
Jurisdiction 15
Open Draft/LCD Meeting

June 21, 2022 | Meredith Loveless, M.D., FACOG

Chief Medical Officer – A/B MAC Jurisdiction 15



Disclaimer

This presentation was prepared as a tool to assist providers and is not intended to grant rights or 
impose obligations. Although every reasonable effort has been made to assure the accuracy of 
the information within these pages, the ultimate responsibility for the correct submission of claims 
and response to any remittance advice lies with the provider of services. 

This publication is a general summary that explains certain aspects of the Medicare Program but 
is not a legal document. The official Medicare Program provisions are contained in the relevant 
laws, regulations, and rulings. Medicare policy changes frequently, and links to the source 
documents have been provided within the document for your reference. 

The Centers for Medicare & Medicaid Services (CMS) employees, agents, and staff make no 
representation, warranty, or guarantee that this compilation of Medicare information is error-free 
and will bear no responsibility or liability for the results or consequences of the use of this guide.

CPT Disclaimer – American Medical Association  CPT codes, descriptions, and other data only 
are copyright 2022 American Medical Association.  Applicable FARS\DFARS Restrictions Apply to 
Government Use. All rights reserved.
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Draft Local Coverage Determinations (LCDs)

Proposed Policies

▪ Transcranial Magnetic Stimulation (TMS) DL36469/DA57047 

▪ Prostate Cancer Detection with IsoPSA™ DL39284/DA59066

▪ MolDX: Molecular Testing for Detection of Upper Gastrointestinal Metaplasia, Dysplasia, and 

Neoplasia DL39276/DA59051 

▪ MolDX: Prognostic and Predictive Molecular Classifiers for Bladder Cancer 

DL38586/DA58065
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Transcranial Magnetic Stimulation (TMS)

▪ This draft is in response to LCD reconsideration request to expand coverage of TMS for 

indication of Obsessive-Compulsive Disorder (OCD).

▪ Multi-MAC Contractor Advisory Committee Meeting was held 9/21/21.

▪ Literature review is summarized within the policy.

▪ CGS Administrators determines that the existing evidence and lack of accepted standards of 

medical practice for dTMS for OCD does not meet the requirement of medically reasonable 

and necessary, therefore coverage was not expanded to include OCD at this time.

▪ Coverage for depression was not changed in the proposed policy.
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Prostate Cancer Detection with IsoPSA™

▪ Limited coverage policy for IsoPSATM test

▪ Testing of men 50 years of age and older prior to an initial biopsy, who have 

a confirmed* moderately elevated PSA (greater than 4 and less than 10 ng/mL)

AND

No other relative contraindication for prostate biopsy including:

• Less than a 10-year life expectancy

• Benign disease not ruled out

*PSA elevation should be verified after a few weeks under standardized conditions (e.g., no ejaculation, 

manipulations, and urinary tract infections, no medications such as 5α-reductase) in the same 

laboratory or other CLIA approved laboratory before considering a biopsy.
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Prostate Cancer Detection with IsoPSA™

▪ CGS released a non-coverage LCD draft in October 2021. Since that time clinical validity 

data has been published and NCCN guidelines, have been updated to include IsoPSA™.

▪ New evidence addressed prior concerns regarding lack of clinical utility. 

▪ Coverage criteria aligns with the study population.
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MolDX: Molecular Testing for Detection of Upper 
Gastrointestinal Metaplasia, Dysplasia, and Neoplasia

▪ Non-coverage policy

▪ Expectations for a test to be covered are specified in policy. 

▪ Although there are several promising molecular biomarker tests designed to further identify 

at-risk patients, there are currently no existing tests that have demonstrated analytical validity, 

clinical validity, and clinical utility to fulfill the necessary criteria.
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MolDX: Prognostic and Predictive Molecular
Classifiers for Bladder Cancer

▪ Revision to existing LCD

▪ Limited coverage policy

• Active bladder cancer

• One of the two criteria

The patient is a candidate for multiple potential treatments, which could be considered to have varied or 

increasing levels of intensity based on a consensus guideline, and the physician and patient must 

decide among these treatments. OR

The patient is a candidate for multiple therapies, and the test has shown that it predicts response to a 

specific therapy among accepted therapy options based on nationally recognized society consensus 

guideline.
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MolDX: Prognostic and Predictive Molecular
Classifiers for Bladder Cancer

▪ The test demonstrates analytical validity including both analytical and clinical validations

▪ If algorithm must be validated

▪ Test has demonstrated clinical validity and utility

▪ MoIDX technology assessment
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Open Comment Period
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Open Comment Period: Preferred Method

▪ Comment period for this policy ends on 7/3/22 (except DL38586 ends 

7/16/22)

▪ To submit comments, go to: 

https://www.cgsmedicare.com/pdf/j15/j15_draft_lcd_comment_submission_fo

rm.pdf

▪ Complete the PDF form and send attachments to 

CMD.INQUIRY@cgsadmin.com

▪ Must provide supporting literature for the comments in full-text PDF 

▪ Supporting literature must be published

• In press and abstracts cannot be considered
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Open Comment Period: Preferred Method

The comment link can be found on the CGS website under Medical Policies
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Jurisdiction 15
Open Draft/LCD Meeting

Thank you for joining us!


