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PRESENTATION

Operator
Good morning and thank you for joining us today at First Coast Open Meeting.  All participants will be in listen-only mode, should you need assistance please signal a conference specialist by pressing the star key followed by zero.  Throughout today’s meeting, registered presenters will have an opportunity to speak with us about proposed LCDs.  First Coast and Novitas contract medical directors will then have an opportunity to ask questions.  Please note that this event is being recorded.  
I’d now like to turn the conference over to Dr. Juan Schaening, First Coast Contractor, Medical Director, please go ahead.  

Dr. Juan Schaening
Thank you.  Good afternoon.  I would like to welcome everyone to the First Coast January Open Meeting. My name is Dr. Juan Schaening, I am First Coast Executive Contractor, Medical Director.  On the phone with me today are my colleagues, Dr. Alicia Campbell, and Dr.  Nathalie Mohler. Joining us from Novitas are Executive Contractor and Medical Director Dr.  Andrew Bloschichak, Dr. Sunil Lalla, Dr. Jyme Schafer, and Dr. Leslie Stevens.  Also joining us are Janice Green, Connie Martz, and Deneen Schroyer.  

We are holding today’s open meeting to discuss the review of the evidence and the rationale for six proposed LCDs. The proposed LCD topics for today’s meeting are: cataract extraction including complex cataract surgery, percutaneous vertebral augmentation for vertebral compression fractures, allergen immunotherapy, allergy testing, cosmetic and reconstructive surgery, and respiratory pathogen panel testing.  

During today’s meeting, interested parties will make presentations or provide information related to the proposed LCDs.  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 February 27th, 2021.  

Now is Dr. Freeman, Neil Freeman on the line? 
Monica McKenzie
No, he’s still not on Dr. Schaening.  
Dr. Juan Schaening 
Okay so we will move then to give an opportunity to Dr. Neil Freeman that is the only presenter on today’s open meeting, to give him an opportunity to join us.  We’re going to go ahead and start with the--I will turn it over to Connie Martz to provide a brief overview of the proposed revision for percutaneous vertebra augmentation for vertebra compression fracture. Connie could you go ahead and provide your view?  Thank you.  

Connie Martz
Yes, thank you, Dr. Schaening.  Percutaneous vertebral augmentation for vertebral compression fracture was developed as part of an (INAUDIBLE) work group, this was in an effort to align our LCDs.  The LCD was initially posted for notice on May 28th of 2020, and then became effective on July 12th of 2020.  Upon finalization, there were stakeholder concerns regarding the level of compression fractures T5 though L5. The timing of the advanced imaging requirement and the absolute contraindication of greater than three vertebral compression fractures that may have possibly limited access to care.  
In response to these expressed concerns, the covered indication section of the LCD was revised to remove the timing requirement for advanced imaging and change the level of fractures from T5 to L5, to T1 through L5, based on symptom onset and documented by advanced imaging demonstration bone marrow edema.  The limitation section was then revised to add active surgical site infection as an absolute contraindication. Additionally, greater than three vertebral fracture per procedure has been listed as relative contraindication. And then, the Summary of Evidence section was amended to support the changes that were made to the LCD.  

Dr. Schaening? 

Dr. Juan Schaening
Thank you, Connie.  Since there are no presenters for this LCD, I would like to turn it over to Janice Green to provide a brief overview of the proposed revision for allergen immunotherapy.  

Janice, please go ahead.  
Janice Green
Okay, thank you Dr.  Schaening.  This LCD has been revised to create a uniform LCD for Novitas and First Coast.  Once this revision to the LCD becomes effective, the current First Coast LCD L37800 for allergen immunotherapy and related billing and coding article A57678 will be replaced with this revised LCD.  In addition, there will be a new Part A LCD as well.  
Allergen immunotherapy, also known as allergy shots, involve the repeated administration of allergen extracts to individuals with IgE-mediated conditions to decrease symptoms and improve quality of life during subsequent allergen—excuse--me natural allergen exposure.  Allergen immunotherapy consists of administrating increasingly greater doses of specific allergens to individuals who have shown immunologic sensitivity or reaction to a particular allergen through allergy testing.  

Immunotherapy is effective for pollen, animal allergens, dust mites, molds, or fungi, and stinging insect hypersensitivity. Patient assessments should include a detailed clinical history, an applicable physical evaluation, and particular laboratory tests.  Evidence-based guidelines recommend immunotherapy when allergy testing results are positive for select IGE antibodies that align with likely triggers and patient exposure. The presence of IGE antibodies alone does not infer the need for immunotherapy. The presence of IGE antibodies to an allergen must correlate with the patient’s history.  Multiple evidenced-based practice guidelines and appropriate use criteria are available for allergen immunotherapy and were utilized in developing this proposed LCD.  

Thank you, Dr. Schaening. Back to you.  

Dr. Juan Schaening
Thank you, Janice.  Since there are no presenters, I would like to turn it over to Deneen Schroyer, who will present the LCD on cataract surgery extraction.  Deneen, go ahead please.  
Deneen Schroyer 
Thank you, Dr. Schaening.  This is a proposed LCD we’ve developed to align coverage between Novitas and First Coast.  The LCD is a revision to the current Novitas LCD and is a new LCD for First Coast. Cataracts occur frequently as a progressive age-related disease and are the leading cause of blindness in the U.S., accounting for 50% of visual impairment over the age of 40.  

Cataracts have several different types that have their own anatomical location, pathology, and risk factors.  This progressive disease causing impairment to vision can lead to loss of balance, less independent mobility, falls, injuries, increased mortality risk, and decreased mental wellbeing.  These factors serve as a guide for the indications that are considered medically reasonable and necessary for routine and complex cataract surgery.  The evidence of literature supports that cataract surgery, including complex surgery, is a safe and effective procedure improving visual acuity and enhancing quality of life in adults and the elderly population with few intraoperative and postoperative complications.  

The proposed LCD requires that the patient undergoes a formal preoperative examination.  In response to stakeholder feedback and lack of supporting evidence, the proposed LCD does not require a specified timeframe between the preoperative examination and the date of surgery. I will now pass it back to you, Dr. Schaening.

Dr. Juan Schaening
Thank you, Deneen. Now I would like to introduce Dr. Neil Freeman. He’s a Florida CAC member from the Florida Society of Ophthalmology and he will be presenting comments.  
Dr.  Freeman, please go ahead stating any conflicts of interest.  

Dr. Neil Freeman
I have no conflicts of interest, thank you.  I have no further comments regarding this LCD.  There do not seem to be any undue restrictions regarding the performance of the operation.  

Dr. Juan Schaening
Thank you so much, Dr.  Freeman.  Any questions for Dr.  Freeman from the other CMDs?  

Dr. Neil Freeman
There is one other point, however, I should have mentioned a moment ago that I would like to make.

Dr. Juan Schaening
Go ahead, doctor. 

Dr. Neil Freeman
There is a bullet point here that says, “There are contraindications for visually impairing cataract” and one is surgery will not improve visual function.  Well, sometimes cataracts have to be removed for other reasons other than for visual improvement, typically this might involve a need to visualize structures behind the cataract or if the cataract is creating some type of a problem, such as an elevation in the intraocular pressure inside the eye.  

Not all of those patients have a potential for improved visual function, but none the less, there is a medical need to perform the surgery for those indications.  So, just because there is no visual benefit to be obtained, that should not necessarily contraindicate the surgery.  So, there are several situations in which a medically indicated cataract extraction can and often should be performed, even in poorly seeing eyes that don’t have any hope for visual improvement.  

Dr. Juan Schaening
Thank you for your comments.  Any additional comments, Dr.  Freeman? 

Dr. Neil Freeman
No, none at this time.  

Dr. Juan Schaening
Thank you.  If you have additional comments, feel free to send them in writing.  The results will be open for comments until February 27th.  Do any of my colleagues have question for Dr. Freeman at this point?  
Okay.  Hearing none. Now, I will turn it over to Janice Green, so she can present the LCD, the proposed LCD on allergy testing.  Go ahead, Janice.  

Janice Green
Thank you, Dr. Schaening.  This LCD has been revised to create a uniform LCD for Novitas and First Coast. Once this revision to the LCD becomes effective the current First Coast LCD L33261 for allergy testing and related billing and coding article A57531 will be replaced with this revised LCD.  In addition, there will be a new Part A LCD as well.  Allergy testing is performed to determine a patient’s immunologic sensitivity or reaction to a particular allergen for the purpose of identifying the cause of the allergic state, and it is based on findings during a complete medical and immunologic history and appropriate physical exam.  

Pre-test probability is used to determine if allergy testing is appropriate and is based on a patient’s clinical history.  There are several different types of diagnostic modalities available for allergy testing.  This policy addresses immediate, or IGE mediated hypersensitivity and delayed or cell mediated hypersensitivity and includes in vivo testing, or skin tests, organ challenge tests, in vitro testing, limitations, and provider qualifications.  

Multiple guidelines and appropriate use criteria are available for allergy testing and were used in developing this proposed LCD.  Back to you, Dr.  Schaening.  

Dr. Juan Schaening
Thank you, Janice.  Since there are no presenter for this LCD, I would like to turn it over to Nathalie Mohler, to provide a brief overview of the proposed renditions for cosmetic and reconstructive surgery.  

Go ahead Nathalie presenting the LCD on cosmetic and reconstructive surgery, thank you.

Nathalie Mohler
Thank you, Dr. Schaening. Good afternoon everyone.  First Coast and Novitas have jointly developed an LCD for cosmetic and reconstructive surgery.  First Coast currently does not have an LCD addressing cosmetic and reconstructive surgery. The proposed LCD will delineate limited coverage for the following reconstructive procedures: dermabrasion, abdominal lipectomy, panniculectomy, reconstructive breast surgery, removal of breast implants, reduction mammoplasty, mastectomy for gynecomastia, gigantomastia of pregnancy, rhinoplasty, and reconstructive nasal surgery.  The LCD will be effectuated via procedure to diagnose code prepay editing. First Coast LCD L33939 and related billing and coding article A57538 for reduction mammoplasty will be incorporated into the cosmetic and reconstructive surgery LCD and billing and coding articles.  The current LCD providing limited coverage for reduction mammoplasty will be retired when the proposed LCD for cosmetics and reconstructive surgery is finalized.  

Thank you and back to you, Dr. Schaening.  

Dr. Juan Schaening
Okay, thank you.  Thank you, Nathalie, for your presentation.  So, basically, now we want to thank everybody for participating in--sorry Deneen, take me now to Deneen, so we can go ahead and present the respiratory pathogen panel testing. Sorry about that.  There’s no presenter for this LCD, so now we’re moving to respiratory panels, go ahead and present.  

Deneen Schroyer
Thank you Dr. Schaening.  Following a review of the evidence and consultation with a contractor advisory committee panel, this proposed LCD was developed to address the clinical utility of respiratory pathogen panel testing.  This will be a new LCD, when it becomes effective.  

Diagnostic testing for identification of pathogens that are positive for respiratory infections have evolved over the years.  The aim is for rapid, accurate, and sensitive identification in an effort to improve patient outcomes through improved clinical decision making.  These new technologies include nucleic acid-based amplification techniques.  The focus of this LCD is a respiratory pathogen panel testing, which typically includes detection for multiple virus pathogens, by amplification of target DNA and is currently the most popular technique that can provide rapid, accurate, and sensitive results.  

Following a review of the evidence, these studies demonstrate that, other than testing for influenza and recognition of the importance of identifying COVID-19, testing for multiple pathogens using respiratory pathogen panel tests has not at the present time been proven to impact clinical decision making resulting in improved patient outcomes in the Part B setting.  Therefore, respiratory pathogen panel tests for greater than five respiratory pathogens are now considered medically reasonable and necessary for the purposes of Part B Medicare coverage.  

The proposed policy provides limited coverage for respiratory pathogen panel testing in the outpatient Part B setting, and will only be considered medically reasonable and necessary when panels with less than or equal to five respiratory pathogens are performed and the outpatient setting is equipped to deliver timely results for patients where it is demonstrated that clinical management can result in an improved health outcome.  

Back to you Dr. Schaening.

Conclusion

Dr. Juan Schaening
Thank you so much, Deneen.  Since there’s no presenters for this LCD, I would like to thank everybody for their participation in today’s open meeting.  To the persons that called in that are in the listening mode, they can feel free to send comments for any of these LCDs into us in a written fashion.  They have until February the 27th to do so.  

So, thank you, with nothing else, I will adjourn this meeting.  Thank you all.  

Operator
Today’s open meeting has concluded, thank you for attending you may now disconnect. 




