
           
       

 
 

August 29, 2013 
 
Becke Turner 
POB 100190 
Columbia, SC 29202-3190 
Becke.Turner@Palmettogba.com 
 
RE: Draft Local Coverage Determination: Molecular Diagnostic Tests (MDT) (DL33599) 
 
Dear Ms Turner: 
 
Thank you for the opportunity to comment on Draft Local Coverage Determination: Molecular 
Diagnostic Tests. Molecular diagnostic testing has been a part of standard care for many genetic and 
cancer indications for many years and performed in CLIA certified and regularly inspected laboratories. 
The implementation of this DLCD will restrict access by Medicare beneficiaries of all ages to medically 
indicated testing. We have several concerns about this draft policy and about the impact this will have 
on molecular diagnostic testing in Jurisdiction 11 and we request that Palmetto reconsider the following 
issues (briefly listed here):  
 
1. The LCD process is an inadequate tool for describing the implementation of this program while using 
it as a blanket statement for noncoverage of all molecular pathology procedures except those explicitly 
stated (Afirma, Allomap, Avise PG, Cancer Type ID, cobas 4800 BRAF V600, Corus Cad, HERmark, 
MammaPrint, Oncotype DX Breast, Oncotype DX Colon, Progensa PCA3, therascreen, Tissue of 
Origin, Vectra DA, and Vysis).  
 
2. The scope of this policy as is now defined by the MDT Policy Specific Definitions is too broad. This 
program of registration and technical assessment should not replace the CMS designated LCD process 
for the determination of coverage for specific tests (Pub 100-08 PIM, ch.13, Sec 13.1.3). It states it 
applies to all molecular genetic testing but is only being applied to the new CPT codes for molecular 
pathology.  The rationale offered is that there is need for better understanding of the test being billed 
with a code and to ensure appropriate application of coverage limits.  However, we believe that this fails 
to recognize the identification of those specific tests performed and identified by the current set of Tier 1 
codes and believe that these should be excluded from the program. Though the Tier 2 code descriptor 
does not identify the specific analyte per se, these too could be identified by listing of the gene analyte 
(as described under the particular Tier 2 code) in the descriptive portion of the claim, where the 
identifier would be entered.  There are other means available to communicate coverage limitations in the 
claims processing using HCPCS modifiers. 
 
3. The action proposed in this DLCD represents a withdrawal of existing coverage for molecular 
pathology tests particularly those identified. In order to withdraw coverage for services where coverage 
was provided in the past according to the LCD process as described in the PIM 83 Chapter 13, requires 
that the contractor present the medical evidence which supports its proposed action, specifically, the 
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evidence that demonstrates that the medical literature and medical standard of practice no longer 
supports the position that the service is considered to be ‘reasonable and necessary’.  
 
4. This draft LCD addresses both coverage issues and coding guidelines, the latter of which is supposed 
to be dealt with through the Article process.    
 
5. This draft LCD creates de novo coverage decisions for tests, recognizing them as having now met the 
‘reasonable and necessary’ criteria without providing the supporting evidence, the clinical indications or 
patient selection, or frequency of testing.   It refers to Articles which contain ‘reasonable and necessary’ 
decisions.  These should be presented through the LCD process so they are open to public, especially 
physician input.  
 
Much greater detail is provided in the subsequent text below. With all due respect, we ask that you 
consider our comments which were prepared by a consortium of members of the Association for 
Molecular Pathology and Laboratory directors, staff and consultants who provide service to Medicare 
beneficiaries covered by Palmetto. We are happy to be of assistance in providing additional clinical 
information, references, contacts, or whatever is needed to assist you with this DLCD. Please direct your 
correspondence to Dr. Andrea Ferreira-Gonzalez:   
 
Andrea Ferreira-Gonzalez, PhD 
Director, Molecular Diagnostics Laboratory 
Virginia Commonwealth University/Medical College of Virginia 
Richmond, VA 
aferreira-gonzalez@mcvh-vcu.edu 
(804) 828-9564 
 
 
Sincerely, 

 
Jennifer L. Hunt, MD, MEd 
President 
 
ATTACHMENTS:  
Detailed Comments and Concerns 
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The following individuals co-sign this letter: 
 

Robert A. Bray, PhD, D(ABHI), HCLD/CC(ABB) 
Director, HLA Laboratory 
Sentara Norfolk General Hospital 
rab@mlcgroupllc.com 
 
Dongfeng Chen, PhD, D(ABHI) 
Director, Clinical Transplantation Immunology Lab 
Duke University Medical Center 
dongfeng.chen@duke.edu 
 
Michael D. Gautreaux, PhD, D(ABHI) 
Director, HLA/Immunogenetics Laboratory 
Department of General Surgery 
Wake Forest School of Medicine 
mgautrea@wakehealth.edu 
 
Howard M. Gebel, PhD, D(ABHI) 
Director, Transplant Immunology 
Henrico Doctors' Hospital 
hgebel@gmail.com 
 
Margaret L. Gulley, MD 
Professor 
Dept of Pathology 
University of North Carolina 
margaret_gulley@med.unc.edu 
 
J. Charles Jennette, MD 
Chair, Dept of Pathology & Laboratory Medicine 
University of North Carolina-Chapel Hill School of 
Medicine 
charles_jennette@med.unc.edu 
 
Peter J. Kragel, MD 
Chair, Dept of Pathology & Laboratory Medicine 
Brody School of Medicine/East Carolina University 
kragelp@ecu.edu 
 
Peter N. Lalli, PhD, D(ABHI) 
Director, Histocompatibility and Flow Cytometry 
Laboratory 
Carolinas Laboratory Network 
peter.lalli@carolinashealthcare.org 
 
 
 
 
 
 
 

Edward H. Lipford, MD 
Medical Director 
Carolinas Laboratory Network 
ned.lipford@carolinashealthcare.org 
 
Gerard J. Oakley, III MD 
Assistant Professor of Pathology 
Marshall University 
joey.oakley.2002@owu.edu 
 
Salvatore V. Pizzo, MD, PhD 
Chair, Dept of Pathology & Biochemistry 
Duke University School of Medicine 
salvatore.pizzo@duke.edu 
 
Lorita M Rebellato, PhD, D (ABHI) 
Laboratory Director 
Department of Pathology 
The Brody School of Medicine at ECU/Vidant Medical 
Center 
REBELLATOL@ecu.edu 
 
Mary S. Richardson, MD 
Interim Chair, Dept of Pathology and Laboratory 
Medicine 
Director, Surgical Pathology  
Medical University of South Carolina 
richardm@musc.edu 
 
John Schmitz, PhD 
Professor, Pathology & Laboratory Medicine 
Director, HLA, Flow Cytometry and  Immunology 
Laboratories 
UNC Hospitals 
jschmitz@unch.unc.edu 
 
Karen E. Weck, MD 
Professor of Pathology & Laboratory Medicine and 
Genetics  
Director, Molecular Genetics 
University of North Carolina at Chapel Hill 
kweck@unc.edu  
 
David S. Wilkinson, MD, PhD 
Professor 
Director of Molecular Genetic Pathology Fellowship 
Associate Director of Transfusion Medicine 
Department of Pathology 
Virginia Commonwealth University 
dwilkinson@mcvh-vcu.edu
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I. Withdrawing coverage for molecular pathology testing  
Palmetto GBA must review all test/assay clinical information to determine if a test meets 
Medicare’s reasonable and necessary requirement. Labs must submit a comprehensive dossier on 
each new test/assay prior to claim submission. Palmetto GBA will only cover and reimburse tests 
that demonstrate analytical and clinical validity, and clinical utility. Prior to this tech assessment 
and published coverage determination, Palmetto will consider all tests investigational and 
therefore, not a covered service. [Under Technology Assessments (TA)] 
a. Withdrawal of coverage from tests currently being covered 

Molecular pathology tests are currently covered by Palmetto, reported under the old and new 
molecular pathology codes in 2012 and by the new molecular pathology procedures in 2013.  In 
the absence of other LCDs limiting coverage, this means they have been considered to be part of 
the standard of medical practice and to meet the ‘reasonable and necessary’ criteria for patient 
care.  Therefore, the action proposed in this DLCD represents a withdrawal of existing coverage 
for molecular pathology tests, applied solely to the new CPT codes. This position as part of an 
LCD means that Palmetto will never cover a molecular pathology test for a beneficiary, until a 
new LCD has been issued for the individual test.  
 
In order to withdraw coverage according to the LCD process as described in the PIM 83 Chapter 
13. Palmetto needs to present the medical evidence which supports its proposed action, 
specifically, the evidence that demonstrates that the medical literature and medical standard of 
practice no longer supports the position that the service is considered to be ‘reasonable and 
necessary’; specifically, that the service for which coverage is to be withdrawn is no longer 
considered to be safe and effective, or that it is now considered to be investigational and under 
study, e.g. clinical trials, or that it is no longer appropriate, including in duration and frequency, 
in terms of whether it is furnished in accordance with the accepted standards of medical practice 
for the diagnosis or treatment of a patient’s condition, or it is no longer furnished in a setting 
appropriate for the patient’s medical needs and condition, or it exceeds the patient’s medical 
need or that it no longer is considered to be at least as beneficial as an existing available 
medically appropriate alternative (PIM 83 §13.5.1).  Palmetto must describe how the service no 
longer meets one of these criteria and provide the evidence to support that conclusion.   
 
In this DLCD, Palmetto is proposing to withdraw coverage for the entire area of molecular 
pathology as a diagnostic service.  To do so, they either need to provide evidence that the entire 
field of testing is no longer safe and effective and appropriate for the diagnosis or treatment of a 
patient’s condition, or that it is no longer supported by the medical evidence or medical practice.  
The fact that they will now be reported under new CPT codes is not sufficient reason to declare 
them investigational and withdraw coverage.  Alternatively, Palmetto needs to provide evidence 
for each molecular pathology test.  The evidence should be based on published authoritative 
evidence in clinical trials and general acceptance by the medical community (standard of 
practice), as supported by sound medical evidence. (PIM §13.7.1) 
 
All this evidence needs to be provided for review and public comment through the LCD process 
before the coverage can be withdrawn.  
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b.  Reason for withdrawal.  
There are 2 ways ‘investigational’ is used with respect to Medicare. The first relates to the restriction on 
covering ‘research’ as cited in the statute, referenced in ‘clinical trials’ or patient outcomes research 
(Section 1142):  

(D) in the case of clinical care items and services provided with the concurrence of the 
Secretary and with respect to research and experimentation conducted by, or under 
contract with, the Medicare Payment Advisory Commission or the Secretary, which are 
not reasonable and necessary to carry out the purposes of section 1886(e)(6), 
 
(E) in the case of research conducted pursuant to section 1142, which is not reasonable 
and necessary to carry out the purposes of that section, 

 
The molecular tests addressed in this DLCD and currently covered by Medicare would not be considered 
to be research as defined in these 2 statements in the statute.  They have been performed as part of the 
practice of medicine in general. They are not being performed as part of a research or clinical study. 
Therefore, they would not be excluded as ‘research’.  
 
The second use of “investigational or experimental” refers to the lack of sufficient medical evidence to 
support it as ‘reasonable and necessary’ under §1862(a) (1)(A). This means that the medical evidence is 
not present to support the position that the service or item is recognized by the medical community as 
part of the standard of practice or it has not been demonstrated through clinical evidence that the 
service or item  is ‘safe and effective’. If Palmetto is making this determination based on this second use 
of the term ‘investigational’, then this is a change in its current position of covering these tests. As noted 
above, in order to change that position and no longer cover them, Palmetto needs to provide the 
evidence that supports this new position that the medical evidence is no longer sufficient to consider 
the use of the test as part of the standard of medical practice, as safe and effective. The proof would 
need to be provided for each of the tests for which coverage is being withdrawn. It should be included in 
the Draft Local Coverage Determination in which they propose to withdraw the coverage in order for the 
public, especially the medical community to review and provide comment.  

 
Palmetto has not cited any evidence in DL33599 to support its position that all tests are now 
investigational. There is no evidence provided in DL33599 which demonstrates any of the 
following: 

• that the area of molecular pathology is no longer a part of the standard of practice and is 
considered ‘investigational’ field by the medical community or that as a whole they are not safe 
and not effective for diagnosis or treatment decisions,  

• that any of the tests affected by this policy are no longer safe and effective or  
• that the medical evidence now indicates each of these tests is no longer recognized as part of 

the standard of practice for the conditions or indications they would be used or  
• that the medical community/medical literature for each of the tests now considers the test to 

be ‘investigational’.  
 

c. Withdrawal of coverage defined by the national coverage determination.  
Medicare issued a National Coverage Determination (NCD 190.3) which states that Medicare 
covers cytogenetic testing when it is reasonable and necessary and then lists the conditions for 
which it is covered.  It leaves it to the contractors to make local coverage decisions about 
coverage for other conditions.  Palmetto cannot withdraw coverage for tests for conditions listed 
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in the LCD:  genetic testing done, in utero, failure of sexual development, chronic myelogenous 
leukemia, acute leukemias lymphoid, myeloid and unclassified or myelodysplasia.   

 
REQUEST:  
1) Palmetto continue to cover molecular pathology tests until such time that it either  

a. Provides evidence to support the position that the entire field of molecular pathology is no 
longer considered part of medical practice, that the medical community no longer considers it 
part of the standard of practice, that the medical evidence no longer supports the position that 
it is safe and effective for which coverage withdrawal is proposed; or 

b. Provides medical evidence for each molecular pathology test impacted by this DLCD, that the 
test is no longer safe, effective or recognized as part of the standard of practice for the 
condition or indications for which it is use.    

2) Palmetto should present the medical evidence to support its position in the LCD process.  
a. The position and evidence should go through the LCD process for each of the tests for which 

coverage withdrawal is proposed; and 
b. Palmetto should provide the medical evidence that indicates a test is no longer safe, effective or 

recognized as part of the standard of practice for the condition or indications for which it is used 
and/or is considered ‘investigational’ by the medical community/medical literature; and  

c. This allows for the required LCD Comment Period.  
3) Palmetto retract its position that all molecular pathology tests will not be covered because they are 

‘investigational’, that their safety/effectiveness is no longer supported, until it has presented evidence 
for public comment that supports this position to allow the medical community to challenge the position 
and the evidence upon which it is based.   

4) Palmetto continue to cover testing for conditions identified in the NCD 190.3.  

 
 
II. Lack of coverage and/or payment while the technical assessment is performed - Implications for 

beneficiary access and laboratories. 
This is a drastic withdrawal of coverage which would stop payment for all tests until a technical 
assessment can be performed for each test. The time required for Palmetto to complete the 
process of reviewing the evidence for every test and then presenting their findings through the 
LCD process is considerable. This delay has serious access and survival implications for the 
beneficiaries and the laboratories.  It could have serious long term could impact access by 
Medicare beneficiaries to relevant medical care.   

 
Even with adequate staffing and resources, this process would take months into years to 
accomplish.  When CDC considered performing such a review for genetic testing, they 
concluded the benefits did not outweigh the size of the task and cost. We have serious concerns 
about the resources available to Palmetto to carry out this volume of work in a timely fashion, to 
have minimal impact on access to services. Historically, review of one test approved in 
Jurisdiction 1 took 7 months to return a positive decision. Even though coverage was retroactive, 
this could impact patient’s care and be incompatible for a lab dependent on running these types 
of test.  
 
If such a drastic withdrawal of coverage and institution of a new process for the entire subset of 
pathology services is to occur, Palmetto needs adequate time to prepare to implement such a 
wide sweeping program so that there is the least disruption to providers and patient access to 
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services.  Likewise, the laboratory community needs adequate time to prepare for these new rules 
– to prepare for the sudden loss of coverage and to prepare the necessary medical evidence for 
review.  The customary Notice Period of 45 calendar days is inadequate for labs to prepare the 
necessary documents and for Palmetto to perform the reviews of all tests by all labs to ensure 
least disruption of service.   
 
Historically, when CMS has implemented programs with such drastic implications on providers 
and patient access to services, they have put the implementation date months into the future to 
allow CMS and providers time to do the necessary work to allow for a smooth transition without 
drastic negative consequences.  
 
Retroactive coverage:  while we appreciate retroactive coverage, there are logistical problems 
with it.  It is being assumed that the claim can be resubmitted for payment.  Whether that can be 
done depends on the denial reasons, whether there can be a resubmission or an appeal is 
required.  Both avenues represent significant burden on the providers as well as the patients.  
 

REQUEST:  
1) If withdrawal of coverage is supported, when selecting an effective date, Palmetto consider the impact 

on the providers and beneficiaries as well as its own resources and ability to perform the necessary tasks 
within the defined time period, so that the implementation will have the least negative impact on access 
to services for the beneficiary.  

2) Please clarify the reason for denial for claims submitted before a unique identifier has been obtained to 
ensure resubmission is possible for retroactive coverage decisions.  

 
 
III. Content of an LCD  and Associated Articles 
We note that the DL33599 addresses both local coverage determinations related to ‘reasonable and 
necessary’ criteria and the coding guidelines for these tests. As referenced in PIM §13.1.3, LCDs should 
contain only “reasonable and necessary” information, with CPT and ICD-9 codes included only when 
they are relevant to or clarify the items intended to be covered (or not covered).   All MAC decisions to 
about coverage status, specifically whether a service is considered to meet ‘reasonable and necessary’ 
and will (or will not) be covered should be addressed in the LCD and go through the draft LCD process 
citing the supporting medical evidence and have the Notice and Comment period to allow review input 
by the public, especially the medical community about the service and criteria being proposed.  
 
This is in contrast to the Article format, which is associated with an LCD and provides additional 
educational information about the LCD and the coding guidelines. The coding guidelines could include 
definitions of codes, lists of items that may be billed under a particular code and minimum requirements 
that providers must meet in order to bill using a certain code. It could also include a product 
classification list that would inform providers about which specific products meet the definitional 
requirements of a specific code.   
 
As specifically noted in the PIM §13.1.3 ¶6, coding guidelines should not be included in the LCD 
because of the implications under the 522 provision of BIPA that may lead to confusion. In the future, 
announcing the unique identifier  number for a lab test would be the subject matter for an article and not 
the LCD.  
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REQUEST: 
Please separate local coverage determinations related to ‘reasonable and necessary’ criteria for 
molecular diagnostic tests for specific conditions and their use for diagnosis and testing, addressed 
as LCDs and published on the Medicare Coverage Database (MCD) from content related to coding 
guidance, which should be addressed in Articles, also published in the MCD.  
 
Please refrain from issuing coverage decisions as Articles; they should be presented as draft LCDs, 
as described in the PIM.  
 
For decisions already presented as Articles, please redraft them and submit them for public review 
and comment through the LCD process.  

 
 

IV. Coverage indications, limitations and medical necessity 
 

Coverage Indications, Limitations and/or Medical Necessity 
As per Pub 100-08 PIM, Ch. 13, Sec 13.1.3, tests not covered due to benefit category or statutory 
exclusion provisions will not be listed in this LCD. 
 

We have no disagreement with this statement as it is presented. Medicare instructions are clear on 
this matter.  However, we disagree with Palmetto’s conclusion that the reasons for not covering the 
bulleted items are either lack of benefit category or statutory exclusion. The reason for a denial is 
important for two reasons:  for the beneficiary in terms of liability for payment and notification of 
coverage/denials and for the medical community in terms of obligation to present decision about 
coverage through the LCD process. Therefore, we will address this issue in more detail. 
 
In PIM 100-8, §3.6.2.5, Medicare provides a step-wise approach to deciding whether a service or 
item could be covered. Using that approach, we believe there is a benefit category and that molecular 
tests are NOT excluded by the statute. The primary reasons for denial for the situations cited would 
be ‘reasonable and necessary criteria’. Therefore, they should be addressed within an LCD.  

 
Step 1: Benefit Category: It is our interpretation that there is a benefit category for molecular 
pathology:  

• The first benefit listed for Part B is medical and other health services §1832(a)(1); it specifies 
physicians services §1832(a)(B)(I).  

• “Medical and other health services” are defined in §1861(s); they include physician services (q) 
and diagnostic services (§1861(s)(2)(C).  

• There are no restrictions in these sections that would apply to molecular pathology tests.  
Therefore, as services provided by physicians and as a subset of diagnostic services, there is a 
benefit category for molecular pathology procedures.  

 
Step 2: Statutory Exclusion: 
If there is a benefit category, then the next reason for noncoverage is if “the service/item is statutorily 
excluded by other than §1862(a)(1) of the Act;” (PIM 100-8, §3.6.2.5).  
 
The critical language is “other than §1862(a)(1) of the Act”. The statutory exclusions that would be 
‘other than’ are identified in §1862(a)(2) through (25). They include things like personal comfort items, 
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cosmetic surgery, dental care, eye exams for eye glasses or contacts, hearing aids, routine dental 
services, and services resulting from acts of war. The full list of items which are excluded by statute is 
referenced again in (CLM 104 chapter 30 Financial Liability Protections §20.2 Denials for which the 
limitation on liability provision does not apply) and in §20.2.1 Categorical Denials.  
 
Molecular pathology is NOT one of the items specifically cited as excluded by the statute in [§1862(a)(2) 
through (25)]. Therefore, coverage would not be denied because of statutory exclusion.  
 
Step 3: “reasonable and necessary’ criteria

 

: If there is a benefit category and there is not a statutory 
exclusion that applies, the remaining issue for coverage and denial of payment is whether the 
‘reasonable and necessary’ criteria have been fulfilled. These are defined in §1862(a)(1).   

CONCLUSION:  There is a benefit category and  molecular pathology testing is not cited in the statutory 
exclusions other than

 

 §1862(a)(1) of the Act, therefore, the reason for denial would be based on 
‘reasonable and necessary criteria’, which includes §1862(a)(1)(A).  Therefore, the coverage limitations 
for these types of denials are the subject of LCDs.   

REQUEST:  Refer to these as situations which do not meet ‘reasonable and necessary’ criteria.  Continue 
to address them through the LCD process, as per PIM Chapter 13. 
 

Testing the asymptomatic person (Bullet points 1 and 4) 
Specific exclusions listed in DL33599 that require clarification. 

Because the person does not have symptoms for which diagnosis is needed, this would be considered 
screening whether it is testing for the presence of a genetic condition or for the person’s risk for 
developing a disease or condition in the future. Neither use would meet §1862(a)(1)(A). The reason for 
denial would be ‘not reasonable and necessary’.  
 

Tests that do not provide the clinician with actionable data (information that will improve patient 
outcomes and/or change physician care and treatment of the patient):  

We would caution Palmetto about a too narrow a view of the purpose of doing diagnostic tests and their 
application to molecular diagnostics. We understand that use of testing must be medically necessary 
and appropriate for the patient and condition.  
 
However, we would like to emphasize that molecular pathology testing should be held to the same 
standard, and not a more rigorous or limited one, than other diagnostic tests covered like chest x-rays, 
CT, MRIs, PET scans, EKG, or other blood tests when used to confirm diagnoses made based on clinical 
signs and symptoms. For example, pneumonia can be diagnosed by clinical findings but we do a CXR to 
confirm it. Likewise, a fracture can often be diagnosed by clinical history and exam but we x-ray to 
confirm the diagnosis. Clinical guidelines can address the clinical history and findings but also the 
diagnostic studies considered appropriate to confirm the clinical diagnosis.  
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In general diagnostic testing is done for a number of reasons – and should have benefit to the patient 
and the physician. As an insurer, the physician services are being covered on behalf of or for the 
beneficiary.  

“If a test has utility, it means that the results—positive or negative—provide information 
that is of value to the person being tested because he or she can use that information to 
seek an effective treatment or preventive strategy. Even if no interventions are available 
to treat or prevent disease, there may be benefits associated with knowledge of a result.” 
Secretary’s Advisory Committee on Genetic Testing, Enhancing the Oversight of Genetic 
Tests, June 2000. 

 
The “question of whether the information provided is significant and meaningful enough 
in a health care context” should consider its significance and meaning to both the patient 
and physician. (DHHS SACGHS Coverage Reimbursement 2006) 

 
Reasons for performing tests:  

• The first is to confirm a clinical diagnosis.  
• Directing other tests to obtain a diagnosis – ruling out some causes, redirecting to others 
• To provide additional information about the physiologic/structural conditions associated with 

the signs/symptoms and provide additional guidance on the cause. 
• To identify options for  

o curative intervention: drug choices/response; Surgical or invasive interventions 
o symptomatic management – physical and mental/emotional 

• Identification of associated comorbidities to be assessed and/or monitored. 
 
A test which has impact on the patient and their medical decision-making does have an impact 
on the physician plan of care and the options to be considered for treatment.  
 

Tests without diagnosis specific indications 
We are not sure to what this is referring. We would ask that Palmetto provide additional guidance or 
explanation of what type of testing this is so that we can understand its meaning and abide by its 
guidance. 
 

Tests performed to measure the quality of a process or for Quality Control/Quality Assurance (QC/QA), 
i.e., tests performed to ensure a tissue specimen matches the patient 

We understand that tests performed as part of the Quality Control or Quality Assurance process 
as part of CLIA and certification would not be covered.  They are not specific to a patient.    
 
However, instances in which assay targets are included in the procedure which are necessary for 
normalization of the results should not be considered quality control as they are an integral part 
of the assay necessary for interpretation of the results for that patient.  
 

Tests considered investigational or experimental 
Please see detailed discussion of this above. We accept that tests performed within the context of 
a clinical study are not covered by Medicare unless they qualify as one of the exceptions in the 
NCD on Clinical Trials (NCD 310.1).  However, there is a distinction between clinical studies 
and services and items for which the safety and effectiveness has not been sufficiently 
established in the medical literature and medical standard of practice for purposes of coverage.  
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REQUEST: 
1. Revise the statement to indicate that the LCDs do address reasonable and necessary coverage 

determinations.  
2. Revise the statement to indicate that the items cited in the bulleted list are not covered because 

they do not meet ‘reasonable and necessary’ criteria.  They are appropriately addressed in the LCD. 
The waiver of liability responsibilities apply. 

 
 

V. Coverage for conditions and indications associated with the approved tests 
Covered Tests: To date, Palmetto GBA has reviewed the MolDx application and/or the MolDx 
Technical Assessment and determined the following tests meet the Medicare reasonable and 
necessary criteria: 

 
As stated in the LCD, the review of the tests cited has included a review of the clinical utility of 
these tests and that Palmetto found there to be sufficient medical evidence to support the ‘reasonable 
and necessary’ criteria for covering the tests.  Because these are new decisions to cover tests under 
the reasonable and necessary criteria, they are subject to the LCD process for presentation and public 
comment before final implementation of coverage.  The LCDs would include identification of the 
tests to be covered by CPT code or gene tested, the clinical indications, the patient selection 
limitations, the frequency of testing, the ICD-9 codes and reporting CPT codes, and presentation of 
the medical literature that Palmetto considered in making this positive determination.  
 
We have not been able to identify any LCDs in the Medicare Database for Palmetto Jurisdiction 11 
for these 14 tests to indicate they have gone through the LCD process prior to being presented in this 
DLCD.  We have identified Articles for 7 of them which include the clinical diagnosis or symptoms 
for which they will be covered.   
 
Because there are no existing LCDs on the tests addressed this draft LCD, their presentation here is a 
de novo local coverage determination for the tests including the individual analytes performed as 
part of a test that is included in the panel/composite or group.  There are no details provided which 
should be included, e.g. conditions covered, diagnosis codes, patient selection, frequency of testing 
etc..  
 
Specific Concerns:  

• We are especially concerned about the lack of details identifying the appropriate patient population, 
indications, and frequency of testing considered necessary for all of the tests but especially for the 
Corus CAD and Vectra CA tests.  

• It is not clear which therascreen test is referred to in this DLCD. There are a number of tests by 
therascreen: KRAS, EGFR, and BRAF.  

 
REQUEST: 
1) Provide the necessary information for each test listed here which is being presented as having met the 

‘reasonable and necessary’ criteria, to include indications, diagnosis, patient selection, and frequency for 
the tests under review that would be the basis of coverage decisions. 

2) Provide the medical evidence for each test that supports the criteria and a positive decision for 
coverage. 

3) Provide the information as part of a DLCD for public review and comment.   
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VI. Coverage of multiple-assay tests with an algorithmic component  

A MDT may consist of a single mutation analysis/identification, and/or may or may not rely upon an 
algorithm or other form of data evaluation/derivation. 
 
a. Clarification  

We support the position that molecular diagnostic tests and tests that include an algorithmic 
component should be subject to the LCD process.  However, we would like clarification of this 
statement.   

i. A molecular diagnostic test generally does not rely upon an algorithm or other form of data 
evaluation or derivation.  They report qualitative or quantitative data about the specimen tested.   
 

ii. The tests that do include an algorithm or use of other data evaluation have been assigned a 
separate CPT code set:  either an “administrative multiple-assay tests with an algorithmic 
component (MAAA)” or a category 1 code if the test met those criteria   

 
Molecular diagnostics tests are only one of the types of pathology tests which can be 
included within an MAAA test.  They may also include fluorescence in situ hybridization 
assays and non-nucleic acid based assays (e.g., proteins, polypeptides, lipids, carbohydrates).  
In the AMA CPT Code text, it states that an algorithmic analysis is performed using the 
results of the assays, using the results of these assays as well as other patient information (if 
used) and reported “typically as a numeric score(s) or as a probability.” 

 
As stated in the AMA CPT book, the MAAAs are typically unique to a single clinical 
laboratory or manufacturer. The results of individual component procedure(s) that are inputs 
to the MAAAs may be provided on the associated laboratory report, however these assays 
are not reported separately using additional codes. 
 

iii. The list of  CPT codes to which this policy is applied does not include the CPT codes that contain the 
algorithm component:  CPT Codes 81500 – 81512, plus 81599 

 
b. Our concerns about Palmetto’s decision to cover these tests using NOC codes 

We do not support Palmetto’s actions to cover these tests by assigning them an NOC code, 
especially one outside the appropriate section of the CPT manual.  They should be reported under 
CPT Code 81599.  Any use of the NOC code should be temporary, until a unique code has been 
obtained.   
 
We believe it is important for tests to go through the AMA CPT process because it provides a level 
of review by physicians with expertise in the area. The code applications are reviewed by medical 
and technical experts via several mechanisms starting with the Molecular Pathology Advisory 
Group, followed by the Pathology Coding Caucus and finally by the AMA CPT Editorial Panel.  
This process provides multiple layers of review by physicians to determine if the test is clinically 
relevant and appropriately supported by medical evidence  

 
c. Palmettos’ decision to cover these tests and the implications for patient and laboratory liability and future 

audits. 
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We believe the MAAA tests are unique tests which provide unique information and serve a distinct clinical 
benefit and should be covered by Medicare, however, we have 2 concerns about coverage proposed by 
Palmetto. 
 

i. Local Coverage and Payment policy in conflict
CMS has presented its position on these types of tests. CMS issued a final decision that it does not 
recognize the new MAAA codes as valid for Medicare purposes under the CLFS for CY 2013. They have 
instructed laboratories to continue to use the existing HCPCS codes. 

 with the CMS national position. 

New and Reconsidered Clinical 
Laboratory Fee Schedule (CLFS) Test Codes and Final Payment Determinations dated 11/05/2012. The 
transmittal 2639 states “Additionally, there were 9 new HCPCS codes for multi-analyte assays with 
algorithmic analyses (i.e., 81500 through 81512, and 81599) in 2013. The testing described by these 
codes is subject to the CLIA regulations; however, they are not payable by Medicare for CY 2013. 
Hence, these 9 codes were not included in this Change Request.” (Transmittal 2639 January 25, 2013, 
MM8162.)  

 
We believe that it is the intention of CMS to not cover any tests with an algorithmic 
component which would meet the description of the MAAA codes regardless of whether it has 
received a specific MAAA code assignment or not.   
 
We are concerned about the implications of the impact on beneficiaries and risk of future 
audits of laboratories for payment received for tests that CMS has indicated at a national level 
are not payable by Medicare.   
 
Furthermore, if a claim is to be submitted, to avoid future suspicion of fraudulent claims 
submission for a test which was known not to be covered, it should be submitted using the 
AMA CPT Codes for MAAA tests or, in the absence of a specific MAAA code, using CPT 
code 81599, Unlisted multianalyte assay with algorithmic analysis.  They would receive a 
denial.   
 

ii. Differential treatment of these tests relative to the withdrawal of coverage for all other molecular 
diagnostic tests.    
These are usually individual proprietary assays and the fact that they negotiate with the MAC 
to be covered under an unrelated NOC code without going through the LCD coverage process 
and review and then negotiate payment outside the Clinical Lab Fee Schedule process does not 
appear to be appropriate especially when you consider that those MAAA tests that have gone 
through the CPT process to obtain an official CPT code are NOT paid by Medicare in the other 
jurisdictions and in light of the proposed withdrawal of coverage for all other individual 
molecular pathology tests. The coverage and price should not be determined in a black box at 
the local level; this is inappropriate for a national program.  

 
Therefore, we believe all MAAA tests that meet the description of an MAAA, should be reported using 
the existing codes as instructed by CMS, including using the NOC code for this set of CPT codes to 
report those MAAA tests which do have not been assigned a specific CPT code.  
 
  

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/Downloads/CLFS-CY2013-Final-Payment-Determinations-11052012.pdf�
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/Downloads/CLFS-CY2013-Final-Payment-Determinations-11052012.pdf�
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REQUEST:  We request that Palmetto  
1) Stop recognizing, assigning identifiers and issuing positive statements about payment for multianalyte 

assays with algorithmic analysis (MAAA), to be consistent with the CMS instructions on these tests.  
Require the individual tests performed be reported using existing CPT codes, as per CMS instructions.  

2) Require that the individual tests performed in the MAAA be reported under the CPT Code for MAAA 
tests, including the use of 81599 for those tests which have not been assigned a specific CPT code.    

3) Refrain from including the algorithmic component of the test in determining the payment for molecular 
pathology tests until such time as CMS has had the opportunity to obtain more information and makes a 
different decision that allows the algorithm to be included for payment.   

 
 
VII. Coding Guidelines – Unique Identifier  
In public discussions, a number of reasons have been offered by Palmetto for the creation of the Unique 
Identifier system. 

a. Difficulty identifying what tests have been done from the claim form 
We understand the need in some cases to match a lab test with a specific CPT code. We 
understand the challenges with the old CPT codes but the new CPT codes are very specific for 
what is being tested.  The analyte is in the name of the code.  For Tier 2 codes, they have been 
grouped by Level to include those tests that represent similar level of complexity and resources 
for testing.  The specific analytes are listed and can be reported on the claim form in the same 
area which would be used to report the unique identifier.   

 
The new codes have not been implemented long enough to demonstrate that there continues to be 
confusion about what is being billed under the CPT code.  Therefore, we question the need for a 
system that assigns a unique identifier for each test performed by a lab, whether it is an FDA-
approved (IVD) assay or LDT which includes the modified FDA-test.  

 
b.  Need to verify analytic/clinical validity of tests performed, other than for FDA-approved tests. 

We disagree with the position that a separate review of the analytic validity of each LDT or 
modified IVD by the local contractor is needed. In order to be reimbursed by Medicare, the 
laboratory must be CLIA certified.  CMS has already certified the laboratory (and all the tests it 
performs) under the CLIA program which sets a standard for quality control for all tests 
performed. In its brochure on CLIA, it notes that Medicare requires that laboratories performing 
tests be CLIA certified. It states CLIA “established quality standards for laboratories to ensure 
the accuracy, reliability and timeliness of patient test results regardless of where the test is 
performed.” This certification applies to all tests performed; including laboratory developed tests 
and modified FDA tests. By law, laboratories conducting moderate and/or high complexity 
testing are required to participate in Proficiency Testing for certain tests they perform. Requiring 
that an additional review above and beyond the CLIA certification for Medicare payment of 
CLIA tests is inappropriate.  In addition, information about validity can be found on the NIH 
Genetic Testing Registry. 

 
We believe the CLIA certification is sufficient for analytical and clinical validity. If a lab is not 
CLIA certified, the test cannot be paid for by Medicare.  That should be sufficient to obtain a 
unique identifier for a test, if one is needed.  In addition, for new tests, the CPT application 
process includes a review of the analytic and clinical validity evidence to determine whether it is 
sufficient to support its position as part of medical practice.  We question the authority and 

http://www.ncbi.nlm.nih.gov/gtr/�
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expertise of the MAC through a local contractor process to override the CLIA certification 
process, a national CMS determination.  
 

c. Need to be sure claims are not being paid for tests done on asymptomatic persons, e.g. to determine 
carrier status. 
We understand this as an issue.  However, the unique identifier will not be sufficient to address 
this problem when a test can be performed for many medical reasons in the symptomatic person 
as well.   
 
It may be possible to address this with specific information in the LCD, accompanying education 
articles and requiring that the appropriate HCPCS modifier be applied to the CPT Code. 

GA - Waiver of liability statement on file. (The physician expects Medicare deny a service as not 
reasonable and necessary and they do have an ABN signed by the beneficiary) 
 
GZ - Item or service expected to be denied as not reasonable and necessary. (The physician expects 
Medicare deny a service as not reasonable and necessary and they do NOT have an ABN signed by 
the beneficiary) 

 
d. Performing 3 or more tests creates a “new test’ that should be reviewed for medical necessity 

There are 2 different ways this can present in clinical practice.   
 
Individual tests done in sequence or combination, reported separately.   We are in agreement that every 
test ordered must be for the diagnosis or treatment for a symptomatic patient.  However, there is a 
difference between a lab creating a ‘panel’ of tests for a condition, which are identified on an ordering 
form to assist in ordering tests.  The form must be clear so that physicians understand which tests are 
being included in the panel and each test must be clinically necessary.  It can also be stated that if the 
tests are to done in sequence, the order of testing to be determined by the results from a previous test.  
This is common practice for example with cultures for infectious disease.  There is a way for the 
physician to order the a fluid specimen for gram stain, then culture and further testing for sensitivity is 
only performed based on the previous results.   Each step in the testing is clinically indicated.  Being able 
to indicate that the intention of the physician is to have the full sequence done if the first test is positive.  
This allows the lab to proceed without requiring a delay imposed by informing the physician of the first 
result and requiring a new order to proceed, or even requiring a new specimen.   The results of each of 
the tests is independent and reported.  
 
Tests ordered as a ‘panel’ because they are related, done in sequence and each clinically indicated to 
not constitute a ‘new test’ that must be reviewed to determine if it meets ‘reasonable and necessary’ 
criteria.  
 
A single test composed of individual tests with a new composite result. This is very different from the 
new testing capabilities in which multiple tests can be performed and their results combined and 
analyzed with an algorithm to create a new and different result which is the only thing reported, e.g. a 
risk score.   We agree this type of combining tests  where the report from the whole panel is different 
information and should be addressed as a new and different test distinctly different and separate from 
the individual component tests.  The MAAA tests are an example of this type of new testing.   It is 
appropriate to review the combined test result/report to determine if it meets ‘reasonable and 
necessary’ criteria.  
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e. Need to address clinical utility of a test 
The unique identifier process should not include clinical utility. This is essentially an evaluation 
of the medical literature and a decision as to whether a test meets the ‘reasonable and necessary’ 
criteria for a specific condition.  This should not be done by an outside organization.  As per the 
PIM Chapter 13, it should go through the LCD process, which requires presentation of the 
medical evidence and Palmetto’s conclusions and is open to review by the medical community 
for public comment.  

 
REQUEST:   We request that Palmetto  
1. Recognize the CMS administered CLIA program as sufficient to ensure the accuracy, reliability and 

timeliness of patient test results. 
2. Limit the unique identifier system to those tests for which a specific CPT code has not been assigned. 

This should be reviewed on an annual basis.  When a specific code is assigned, the identifier should no 
longer be required. 

3. Consider including information in the LCD about testing in asymptomatic persons, the reasons for denial 
and use of a modifier for claims submission.  Publish an accompanying article to reinforce appropriate 
billing using the modifiers.  

4. Separate the clinical utility of a test for a condition from the unique identifier system.  As a decision 
about whether the test is considered to meet ‘reasonable and necessary’ criteria for coverage purposes, 
clinical utility should be addressed within the already defined and required LCD process. 

 
 
VIII. Status of FDA approved tests: Applicable Tests/Assays 

In reviewing this DLCD from the perspective of claims submission, there is one major area that has 
not been addressed, that is its application to FDA-approved tests.  
 
REQUEST: Please address the following questions:  

• Would existing coverage determinations (LCDs) apply to FDA approved tests?  
• Are FDA approved tests recognized for their approved indications?  
• Does the Unique Identifier program apply to FDA-approved tests?  Will there be an Article 

accompanying this LCD with information for billing? How should a laboratory indicate on the 
claim that a test being billed under a specific code is done with an FDA-approved test and not 
one that requires a unique identifier as defined in this LCD?  
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