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PRESENTATION

Operator
Hello, and thank you for joining us for today’s First Coast Open Meeting.  All participants will be in listen-only mode.  Should you need assistance, please signal a conference specialist by pressing the “*” key followed by “0.”  Throughout today’s meeting, registered presenters will have the opportunity to speak with us about proposed LCDs.  First Coast Contractor Medical Directors will then have an opportunity to ask questions.  Please note, this meeting is being recorded.

I would now like to turn the conference over to Dr. Juan Schaening, First Coast’s Executive Contractor Medical Director.

Juan Schaening Perez
Good afternoon.  I would like to welcome everyone to First Coast’s September Open Meeting.  My name is Dr. Juan Schaening, the First Coast Executive Contractor Medical Director.  On the phone with me today are my colleagues, Dr. Alicia Campbell and Dr. Leslie Stevens.  Joining us from Novitas are Executive Contractor Medical Director Dr. Andrew Bloschichak, Dr. Sunil Lalla, Dr. Jyme Schafer, and Connie Martz.  

We are holding today’s open meeting to discuss the review of the evidence and the rationale for our LCD reconsideration request.  The proposed LCD topic for today’s meeting is colon capsule endoscopy.  During today’s meeting, interested parties will make presentations of information related to the proposed LCD.  Please remember today’s call is being recorded, and we request that all formal comments be submitted in writing before the end of the comment period on October 10.

At this time, I would like to turn it over to Dr. Sunil Lalla, Contractor Medical Director, to provide a brief overview of the proposed revisions for colon capsule endoscopy.  Go ahead, Dr. Lalla.

Sunil Lalla
Thank you very much, Dr. Schaening.  So, I’d just like to begin with a brief overview of what prompted this policy development.  As many of you know, First Coast and Novitas are sister companies, and both of us received a request for LCDs of this, as did many other Medicare administrative contractors.  Therefore, in a collaborative effort across the nation, several--in fact, all of the Medicare administrative contractors worked collaboratively to develop this policy.

Colon capsule endoscopy, best described as a noninvasive procedure, requires neither air insufflation nor sedation and does allow for a minimally invasive and painless colonic evaluation.  Colon capsule endoscopy utilizes a small wireless camera that takes photos of the gastrointestinal tract.  The camera itself is housed in a vitamin-sized capsule and swallowed with water.

As the capsule traverses the GI tract, the camera does take pictures, and these photos are transmitted to a recorder, which is worn by the patient.  The images are then transmitted to a computer with software where the images are strung together to create a video of sorts.  The provider reviews the video to look for any abnormalities within the GI tract.

As I alluded to earlier, this policy was developed specifically for diagnostic purposes to investigate symptoms that are suspicious for malignancy in a select population of individuals who have major risks for an optical colonoscopy or those who have risks for moderate sedation in the face of positive screening tests and/or for surveillance purposes in individuals with previously detected precancerous or cancerous polyps.  We emphasize again that colon   capsule endoscopy is not a Medicare benefit for colorectal cancer screening purposes.  As I alluded to earlier, the policy was indeed created in a collaborative fashion with other Medicare administrative contractors across the country.

I’ll turn it back over to Dr. Schaening to introduce our first, and I believe our only, speaker for this afternoon.

 Juan Schaening
Thank you, Dr. Lalla.  So now let’s move to today’s presentation.  Our presenter is Dr. Ari Bergwerk from Medtronic.  Dr. Bergwerk, please go ahead, stating any conflicts of interest.

Ari Bergwerk
Hi.  My name is Ari Bergwerk.  Thank you very much for the introduction.  I am a pediatric gastroenterologist.  Aside from my clinical practice, I work as a part-time employee at Medtronic.  That would be my conflict of interest.

I thank the panel for inviting me, and I appreciate the overview that I just heard for colon capsule endoscopy, and I appreciate very much the effort that went into the development of the proposed LCD that I presume you have in front of you.  In particular, I noted First Coast’s recognition that PillCam Colon 2 qualifies for Medicare coverage as a diagnostic test.  It is safe and effective, and it’s reasonable and necessary for a defined patient population. 

Specifically, the FDA-approved indications are that colon capsule endoscopy is a suitable alternative to traditional conventional colonoscopy or to CT colonography as a primary procedure in patients with major risks for a colonoscopy or for moderate sedation as a secondary procedure for surveillance for colonic polyps in previously diagnosed patients where a colonoscopy was incomplete or was contraindicated.

The proposed LCD also lists that colon capsule endoscopy is suitable as a secondary procedure where an incomplete diagnostic colonoscopy was performed for either a positive fecal occult blood test or for the multi-target stool DNA test that was positive.

Now the proposed LCD correctly indicates that colon capsule endoscopy is not a Medicare benefit for colorectal screening, as you’ve just heard, regardless of family history or other risk factors for development of colorectal cancer.  Medtronic supports the limitation as the PillCam Colon 2 capsule is not FDA approved for colorectal cancer screening.  Medtronic respectfully requests that First Coast move forward with coverage for colon capsule endoscopy based on these FDA-approved indications.

Thank you.

 Juan Schaening
Thank you, Dr. Bergwerk.  We appreciate your comments and your presentation.  Do any of the CMDs have any questions or comments for our presenter?

Sunil Lalla
No, no questions.  Thank you, Dr. Bergwerk.  We appreciate your comments.

Ari Bergwerk
Thank you.

Juan Schaening
Then--thank you, Dr. Bergwerk.  Then since there are no additional presenters for this LCD, I would like to thank everyone for their participation in today’s open meeting, and this meeting is adjourned.  Have a beautiful day.

 Ari Bergwerk
You, too.

Sunil Lalla
Thank you.

Juan Schaening
[bookmark: _GoBack]Thank you. Bye-bye.

Unidentified Woman
Thank you.

Operator
Today’s open meeting has concluded.  Thank you for attending.
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