of the role of this VC is now available in the
detection and management of colon cancer.

Several systematic reviews have been published including a Medical Technology Directory from Hayes in
2006. That review focused on both screening and diagnostic applications of CT colonography (CTC),
which was given a ‘C’ rating for screening of or diagnosis in all other symptomatic patients and
asymptomatic individuals at average or higher than average risk. In making these ratings, the report
noted wide variability in reported sensitivity of CTC, which may be correlated with lesion size. The report
further observed that clear patient selection criteria were lacking and heterogeneity in study samples
limited comparability across studies. No studies had been published looking at the impact of CTC results
on patient management and disease outcomes.

Essentially, the currently available literature can be divided into that which assesses the comparative
statistical validity and clinical utility of CT colonography vs. flexible fiberoptic colonoscopy for screening
purposes or for diagnostic purposes. This summary will address these indications separately.

Screening Applications: The Institute for Clinical and Economic Review (ICER) and the Washington
State Health Care Authority published a collaborative technology assessment in February 2008. This
extensive review evaluated both the comparative effectiveness and cost effectiveness of CTC relative to
standard fiberoptic colonoscopy in populations who were not restricted by risk status.
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Using pooled data on test characteristics from 52 “high-quality” studies and four systematic reviews of
CTC, and assuming fiberoptic colonoscopy as the gold standard, the authors estimated that for every
1,000 patients screened by CTC and referred for colonoscopy, for a finding of a lesion = 6 mm, there will
be:

e 855 patients who have a true negative test

e 15 patients who have a false negative test

e 85 patients who have a true positive CTC (confirmed on colonoscopy)

e 45 patients who have a false positive CTC (no polyp found on colonoscopy)

The authors concluded that pooled sensitivity and specificity of CTC for polyps > 10 mm was over 90%,
essentially equivalent to that of fiberoptic colonoscopy, on a per patient basis. Pooled estimates of CTC
sensitivity and specificity for all lesions = 6 mm are lower (86% and 81% respectively). The authors further
note that variability across observers could likely be overcome through stringent training and standardized
preparation, administration, and interpretation procedures. The following table presents test
characteristics of CTC in comparison to other accepted modalities as reported in this review:

Sensitivity for Adenomas, by Size

Test <5 6-9 10+ Sensitivity Specificity Reach
mm mm mm for Cancer
FOBT1 0.046 0.063 0.107 0.129 0.954 Whole colorectum
FIT2 0.045 0.11 0.224 0.658 0.955 Whole colorectum
coL* 0.74 0.85 0.95 0.95¢ 0.9 98% to end of cecum
SIG* 0.74 0.85 0.95 0.95t% 0.92 80% to end of sigmoid colon; 40% to end
of descending colon
CTCL - - 0.938 0.961 0.92% Whole colorectum

The report further notes that the procedure is safe with a far lower rate of complications than colonoscopy
due to the very low risk for perforation. The potential for harm from radiation was estimated to be very
low, less than the estimated attributable death rate from a colonoscopy with polypectomy. Among patients
who experienced both CTC and colonoscopy, most prefer CTC. However, whether the availability of CTC
would increase the likelihood that previously unscreened individuals would undergo CTC remains
unproven.

The cost effectiveness evaluation considered 4 different CTC strategies based on polyp size and
screening interval. A per CTC cost of $523 was assumed. Unlike other screening strategies, which are
cost-saving relative to no screening, CTC was costlier than no screening (see following table).

Strategy Costs* LYS*
No Screening $2,070,300 0
FOBT 1y $1,747,865 76.4
SIG 5y $1,787,669 83.4
FOBT 1y + SIG 5y $1,820,082 106.8
FIT 1y $1,701,037 108.4
COL 10y $1,862,013 116.8
FIT 1y + SIG 5y $1,932,805 118.1
CTCM 10y $2,227,220 107.3
CTCL 10y $2,341,521 84.2
CTCM 5y $2,948,350 118.5
CTCL 5y $2,967,926 103.7

LYS: life-years saved compared with no screening
*per 1,000 individuals, costs and life-years discounted at 3% annual rate
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Only CTC screening every 5 years with a referral threshold of a medium-sized polyp (CTCM 5y) is more
effective than colonoscopy screening every 10 years; the other 3 strategies are both less effective and
more costly than colonoscopy screening every 10 years. The following table presents 5 CTC strategies
compared directly with colonoscopy screening every 10 years. Colonoscopy every 10 years is less costly
and more effective than 3 of the 4 CTC screening strategies, while CTC every 5 years with a colonoscopy
referral threshold of a medium-sized lesion (CTCM 5y) provides an additional year of life at a cost of
$630,700.

Costs, life-years saved, and cost per life-year saved compared with colonoscopy screening every 10
years, by screening strategy.

Strategy Costs* LYS* Cost/LYS vs. COL 10y

COL 10y $1,862,013 116.8 -

CTCM 10y $2,227,220 107.3 less effective, more expensive
CTCL 10y $2,341,521 84.2 less effective, more expensive
CTCL 5y $2,967,926 103.7 less effective, more expensive
CTCM 5y $2,948,350 118.5 $630,700

LYS: life-years saved compared with no screening
*per 1,000 individuals, costs and life-years discounted at 3% annual rate

The authors based the above cost estimates on a CTC cost that is fairly equivalent to Medicare
reimbursement for colonoscopy. Data from areas of the country where CTC has been covered by third
party payers suggest that CTC is reimbursed at 0.36 times the cost of a colonoscopy without
polypectomy. At this cost ratio, all 4 CTC screening strategies are cost-saving, compared with no
screening and are less costly than colonoscopy screening every 10 years (see table).

Costs and life-years saved, by screening strategy assuming the ratio of the

cost of a CTC to the cost of a colonoscopy without polypectomy is 0.36
($186.59 (0.36 * $522.47).

Strategy Costs* LYS*
No Screening $2,070,300 0
FOBT 1y $1,747,865 76.4
SIG 5y $1,787,669 83.4
FOBT 1y + SIG 5y $1,820,082 106.8
FIT 1y $1,701,037 108.4
COL 10y $1,862,013 116.8
FIT 1y + SIG 5y $1,932,805 118.1
CTCM 10y $1,565,217 107.3
CTCL 10y $1,645,992 84.2
CTCL 5y $1,748,578 103.7
CTCM 5y $1,840,353 118.5

LYS: life-years saved compared with no screening
*per 1,000 individuals, costs and life-years discounted at 3% annual rate

Of the studies meeting criteria for this review, 6 were economic evaluations of screening for colorectal
cancer using CTC. Walleser et al. found CTC to be less effective and costlier than colonoscopy.
Sensitivity analyses found that low prevalence of polyps made CTC less effective and less costly than
colonoscopy. When CTC was assumed to be more sensitive than colonoscopy, CTC was more effective,
at a higher cost.

Vijan et al. developed a Markov model based on a CTC screening rate every 5-10 years. The model
revealed CTC to be more cost-effective than no screening but less cost-effective relative to colonoscopy.
Three-dimensional CTC was more cost-effective than 2-D CTC, though it was still less cost-effective than
conventional colonoscopy. While screening with 3D CTC every 10 years was more effective than
colonoscopy, the incremental cost per life-year saved was $156,000.
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Computed Tomography Colonography (CTC) Virtual Colonoscopy, continued

Arnesen compared cost-effectiveness of CTC at 2 different European hospitals, finding it to be more cost-
effective than colonoscopy at one hospital and less cost-effective at the other. Cost-effectiveness
depended mainly on sensitivity of the screening techniques.

An ltalian study by Hassan et al. compared the cost-effectiveness of CTC to screening with colonoscopy
and sigmoidoscopy. Relative to no screening at all, all techniques were found to be cost-saving.
Furthermore, CTC was found to be more cost-effective than flexible sigmoidoscopy and colonoscopy was
more expensive than CTC.

Pickhardt et al.’s decision analysis model estimated the incremental cost-effectiveness ratio of removing
all diminutive and small CTC-detected polyps to be $464,407 and $59,015 per life-year gained,
respectively. Polypectomy for large CTC-detected polyps yielded a cost-saving of $151 per person
screened.

Another model by Pickhardt et al. excluded referral for diminutive lesions (< 6 mm) from its treatment
strategy and found costs per life year gained to be $4,361, $7,138, $7,407, and $9,180, respectively, for
CTC with a 6 mm reporting threshold, CTC with no threshold, FS, and OC. The incremental cost of
reporting small lesions was $118,440 per additional life-year gained, but only a 1.3% reduction in
incidence of colorectal cancer was estimated. CTC with a 6 mm threshold resulted in a 77.6% reduction
in invasive endoscopic procedures (39,374 compared with 175,911) and 1,112 fewer reported OC-related
complications from perforation or bleeding relative to colonoscopy.

Diagnostic Applications: The 2006 Hayes Medical Technology Directory gave a ‘B’ rating for diagnosis
in symptomatic patients unable to undergo conventional colonoscopy, such as the elderly, individuals with
an obstructive tumor, and others who may have a contraindication to the procedure. Since that review,
several additional studies have been published that examined CTC in a diagnostic setting. Roberts-
Thompson published a report of 227 symptomatic patients (e.g., rectal bleeding, abdominal pain, etc.)
who underwent CTC and colonoscopy on the same day. Of the 6 patients with a final diagnosis of cancer,
CTC identified 5 as masses and 3 as polyps. Colonoscopy identified 163 polyps in 60 patients and the
sensitivity of CTC for all polyps was 50%, which increased to 71% for polyps = 6 mm in size. Specificity
forall polyps was 48%, which increased to 67% for polyps = 6 mm. Overall, CT colonography had an
overall sensitivity, specificity, and accuracy of 62% (95% ClI, 50%—74%), 76% (95% Cl, 67%—-83%), and
71% (95% Cl, 64%—77%), respectively. For polyps =6 mm analyzed by patient, sensitivity, specificity,
and accuracy were 78% (95% ClI, 58%—91%), 82% (95% ClI, 76%—-88%) and 82% (95% ClI, 76%—87%).
The authors concluded CTC is not yet ready for widespread clinical application but that results will likely
improve with better bowel preparation, technical developments, and increasing familiarity with the
technique.

Bose et al. evaluated 100 symptomatic patients with CTC and conventional colonoscopy. Results of each
test were evaluated by radiologists and/or endoscopists that were blinded to the results of the other test.
CTC revealed 1 additional polyp than did colonoscopy and the authors concluded that the 2 procedures
were essentially equivalent. Duff et al. conducted a 1-year follow-up in symptomatic patients evaluated
with CTC because they were not candidates for colonoscopy. At a median follow-up of 18 months, the
sensitivity of CTC was 87.5% and 97.1%. The authors concluded that CTC has: “... reasonable sensitivity
and specificity for detection of colorectal cancer ...” in the population unable to undergo colonoscopy but
called for clarification of the optimum investigative strategy for persons without such limitations.

The available literature suggests that CTC is a safe procedure, which is fairly equivalent to colonoscopy
in sensitivity and specificity, in both screening and diagnostic applications. Questions remain regarding
the impact of failed identification of small polyps < 6 mm on subsequent cancer development, however.
Additionally, the impact of “flat” polyps on CRC rates and the ability of CTC to accurately identify what are
essentially mucosal abnormalities remain unresolved.

Employment of CTC as a screening strategy for colorectal cancer is highly dependent upon the cost of
the various procedures and the follow on fiberoptic colonoscopy rates. Thus, cost remains a primary
concern as reimbursement rates for CTC have not been setby CMS. Depending on the reimbursement
rate, CTC may be more or less cost-effective than other strategies for screening for colon cancer.

The National Comprehensive Cancer Network (NCCN) provided the following statement in 2009: “CTC is
being assessed as a colon cancer screening modality. Although presently it is not recommended as a
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Computed Tomography Colonography (CTC) Virtual Colonoscopy, continued

primary screening test, it can be utilized for patients who do not wish to have the other recommended
tests, and for those in whom colonoscopy cannot be completed because of technical difficulties.”

In 2016, the USPSTF provided new recommendations supporting use of CT colonography as a screening
methodology in colon cancer. Despite this recommendation, CT colonography requires further study
primarily due to concerns about incidental findings (whether intra- or extra-colonic) and other unintended
consequences of initial detection. Also, cost analyses, inconsistencies of reporting, and high false
negative rates of CTC are all concerns for further studies.

Billing/Coding Information
CPT CODES
Covered: In limited circumstances outlined above

74261 Computed tomographic (CT) colonography, diagnostic, including image postprocessing;
without contrast material

74262 ; with contrast material(s) including non-contrast images, if performed

Not covered: Investigational/Experimental/Unproven for this indication
74263 Computed tomographic (CT) colonography, screening, including image postprocessing

HCPCS CODES
No specific codes identified
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benefits, ora contract. Members should consult with appropriate healthcare providers to obtain needed medical advice, care, and
treatment. Benefits and eligibility are determined before medical guidelines and payment guidelines are applied. Benefits are
determined by the member’s individual benefit plan that is in effect at the time services are rendered.

The codes for treatments and procedures applicable to this policy are included forinformational purposes. Inclusion or exclusion of
a procedure, diagnosis or device code(s) does not constitute or imply member coverage or provider reimbursement policy. Please
referto the member's contract benefits in effect at the time of service to determine coverage ornon-coverage of these services as it
applies to an individual member.

Select Health® makes no representations and accepts no liability with respect to the content of any external information cited or
relied upon in this policy. Select Health updates its Coverage Policies regularly, and reserves the right to amend these policies
without notice to healthcare providers or Select Health members.

Members may contact Customer Service at the phone number listed on their member identification card to discuss their benefits
more specifically. Providers with questions about this Coverage Policy may call Select Health Provider Relations at (801)442-3692.

No part of this publication may be reproduced, storedin a retrieval system or transmitted, in any form or by any means, electronic,
mechanical, photocopying, or otherwise, without permission from Select Health.

“Intermountain Healthcare” andits accompanyinglogo, the marks of “Select Health” and its accompanying marks are protected and
registered trademarks of the provider of this Service and or Intermountain Health Care, Inc., IHC Health Services, Inc., and Select
Health, Inc. Also, the content of this Service is proprietary and is protected by copyright. You may access the copyrighted content of
this Service only for purposes set forth in these Conditions of Use.
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Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Medicare (CMS), and Select Health
Community Care (Medicaid) plans. Refer to the “Policy” section for more information.

Description

Colorectal cancer is one of the most preventable cancers, yet it is the second leading cause of cancer
death in the United States. In 2002, approximately 148,300 men and women in the U.S. will be diagnosed
with colorectal cancer; 5,900 in Utah. Although mortality has declined over the past 20 years (25% for
women and 13% for men), an estimated 56,600 deaths will be due to colorectal cancer in 2002. Without
preventive measures, approximately 5%—6% of Americans will develop colorectal cancer at some point in
their lives. When colorectal cancer is detected at an early, localized stage, the 5-year survival rate is 90%;
however, only 37% of cases are diagnosed at this stage. Unfortunately, the current overall survival rate is
about 50%, since many cancers are detected at later stages.

While many cancers are associated with a variety of exogenous risk factors (e.g., diet and environment),
Vogelstein and colleagues discovered that during the pathogenesis of colorectal cancer, a cell acquires
numerous genetic changes. These changes are caused by a failure of cells to repair DNA after damage
from carcinogens. The function of DNA mismatch repair genes is to maintain the fidelity of DNA during
replications. Mutations of these genes may result in alterations in the repeating sequences of bases,
referred to as microsatellites. Microsatellite instability (MSI) refers to alterations in tumor microsatellites
compared to the pattern of microsatellites found in unaffected tissues. In patients with known colorectal
cancer, detection of MSI in tumor tissue has been used as a triage technique to determine which patients
might benefit from further genetic testing to detect the genetic mutations associated with hereditary non-
polyposis colon cancer (HNPCC). For example, itis thought that MSl is present in over 90% of colorectal
cancers associated with HNPCC mutations. However, recently, there has been interestin evaluating MSI
from shed colorectal cancer cells isolated from stool samples. Two general populations of patients have
been studied:

e Known or suspected carriers of HNPCC mutations, considered at high risk of developing
colorectal cancer. In this setting, testing of fecal samples for MSI may be used to monitor patients
for development of colorectal cancer. The test may be used either in lieu of routinely scheduled
surveillance colonoscopies, or during intervals between scheduled colonoscopies. Those patients
testing positive for MSI may be further evaluated with colonoscopy.

e In patients at average risk of colorectal cancer. In this setting, testing of fecal samples for MSI
may be offered in lieu of, or as an adjunct to, other recommended colorectal cancer screening

tests, including fecal occult blood testing, flexible sigmoidoscopy, colonoscopy, or double contrast
barium enema.

On August 11, 2014, Cologuard was approved by the FDA. This is the first stool-based colorectal
screening test that detects the presence of red blood cells and DNA mutations. Cologuard utilizes a multi-
target approach to detect DNA and hemoglobin biomarkers associated with colorectal cancer and pre-
cancer.
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Eleven biomarkers are targeted and provide a stronger connection between colorectal cancer and
precancer. Methylation, mutation, and hemoglobin results are combined in the laboratory analysis to
provide a single positive or negative reportable result.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM)

Application of coverage criteria is dependent upon an individual’s benefit coverage at the
time of the request.

Select Health covers Cologuard once every 3 years for stool for colon cancer screening
when all the following criteria are met (Effective April 1, 2019):

1. Ages 45 to 75 years old

2. Patients who show no signs or symptoms of colorectal disease, including but
not limited to:

a. Lower gastrointestinal pain

b. Blood in stool

c. Positive fecal occult blood test or fecal immunochemical test
3. No prior history of abnormal fecal DNA test
4. Patients who are at average risk for developing colorectal cancer:

a. No personal history of adenomatous polyps colorectal cancer or
inflammatory bowel disease (Crohn’s Disease and Ulcerative Colitis)

b. No family history of colorectal cancer or adenomatous polyps, familial
adenomatous polyposis, or hereditary nonpolyposis colorectal cancer

c. No personal history of getting radiation to the abdomen (belly) or pelvic area to
treat a prior cancer

5. Member has not had a colonoscopy after Cologuard has been performed
(assumption: Cologuard had a positive result)

Select Health does not cover the Guardant Health Shield blood test in the evaluation of
colorectal cancer. This testis considered not medically necessary as the clinical utility has not
been determined due to a lack of evidence available in peer-reviewed literature supporting either
sufficient sensitivity or specificity.

SELECT HEALTH MEDICARE (CMS)

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For the most up-to-date Medicare policies and coverage,
please visit their search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website
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SELECT HEALTH COMMUNITY CARE (MEDICAID) ‘

Select Health Community Care policies typically align with State of Utah Medicaid policy,
including use of InterQual. There may be situations where NCD/LCD criteria or Select Health
commercial policies are used. For the most up-to-date Medicaid policies and coverage, please visit
their website http://health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

As with any diagnostic test, the key outcomes are the diagnostic performance (i.e., sensitivity, specfficity,
positive and negative predictive value) compared to a gold standard, and consideration of how the results
of the test will be used to benefit patient management. Of the various screening options (fecal occult
blood testing, flexible sigmoidoscopy, double contrast barium enema, colonoscopy), colonoscopy is
considered the gold standard. For example, in patients considered at high risk for colorectal cancer, due
either to a family history or HNPCC mutation, colonoscopy at varying intervals is recommended by the
American Society of Colorectal Surgeons, the American Gastroenterological Society, and the American
Cancer Society. Therefore, for patients at high risk of colorectal cancer with suspected or known
mutations of the HNPCC gene, the diagnostic performance of DNA analysis of stool samples will be
compared with colonoscopy. In addition, the role of DNA analysis in the context of the recommended
colonoscopic screening must be explored. Will this test be offered in lieu of colonoscopy, such that
patients with a negative test can defer a scheduled colonoscopy, or will this test be offered as an adjunct
to colonoscopy screening, for example during the intervals between colonoscopies.

For patients at average risk to moderate risk for colorectal cancer, the above organizations also
recommend colonoscopy starting at age 50, with an interval of 10 years, as one screening option. In
addition, other screening techniques are also considered options, and the choice of screening option may
be dictated in part by patient preference. Many authors have noted the low patient acceptance of current
colorectal cancer screening options, particularly flexible sigmoidoscopy and colonoscopy; at the present
time only about 40% of eligible patients undergo screening for colon cancer. Advocates of genetic testing
of stool samples have hypothesized that the relative simplicity of collecting a stool sample might increase
the overall compliance with screening recommendations. Therefore, for patients at average to moderate
risk of colon cancer, genetic testing of stool samples will be compared to colonoscopy and also to fecal
occult blood testing, the other entirely noninvasive technique. Patient acceptance of the different options
is also a relevant outcome as a technique to increase screening compliance.

The available published, peer-reviewed data focus on the technical feasibility of genetic testing of stool
samples. For example, Ahlquist and colleagues published a study focusing on the use of a multitarget
assay panel for colorectal cancer screening. This retrospective study included 22 patients with known
colorectal cancer, 11 with adenomas, and 28 patients with normal colonoscopy examinations. It was not
reported whether these patients were considered at average, moderate, or highrisk for cancer. The panel
included 15 sites onthe KRAS gene, p53 and adenomatous polyposis genes, analysis of BAT-26, and
highly amplifiable DNA. The panel detected 20 of the 22 cancers (91%) and 9 of the 11 adenomas (82%).
The same panel assay was performed on tissue samples from 19 of the 21 cancers. The presence of
point mutations was concordant in tissue and stool analysis in 12 of the 19 paired specimens. The
authors attributed the high neoplasm detection rate of the stool analysis to the efficient isolation of human
DNA from the stool, but also commented that cancers represented in this study were large (median 4 cm
in diameter) and symptomatic, and thus may shed more aberrant DNA than smaller cancers. For the 11
patients with adenomas, the results of the stool DNA testing were compared to fecal occult blood testing.
While the fecal occult blood testing was negative in all these patients, genetic mutations were detected in
the stool sample of all patients with adenomas.

Dong and colleagues performed a study of stool DNA isolated from 51 colorectal cancer patients. The
stool DNA and tumor tissue were evaluated for the presence of mutations in the genes p53, BAT-26, and
KRAS. The 3 genetic markers together detected 71% of the 51 patients. Of interest, no genetic mutations
were identified in the tumor tissue of 15 patients. Other feasibility studies using a variety of markers have
also focused on patients with known cancers, and thus these studies do not duplicate the targeted
populations for screening. No prospective studies were found in the published literature comparing the
diagnostic perfformance of analysis of DNA from stool samples to either colonoscopy or fecal occult blood
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DNA Analysis of Stool for Colon Cancer Screening (Cologuard), continued

testing among either average to moderate risk to high-risk patients. For average risk patients, the
published feasibility studies focused on the use of different panels of DNA markers. No study identified
focused on the use of the single marker, BAT-26, in patients with known or suspected mutations of the
HNPCC gene. No studies discussed how the use of DNA analysis in stool samples might supplant or
enhance current screening options.

An updated search of the literature based on MEDLINE through October 2004 did not return any new
prospective clinical trial data that addresses the issues described above. In addition, both the American
Cancer Society and the American Gastroenterological Association do not recommend analysis of human
DNA in stool samples for colorectal screening. The American Cancer Society’s Colorectal Cancer
Advisory Group concluded that there is insufficient evidence to determine whether fecal DNA testing can
be recommended for average-risk individuals. The advisory group noted further studies are needed to
determine the most appropriate and best combination of markers for DNA detection and results of testing
in average-risk populations. These guidelines note screening for altered DNA in stools is a promising
technology, however, further research is required before DNA analysis in stools can be recommended as
a screening tool for colorectal cancer.

No other medical specialty society or other related health organization has issued a policy statement,
practice guidelines, or position statement that endorses the use of the analysis of fecal DNA as a
screening test for colorectal cancer including the American College of Physicians, the American College
of Colorectal Surgeons, and the National Cancer Institute.

An updated review of the published literature completed in May 2016, identified one systematic review
and 5 primary studies which metinclusion criteria for review. Most prominent of the articles were those by
Imperale et al. and Redwood et al. both related to Cologuard. The systematic review was based primarily
on the Imperiale et al. article and concluded that the test is most likely to reduce CRC-related death than
FIT but with higher resource utilization. However, this assumption is based on annual, not triennial,
administration of the test.

Notably, the study by Imperiale et al., was a non-randomized, cross-sectional, multicenter trial of 9,989
patients who were included in the primary analysis. Results from a single, albeit large, study show that
Cologuard has better sensitivity and worse specificity than FIT across various clinical manifestations. The
other 2 included studies are 1) a model that is based on incorrect pricing information and 2) a study
unique to a specific population no relevantin a broad sense. Though the test has a recommended use of
once every 3 years, 1 systematic review illustrated its benefit is best if used annually. This may impact its
cost effectiveness in real world settings.

Billing/Coding Information
CPT CODES

81528 Oncology (colorectal) screening, quantitative real-time target and signal amplification
of 10 DNA markers (KRAS mutations, promoter methylation of NDRG4 and BMP3) and
fecal hemoglobin, utilizing stool, algorithm reported as a positive or negative result

Not covered when billed for the indications listed above

81479 Unlisted molecular pathology procedure
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Revision History
Revision Date Summary of Changes

12/19/23 For Commercial Plan Policy, added criterion #4c:
“No personal history of getting radiation to the
abdomen (belly) or pelvic area to treat a prior
cancer” to alignwith updated societal guidelines.
8/26/24 For Commercial Plan Policy, added an exclusion
for the Guardant Health Shield blood test.

Disclaimer

This document is for informational purposes only and should not be relied on in the diagnosis and care of individual patients.
Medical and Coding/Reimbursement policies do notconstitute medical advice, plan preauthorization, certification, an explanation of
benefits, ora contract. Members should consult with appropriate healthcare providers to obtain needed medical advice, care, and
treatment. Benefits and eligibility are determined before medical guidelines and payment guidelines are applied. Benefits are
determined by the member’s individual benefit plan that is in effect at the time services are rendered.

The codes fortreatments and procedures applicable to this policy are included forinformational purposes. Inclusion or exclusion of
a procedure, diagnosis or device code(s)does not constitute or imply member coverage or provider reimbursement policy. Please
referto the member's contract benefits in effect at the time of service to determine coverage ornon-coverage of these services as it
applies to an individual member.

Select Health® makes no representations and accepts no liability with respect to the content of any external information cited or
relied upon in this policy. Select Health updates its Coverage Policies regularly, and reserves the right to amend these policies
without notice to healthcare providers or Select Health members.

Members may contact Customer Service at the phone number listed on their member identification card to discuss their benefits
more specifically. Providers with questions about this Coverage Policy may call Select Health Provider Relations at (801)442-3692.

No part of this publication may be reproduced, storedin a retrieval system or transmitted, in any form or by any means, electronic,
mechanical, photocopying, or otherwise, without permission from Select Health.

“Intermountain Healthcare” andits accompanyinglogo, the marks of “Select Health” and its accompanying marks are protected and
registered trademarks of the provider of this Service and or Intermountain Health Care, Inc., IHC Health Services, Inc., and Select
Health, Inc. Also, the content of this Service is proprietary and is protected by copyright. You may access the copyrighted content of
this Service only for purposes set forth in these Conditions of Use.
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MEDICAL POLICY
Health

DRUG MONITORING FOR MONOCLONAL ANTIBODY THERAPY IN
INFLAMMATORY BOWEL DISEASE AND OTHER DISORDERS

Policy # 532
Implementation Date: 7/31/13

Review Dates: 6/19/14, 6/11/15, 6/16/16, 6/15/17, 6/21/18, 6/25/19, 6/10/20, 6/17/21, 5/21/22, 6/15/23,
6/20/24, 6/22/25

Revision Dates: 5/27/14, 5/15/19, 2/26/20, 6/2/22, 6/19/25

Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Medicare (CMS), and Select Health
Community Care (Medicaid) plans. Refer to the “Policy” section for more information.

Description

Monoclonal antibodies are biologic substances with unique mechanisms of action directed towards
specific target cells. Their use has become widespread in a variety of disorders including inflammatory
bowel disease (IBD), rheumatologic and vasculitis disorders, skin conditions, and cancer.

IBD refers to ulcerative colitis (UC) and Crohn’s disease, as well as idiopathic diseases affecting the
gastrointestinal (Gl) tract. Although the clinical course of IBD is chronic and often relapsing and remitting,
mortality is generally not greater than in the general population. Patients may require monoclonal
antibody therapy for remission in these diseases.

Monoclonal antibodies are also used in rheumatologic disorders, vasculitis disorders, and skin disorders
as disease-modifying therapy. Patients with these disorders usually have a broad range of medications
available, so antibody testing is less utilized because a patient can be switched to another drug if the
current drug is not maintaining disease remission and the data on antibody testing in this subset of
patients is limited.

Patients who are treated with infliximab, adalimumab, ustekinumab, vedolizumab, or certolizumab, may
have varying serum levels of the drug, even among equally-dosed patients. Patients may develop
antibodies to these biological agents, and this is postulated to reduce the efficacy of these treatments.
Measuring serum levels may aid physicians in correctly dosing their patients undergoing these therapies
for any of the indicated disorders.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM) ‘

Application of coverage criteria is dependent upon an individual’s benefit coverage at the
time of the request.

Select Health commercial plans cover drug and antibody level monitoring in tumor
necrosis factor (TNF) medications used in the treatment of IBD. The clinical utility of
these tests is supported by AGA guidelines*. One of the following criteria must be met:

o Patient has active symptoms related to IBD that are confirmed with objective
findings from biochemical markers, endoscopic, or radiologic findings of active
inflammation.
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OR

o Patients are asymptomatic, clinically, but have findings of objective inflammation
on endoscopy, radiologic findings, and/or biochemical markers.

Select Health commercial plans do not cover drug and antibody level monitoring
forall other disorders (e.g., rheumatologic disorders, vasculitis, skin disorders) due to
inadequate literature; this meets the plan’s definition of experimental/investigational.

Select Health commercial plans do not cover the Prometheus Anser ADA test, the
Prometheus Anser IFX test, the Prometheus Anser VZD test, the Prometheus Anser UST
test, and the Prometheus Anser RZB test. Other equivalent laboratory tests are covered
when one of the medical necessity criteria have been met.

SELECT HEALTH MEDICARE (CMS)

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For the most up-to-date Medicare policies and coverage,
please visit their search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website

SELECT HEALTH COMMUNITY CARE (MEDICAID)

Select Health Community Care policies typically align with State of Utah Medicaid policy,
including use of InterQual. There may be situations where NCD/LCD criteria or Select Health
commercial policies are used. For the most up-to-date Medicaid policies and coverage, please visit
their website http:/health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

Antibodies to infliximab, adalimumab, ustekinumab, vedolizumab, or certolizumab, are present in a
substantial number of patients treated with these drugs for IBD, and there may be a correlation between
the level of these antibodies and clinical response. However, the clinical utility of measuring antidrug
antibody concentrations has not been established, as it is not known how patient management would
change based on test results. In addition, there are technical factors relating to the use of different assay
methods across studies—it has not yet been established whether the use of threshold levels aids in the
discrimination of treatment response—nor has the optimal timing of when to measure antibody levels
been established. Regardless, consensus statements have supported the use of therapeutic drug
monitoring, or “TDM”, in patients diagnosed with IBD and on monoclonal antibody therapy.

It is clinically unproven whether low serum concentrations of these drugs cause clinical non-responses in
individuals and/or at what serum concentration levels are non-responses seen for these drugs. Clinical
trials are lacking in whether these concentrations make a clinical difference in response to treatment.
However, for IBD, there are recommendations from the AGA for testing if disease remains active. Similar
recommendations do not exist for monoclonal therapy for other disorders, but this testing may be useful if
a patient has limited remaining drug choices with a decreasing response while on a monoclonal antibody.
A supported strategy for incorporating serum concentration testing is utilizing this test instead of
empirically dose optimizing monoclonal antibody therapy.

Billing/Coding Information

CPT CODES
84999 Unlisted chemistry procedure
80299 Quantitation of therapeutic drug, not elsewhere specified
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82397 Chemiluminescent assay
83520 Immunoassay for analyte other than infectious agent antibody or infectious agent antigen;
guantitative, not otherwise specified

HCPCS CODES

J1745 Injection, infliximab, excludes biosimilar, 10mg

J0135 Injection, adalimumab, 20 mg

Jo717 Injection, certolizumab pegol, 1 mg

J2323 Injection, natalizumab, 1 mg

J3357 Ustekinumab, for subcutaneous injection, 1 mg

J3358 Ustekinumab, for intravenous injection, 1 mg

J3380 Injection, vedolizumab, 1 mg

S$9359 Home infusion therapy, anti-tumor factor intravenous therapy; (e.g. infliximab);

administrative services, professional pharmacy service, care coordination, and all
necessary supplies and equipment (drugs and nursing visits coded separately), per diem

Q5103 Injection, infliximab-dyyb, biosimilar (inflectra), 10 mg
Q5104 Injection, infliximab-abda, biosimilar (renflexis), 10 mg
Q5109 Injection, infliximab-qbtx, biosimilar (ixifi), 10 mg
Q5121 Injection, infliximab-axxq, biosimilar (avsola), 10 mg
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applies to an individual member.
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relied upon in this policy. Select Health updates its Coverage Policies regularly, and reserves the right to amend these policies
without notice to healthcare providers or Select Health members.

Members may contact Customer Service at the phone number listed on their member identification card to discuss their benefits
more specifically. Providers with questions about this Coverage Policy may call Select Health Provider Relations at (801)442-3692.

No part of this publication may be reproduced, storedin a retrieval system or transmitted, in any form or by any means, electronic,
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MEDICAL POLICY
Health

ENDOSCOPIC ABLATIVE THERAPIES IN THE TREATMENT OF
BARRETT’S ESOPHAGUS

Policy # 322
Implementation Date:10/31/06

Review Dates: 5/17/07, 4/24/08, 8/16/11, 8/16/12, 8/15/13, 6/19/14, 2/16/17, 2/15/18, 2/10/19, 2/17/20,
2/18/21, 1/20/122, 2/16/23, 2/4/24, 2/4/25
Revision Dates: 4/23/09, 4/22/10, 9/8/15, 2/26/24

Disclaimer:

1. Policies are subject to change without notice.

2. Policies outline coverage determinations for Select Health Commercial, Select Health Advantage (CMS), and Select
Health Community Care (Medicaid) plans. Refer to the “Policy” section for more information.

Description

Barrett's esophagus is a condition in which an abnormal, intestinal-type epithelium, called specialized
intestinal metaplasia (columnar epithelia), replaces the stratified squamous (flat, fish-shaped epithelial
cells) epithelium that normally lines the distal esophagus.

Individuals with Barrett’s esophagus are at elevated risk for esophageal adenocarcinoma and the primary
reason for managing Barrett's esophagus is cancer prevention. Cancers in Barrett's esophagus evolve
through a sequence of DNA alterations that cause morphological changes to esophageal tissue that
produce dysplasia. Dysplasia is a constellation of histological abnormalities suggesting that one or more
clones of cells have acquired genetic damage rendering them neoplastic and predisposed to malignancy.
Dysplasia is graded as low- or high-grade based upon the severity of architectural and cytologic features.
The rate at which low-grade dysplasia progresses to high-grade dysplasia is unclear. Cumulative
incidence estimates range from 5%—-28%. These uncertainties make prediction of cancer occurrence in
patients with Barrett’s more difficult.

The length of the abnormal mucosa and the degree of dysplasia are the primary risk factors for
development of cancer. While most esophageal adenocarcinomas arise from Barrett’'s esophagus, the
annual incidence of adenocarcinoma in all patients with Barrett's esophagus ranges from 0.2%-2.0%.
Data from multiple prospective studies suggest that the mean annual incidence of esophageal cancer in
this condition is approximately 1%. However, this estimate may be influenced by publication bias among
studies reporting the incidence of cancer in Barrett's esophagus. An annual incidence of approximately
0.5% may be more accurate after adjusting for this effect. The risk of developing esophageal cancer is
increased at least 30 times above that of the general population. High-grade dysplasia is the stage
immediately preceding cancer, and these individuals are at higher risk for esophageal adenocarcinoma
(annual estimates range between 2%—-62%).

Most patients with Barrett’s esophagus will never go on to develop this cancer and esophageal
adenocarcinoma is a rare cause of death in Barrett’'s esophagus patients. Most of these patients die from
other causes. Many Barrett's patients are elderly and succumb to common diseases such as coronary
artery disease before developing adenocarcinoma in their esophagus. Furthermore, some studies
demonstrate that the overall survival of patients with Barrett’s esophagus is no different than that of the
general population. Even in those studies that reported lower survival in patients with Barrett’s, the
authors indicated that the elevated death rate was not due to esophageal adenocarcinoma.

There are several different procedures used to treat Barrett’s esophagus. Photodynamic therapy (PDT)
uses an intravenous drug called porfimer sodium (Photofrin) that makes Barrett's cells sensitive to light. A
few days later, the clinician activates the drug inside the esophagus with a laser light inserted through an
endoscope. The interaction between light and the drug create energy that is transmitted to surrounding
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Endoscopic Ablative Therapies in the Treatment of Barrett’s Esophagus, continued

tissue, killing the targeted cells. Radiofrequency ablation (RFA) uses controlled bursts of radiofrequency
energy to burn away thin layers of esophageal tissue; the Halo 360 System from BARRX Medical is just
one of several radiofrequency systems available.

COMMERCIAL PLAN POLICY AND CHIP (CHILDREN’S HEALTH INSURANCE PROGRAM)

Application of coverage criteria is dependent upon an individual’s benefit coverage at the
time of the request.

Select Health covers radiofrequency ablation (RFA) or cryoablation for the treatment of
Barrett’s esophagus for patients with high-grade or low-grade dysplasia.

SELECT HEALTH MEDICARE (CMS)

Coverage is determined by the Centers for Medicare and Medicaid Services (CMS); if a
coverage determination has not been adopted by CMS, and InterQual criteria are not available, the
Select Health Commercial policy applies. For this policy, specifically, there are no CMS criteria
available; therefore, the Select Health Commercial policy or InterQual criteria apply. Select Health
applies these requirements after careful review of the evidence that supports the clinical benefits
outweigh the clinical risks. For the most up-to-date Medicare policies and coverage, please visit their
search website http://www.cms.gov/medicare-coverage-database/overview-and-quick-
search.aspx?from2=search1.asp& or the manual website

SELECT HEALTH COMMUNITY CARE (MEDICAID)

Select Health Community Care policies typically align with State of Utah Medicaid policy,
including use of InterQual. There may be situations where NCD/LCD criteria or Select Health
commercial policies are used. For the most up-to-date Medicaid policies and coverage, please visit
their website http://health.utah.gov/medicaid/manuals/directory.php or the Utah Medicaid code Look-Up
tool

Summary of Medical Information

The research literature on endoscopic ablative therapies for Barrett's is most extensive for photodynamic
and argon plasma coagulation therapies. The literature on cryoablation (1 study), multipolar
electrocoagulation (5 studies), laser (5 studies), and radiofrequency therapies (4 studies) is comparatively
sparse and conclusions about these treatments are extremely limited.

High-Grade Dysplasia: In 2002, Hayes gave PDT for Barrett’s esophagus with high-grade dysplasia a
‘C’ (investigational/lexperimental), reflecting inconclusive evidence regarding long-term efficacy. The
report concluded that while preliminary data were encouraging, the small sample sizes and short follow-
up prevented a determination about whether PDT prevents early-stage esophageal cancer. A more
recent report from the California Technology Assessment Forum (2005) similarly concluded that the
available research evidence was insufficient to conclude that PDT was any more effective than
surveillance at preventing esophageal cancer.

We identified an additional 17 studies on PDT published since the 2002 Hayes report; 14 studies on APC
met criteria for inclusion in this report. The studies on PDT evaluated a variety of treatment schedules and
photosensitizers including (porfimer sodium m-tetrahydroxyphenyl chlorin, delta-ALA, and 5-
aminolevulinic acid). The median follow-up period of the clinical studies was 31.5 months (range = 1-51)
and the median sample size was 48.5 (range = 12—-208). The median follow-up period for APC studies
was 14 months (range = 9-84) with a median sample size of 33 (range = 7-70). These studies frequently
combined results of patients with metaplasia, low- and high-grade dysplasia, and early adenocarcinoma,
which complicate interpretation of study results.

These studies generally conclude that PDT and APC are both effective at eliminating or reducing the
intestinal metaplasia associated with Barrett's esophagus. For example, a 2005 randomized controlled
trial by Overholt et al. involved 208 Barrett’s patients with high-grade dysplasia from 30 clinical centers.
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These patients were randomized to either PDT with porfimer plus omeprazole, or to omeprazole alone.
Combination therapy produced complete ablation of dysplasia more frequently than did omeprazole alone
(77% vs. 39% of cases). At2 years, 13% of the PDT patients had developed adenocarcinoma compared
with 28% of patients treated for GERD symptoms.

In @ 2004 randomized trial, Ackroyd et al. randomly assigned 40 patients with histologically proven
Barrett's and previous fundoplication for GERD were to either APC or endoscopic surveillance. In the 20
APC patients, complete ablation of Barrett’s epithelium was observed in 12 patients, with a 95% reduction
in the remaining 8 patients. At 1 year, 1 of these partially cleared patients experienced complete
regression. One patient relapsed after failure of fundoplication surgery. Interestingly, partial regression
spontaneously occurred in 11 of the 20 endoscopically-monitored patients and 3 short-segment patients
regressed completely. The authors concluded that APC was safe and effective in ablating Barrett’s
metaplasia, but that long-term follow-up is needed to determine whether APC would have any impact on
the incidence of esophageal adenocarcinoma.

The remaining studies were primarily level 2 case series of patients treated with PDT or APC as part of a
clinical protocol for Barrett’s. Two studies were cost-effectiveness analyses of PDT and are discussed
later in this report. One study was a patient satisfaction survey that concluded that PDT with porfimer
sodium produces satisfactory results in treated patients. Again, these studies generally concluded that
PDT and APC are effective treatments for Barrett’s.

Results from the 3 randomized controlled trials that compared these 2 treatments head-to-head suggest
that the treatment effects from either modality do not consistently differ. For example, in the 26 patients
with low or high-grade dysplasia studied by Ragunath et al., APC and PDT were equally effective at
eliminating Barrett’s mucosa. However, PDT was more effective with dysplastic tissue. In Kelty et al.’s trial
of 68 patients, PDT and APC were again judged to be efficacious at treating Barrett’s mucosa at 24
months. However, reduction in area was greatest for patients treated with APC (97% vs. 50%). Hage et
al. evaluated APC and PDT under 2 different dosing schedules in 40 Barrett’s patients; 32 without evident
dysplasia, and 8 with low-grade dysplasia. At 12 months, 82-90% of PDT patients had experienced
complete eradication of Barrett's mucosa compared with 67% of APC patients.

While the results of these studies suggest that APC and PDT are potential alternatives to surveillance and
esophagectomy for managing Barrett’s, the primary weakness of this literature continues to be a lack of
randomized controlled trials comparing these newer alternatives to standard care. While it is fairly clear
from the literature that either therapy is effective at reducing or eliminating dysplasia, there are insufficient
data to determine the long-termimpact of these therapies on incidence and mortality from esophageal
cancer, particularly over longer time intervals. Some long-term cancer data have been published:
e Attwood et al. reported that 4 of 22 patients with high-grade dysplasia developed esophageal
cancer within 84 months of completing APC treatment.
e Familiari et al. did not observe any cases of esophageal cancer in 35 patients in the 49.5
months after APC.
e Madisch etal. followed 66 patients treated with APC over a median follow-up period of 51
months and found no cases of esophageal adenocarcinoma.
e In Overholt et al., 3 of 65 (4.6%) patients with high-grade dysplasia treated with PDT
developed adenocarcinoma during the 50.65-month average follow-up.
Without comparative data, however, it is difficult to determine whether similar rates would be observed
with endoscopic surveillance. These limited data do suggest, however, that esophageal adenocarcinoma
remains a significant risk in patients with high-grade dysplasia, even after ablative therapy has been
completed, thus, the need for surveillance endoscopy may not be eliminated in treated patients.

Of equal concern, is the uncertainty in the medical literature regarding the predictive value of Barrett’s
esophagus for future esophageal cancer. The literature assembled for this review offer several
conclusions regarding the transformation from Barrett's to cancer:

e Barrett’s Esophagus is the primary risk factor for esophageal adenocarcinoma;

o Patients with Barrett’s are at significantly higher risk for adenocarcinoma than the general
population or patients with other disorders of the esophagus;
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e The overall incidence and mortality rates for esophageal adenocarcinomain Barrett’s patients
are relatively low. Several studies state that previous figures overestimate actual risk to
Barrett’s patients;

e Overall mortality is not substantially higher in patients with Barrett's, relative to the population;
and

e Risk for esophageal cancer varies according to the progression of Barrett’'s mucosa.

While the risk for cancer is clearly higher in persons with dysplasia, a number of these studies focused on
patients with intestinal metaplasia and at least 1 treatment strategy (Balloon Radiofrequency Ablation;
Halo 360, BARRX) is being marketed as a therapy for patients with metaplasia. Yet, the above
epidemiological studies raise questions about the cost-effectiveness of routine endoscopic ablation in all
Barrett’s cases as a strategy for cancer risk-reduction. Furthermore, the fact that many Barrett's cases are
diagnosed after adenocarcinoma has developed suggests that mortality from esophageal cancer may be
more greatly impacted through improved strategies for detection, risk stratification, and surveillance for
Barrett’s, rather than through routine mucosal ablation.

A literature review in April 2010 identified a trial on radiofrequency ablation with dysplasia. Shaheen et al.
performed a multicenter, sham-controlled trial. Primary outcomes at 12 months included complete

eradication of dysplasia. In the intention-to-treat analyses, among patients withlow-grade dysplasia,
complete eradication of dysplasia occurredin 90.5% of those in the ablation group, as compared with
22.7% of those in the control group (p < 0.001). Among patients with high-grade dysplasia, complete
eradication occurred in 81.0% of those in the ablation group, as compared with 19.0% of thosein the
control group (p <0.001). Overall, 77.4% of patientsin the ablation group had complete eradication of
intestinal metaplasia, as compared with 2.3% of those in the control group (p < 0.001). Patients in the
ablation group had less disease progression (3.6% vs. 16.3%, p = 0.03) and fewer cancers (1.2% vs.
9.3%, p = 0.045). Patients reported having more chest pain after the ablation procedure than after the
sham procedure. In the ablation group, 1 patient had upper gastrointestinal hemorrhage and 5 patients
(6.0%) had esophageal stricture.

Low-Grade Dysplasia: A literature review completed in September 2015 to evaluate endoscopic ablation
for low-grade dysplasia (LGD) in Barrett's esophagus, identified four systematic reviews; and 27 primary
studies were identified which metinclusion criteria for review. Studies dated from 2008 to 2015 included
outcomes on > 4,597 patients. All but three of the studies specifically addressed treatment for LGD. Many
of the studies had follow-up periods extending past 5 years.

A key principle identified in many studies relates to the difficulty in firmly establishing the diagnosis of low-
grade dysplasia histopathologically. Both Curvers et al. and Duits et al. noted 85% and 73% of patients
respectively initially identified as having dysplastic disease are down-staged after expert histopathological
review. This suggests that patients who are not sent on for expert review may be unnecessarily treated.

Notably, the systematic reviews included for review provided conflicting conclusions as to the outcomes
from the use of radiofrequency ablation (RFA) for the treatment of LGD in Barrett’'s esophagus. Two of
the 4 (BCBS TEC and Almond et al.) reviews stated the use of RFA in patients with diagnosed LGD does
not inhibit the progression to esophageal adenocarcinoma, whereas the 2 other systematic reviews (Wani
et al. and Bennett et al.), state the therapy does inhibit disease progression. None of the 4 reviews show
that RFA for LGD decreases symptoms.

The body of literature demonstrates significant heterogeneity in terms of patientinclusion criteria, follow-
up periods, primary endpoints, and study types. However, findings from these studies can be summarized
to show:

e LGD may be over-diagnosed because of poor histopathology;

e No consensus has been reached regarding proper surveillance or treatment of LGD;
e RFA s > 90% effective in completely eradicating LGD; and
e RFA may considerably decrease the progression to HGD.

Notably, two papers, Caygill et.al. and Rubenstein et.al., published evidence on the number needed to
treat (NNT) with RFA for LGD for the following endpoints:

e NNT to prevent 1 progression to HGD: 4
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e NNT to prevent 1 adenocarcinoma: 13.6

e NNT to prevent 1 esophagectomy: 211
Based on the available published evidence, it appears RFA may play a role in the treatment of patients
with histopathologically, not endoscopically confirmed, LGD. How RFA compares to outcomes from the

use of PPIs or other conservative therapy as a long-term treatment for patients with LGD has not been
adequately addressed. RFA for LGD appears to be a safe and effective therapy for the treatment of LGD.

Billing/Coding Information
Covered: For the indications outlined above

CPT CODES
Photodynamic Therapy. Laser Therapy. Cryoablation

43270 Esophagogastroduodenoscopy, flexible, transoral; with ablation of tumor(s), polyp(s), or
other lesion(s) (includes pre- and post-dilation and guide wire passage, when performed)

43229 Esophagoscopy, flexible, transoral; with ablation of tumor(s), polyp(s), or other lesion(s)
(includes pre- and post-dilation and guide wire passage, when performed)

Photodynamic Therapy Only

96570 Photodynamic therapy by endoscopic application of light to ablate abnormal tissue via
activation of photosensitive drug(s); first 30 minutes (List separately in addition to code for
endoscopy or bronchoscopy procedures of lung and gastrointestinal tract)

96571 ; each additional 15 minutes (List separately in addition to code for endoscopy or
bronchoscopy procedures of lung and gastrointestinal tract)

Balloon Radiofrequency Ablation, Multipolar Electrocoagulation, Argon Plasma Coagqulation

43216 Esophagoscopy, flexible, transoral; with removal of tumor(s), polyp(s), or other lesion(s) by
hot biopsy forceps

43250 Esophagogastroduodenoscopy, flexible, transoral; with removal of tumor(s), polyp(s), or
other lesion(s) by hot biopsy forceps

HCPCS CODES
A4270 Disposable endoscope sheath, each

Photodynamic Therapy

J9600 Injection, porfimer sodium, 75 mg
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