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Represent Pennsylvania Society of Gastroenterology
Solicited input from our board of directors which includes private, academic and employed physicians
General comments
Goal of any policy around colon cancer screening should be reduction of the cancer in our population.  As such, there was general agreement to the LCD.
Colon cancer remains common in the US, second most common cause of cancer mortality in the US
Colon cancer is the only cancer we routinely screen for where there is opportunity to intervene in the pre-malignant state.  Other cancers for which we screen, the intent is to identify the cancer at an early stage; skin, breast, cervical, prostate and even lung.  Anything that can be done to improve detection and patient compliance is encouraged.
We have a number of options to screen for colon cancer all of which have demonstrated efficacy in large population studies.  These include
Fecal Occult blood test
Immunohistochemical stool test
Flex Sig
Colonoscopy
CT Colonography
Stool DNA – which remains an exciting area of ongoing improvement
Colon capsule endoscopy has a place in the broad array of options to reduce colon cancer in our population and pleased Novitas is updating the policy
The CCE does have its limitations but is an option.
In working through the literature supporting the policy, we felt it important to point out that colonoscopy was the gold standard against which CCE was compared.  It is intuitive that it should remain so.  A well performed colonoscopy in a well-prepped colon remains the most accurate way to access for and remove adenomas.  Invariably, for some cases and despite full patient compliance, colonoscopy prep is imperfect and of all the screening modalities, colonoscopy is the only imaging study that enable one to clean the field to improve adenoma detection rates.
Comments specific to the policy
Covered indications
1. Primary Procedure; the two listed indications may invite a deviation from the standard of care. The current standard of care is to proceed with colonoscopy in the event of positive FOBT or stool DNA.  The term “major risk for colonoscopy or moderate sedation” is open to broad interpretation.   Would suggest using ASA class 3 or greater and after the clinical assessment of the endoscopist performing the procedure. 
2. Agree with criteria 2
Limitations
Would remove item 2 (pacemaker or other…).  It is well established now and nearly 20 years after FDA approval and in after extensive clinical use that CE can be safely done in patients with implantable devices.  Refer to ASGE paper; www.giejournal.org  Volume 78, No. 6 : 2013 GASTROINTESTINAL ENDOSCOPY.  While the package insert lists these devises as a contraindication, there is extensive clinical use demonstrating safety and efficacy
Would strike Limitation 4 (personal opinion).  Not the purview or responsibility for LCDs to advise on the prep.  The way it is written, any allergy to any prep solution would be a contraindication even if it is not used.  Would leave this to the purview of the endoscopist ordering the test.
Would add that MRI should not be done in patients undergoing CCE and a flat plate of the abdomen ordered if there is concern for capsule retention after study completion.
Agree with items 5 and 6

Comments on Clinical Literature
4th paragraph and in reference to Rex et. all study; 26% false negative findings for SSA polyps is unacceptably high.  This was a sentinel study and it should be recognized that CCE is inferior to well performed colonoscopy in detecting these lesions.
9th paragraph; would qualify using the Kobaek-Larsen 2018 study as reference.  There are significant methodologic flaws in the study the least of which was that the study design used colonoscopy as the standard against which to measure CCE and they concluded that CCE was superior.  Statistical fundamentals apply; the best one can conclude in the study design is non-inferiority.  While peer reviewed, it was not published in a top tier journal.  I would drop this as a reference in establishing Novitas policy.

Systematic review
First paragraph; declaration by 2018 Emergency Care Research Institute as “somewhat favorable” is a weak endorsement.  Reminded me of the AT and T commercial where a patient asks a nurse if the surgeon about to operate on him is good and she says “..he’s OK…”  and the patient says “…just OK…”

Analysis of Evidence
[bookmark: _GoBack]First paragraph; disagree with the work “suitable” and would delete word and use phrase “…CCE is an suitable alternative to OC…”  and “In addition, CCE is suitable as a secondary procedure…”

