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Not all services require additional Technical Assessment documentation.  

Do NOT proceed unless additional documentation has been requested via email. 

Please review the following to determine what documentation is required for your Technical Assessment (TA). Please note 
that all relevant materials must be submitted for a TA package to be considered complete. If you believe that any 
requested items do not or should not apply, please indicate this and explain why. 

• Section 1: Z-Codes associated with tests that have not previously been submitted for TA Evaluation
NOTE: If resulted from a larger parent panel, single gene/variant services rarely meet required minimum genetic
content criteria unless strictly defined by a narrow intended use.

• Section 2: Z-Codes associated with tests that have been reviewed with a “successful” determination or are
currently under review, and additional documentation has been requested for:

o Sub-Panel validated from a larger panel
o Tech transfer
o Methodology changes

Applicant/Lab Test Name DEX Z-Code® 

Section 1. Test Details Checklist/Questionnaire: 

YES NO 

1. 

2. 

Is this test based on novel/proprietary technology or algorithms*, and/or provides a result based on such 
technology or algorithms? If checked, Clinical Validity and Clinical Utility must be described. Complete 
form GEN-PF-001, Technical Assessment Summary Form. 

NOTE: Only complete this form if your test DOES NOT fall into a category listed below 

* See MolDX General FAQs Test Submission Requirements for definition

Is this a Transplant Related test? 
If yes, please indicate the following, and proceed to Additional Information. 

Allograft Assessment, complete ALLO-CQ-003, ALLO-PF-009 

Chimerism by non-STR based method, complete GEN-PF-001 

3. Is this a Pharmacogenomics (PGx) panel/test? 
If yes, complete form PGX-PF-007, and proceed to Additional Information. 

Questions continue on next page. 

https://www.dexzcodes.com/palmetto/providers.nsf/Files/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx/$FILE/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx
https://palmettogba.com/palmetto/moldxv2.nsf/DID/AN7JV7COEX
https://www.dexzcodes.com/palmetto/providers.nsf/Files/TA_Checklist_Solid_Organ_Allograft_Rejection_ALLO-CQ-003.pdf/$FILE/TA_Checklist_Solid_Organ_Allograft_Rejection_ALLO-CQ-003.pdf
https://www.dexzcodes.com/palmetto/providers.nsf/Files/Allograft_Rejection_Performance_(ALLO-PF-009).xlsx/$FILE/Allograft_Rejection_Performance_(ALLO-PF-009).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx/$FILE/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/PGx_Submission_Form_(PGX-PF-007).xlsx/$FILE/PGx_Submission_Form_(PGX-PF-007).xlsx
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Section 1. Test Details Checklist/Questionnaire Continued:    

YES NO 
4. Is this a Molecular Syndromic Infectious Disease (MID) panel test? If yes, please indicate the following to 

determine what documentation is needed for your submission: 

Check here if either of the following applies: 

If checked, only an Executive Summary that includes intended use and peer-reviewed 
publications to demonstrate CV/CU are required for submission. See #2 and #7 of Additional 
Information. 

For all other MID tests, check here and please indicate the following. If checked, please 
indicate the following, then complete form MID-PF-019, and proceed to Additional 
Information.  

a. Type of panel test:    If Other, please specify:  

b. Methodology:    If Other, please specify: 

5. Is this a Molecular Risk Stratification or Molecular Classifier test?  
If yes, please indicate the following, then complete forms MRS-PF-020, GEN-PF-001, and proceed to 
Additional Information. 

NOTE: Does not include Proteomics 

a. Is this test for risk stratification of cancer?

b. Indication/Organ System:

c. Methodology:    If Other, please specify: 

 6. Is this test for Somatic Cancer Testing? 
If yes, please indicate the following, and proceed to Additional Information. 

a. Check if this is for Solid Tumor or Hematopoietic Malignancies:

Solid Tumor, complete form SOM-PF-004 

Solid Tumor, plasma-based, complete form SOM-PF-004 

Myeloid Malignancies, complete form SOM-PF-005 

7. 

b. Check if this test is to detect Minimal Residual Disease (MRD), complete form MRD-PF-016.

Is this a MASLD/MASH- related test?  
If yes, complete form MAA-PF-025, and proceed to Additional Information. 

Questions continue on next page. 

 This test consists of more than one (>1) unmodified FDA cleared/approved
assays.

 This test is part of a larger FDA cleared/approved assay where only select
targets are reported but is otherwise unmodified.

https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Syndromic_Infectious_Disease_Panels_(MID-PF-019).xlsx/$FILE/AV_CV_Summary_Worksheet_Syndromic_Infectious_Disease_Panels_(MID-PF-019).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_MRS_(MRS-PF-020).xlsx/$FILE/AV_CV_Summary_Worksheet_MRS_(MRS-PF-020).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx/$FILE/Technical_Assessment_Summary_Form_GEN-PF-001.xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Solid_Tumors_(SOM-PF-004).xlsx/$FILE/AV_CV_Summary_Worksheet_Solid_Tumors_(SOM-PF-004).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Solid_Tumors_(SOM-PF-004).xlsx/$FILE/AV_CV_Summary_Worksheet_Solid_Tumors_(SOM-PF-004).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Myeloid_Malignancies_(SOM-PF-005).xlsx/$FILE/AV_CV_Summary_Worksheet_Myeloid_Malignancies_(SOM-PF-005).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_MRD_(MRD-PF-016).xlsx/$FILE/AV_CV_Summary_Worksheet_MRD_(MRD-PF-016).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Multi-Analyte_Assay_(MAA-PF-025).xlsx/$FILE/AV_CV_Summary_Worksheet_Multi-Analyte_Assay_(MAA-PF-025).xlsx
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Section 1. Test Details Checklist/Questionnaire Continued:    

YES NO 
8. 

9. 

Is this test for Germline Cancer Testing? 
If yes, please complete form GER-PF-006, and proceed to Additional Information. 

Is this test for Germline (non-Cancer) Testing? 
If yes, please complete form GER-PF-008, proceed to Additional Information. 

If the test is not described above, please moldx@palmettogba.com for assistance. 

Additional Information: Please submit the following documentation along with forms described above: 

1. A list or table of contents of all materials submitted as part of the dossier.

2. Executive Summary: Include name of test, Z-Code assigned, test description including platform and estimated
turnaround time, lab providing the test (or manufacturer), NPI, and a brief description of the clinical validity of
the test.  Provide a background summary of the test and its intended use(s).  This includes who should be
tested, when, and why.  Additionally, provide any professional society or other clinical guidelines addressing the
use of this test or similar tests, if no such guidelines have been published, please indicate this.  For example,
how does the test change physician behavior and/or improve patient outcomes?  Please limit summary to one
page.

3. Sample reports. Include positive and negative sample reports, if applicable. Do not submit blank templates.

4. Complete Analytical and Clinical Validation documents signed by director.

5. A copy of your test requisition form (TRF). If ordering is available solely through an electronic system, please
provide screenshots within the portal demonstrating the full ordering process.

6. Documentation of final test approval by New York State Department (NYSDOH) and/or the US Food and
Drug Administration (FDA), as well as any written questions from NYSDOH and/or the FDA and your written
response(s), if applicable.

7. Full-text PDF copy of peer-reviewed publications that demonstrate clinical validity and clinical utility for the
intended use of this (or similar) tests in the intended-use population, if applicable. For example, MID and
Allograft TAs both require supporting literature.

https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Inherited_Cancer_Testing_(GER-PF-006).xlsx/$FILE/AV_CV_Summary_Worksheet_Inherited_Cancer_Testing_(GER-PF-006).xlsx
https://www.dexzcodes.com/palmetto/providers.nsf/Files/AV_CV_Summary_Worksheet_Inherited_Non-Cancer_Testing_(GER-PF-008).xlsx/$FILE/AV_CV_Summary_Worksheet_Inherited_Non-Cancer_Testing_(GER-PF-008).xlsx
mailto:moldx@palmettogba.com
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Section 2: Requests for Supplemental TA Documentation for services previously assessed by MolDX 

Sub-Panel Validated from a Larger Panel (see Technical Assessment FAQs): Please submit the following 
documentation: 

1. Executive Summary: Include name of test(s), Z-Code(s) assigned, as well as the Z-Code(s) for the test(s)
previously submitted, test description including platform, and a brief description of the clinical validity of the
test. Provide a summary of the panel content, and if any additional methods are used to cover difficult regions
that have not previously been assessed.

2. Updated sample reports. Include positive and negative sample reports, if applicable. Do not submit blank
templates.

Revisions to Existing Services: Please submit the following documentation: 
Note: Substantial changes to the service may require Section 1 to be completed.  

1. Executive Summary: Include name of test, Z-Code assigned, test description including platform, lab
providing the test (or manufacturer), NPI, and a brief description of the clinical validity of the test. Provide a
summary on the background of the test, what has been updated and its intended use.

2. Updated sample reports. Include positive and negative sample reports, if applicable. Do not submit blank
templates.

3. Updated Analytical and Clinical Validation documents signed by director.

Technical Transfers: Please submit the following documentation: 
Technical Transfer of same service from one physical location to another, or adding a secondary testing location under the 
same parent facility.  

1. Executive Summary: Include name of test, Z-Code assigned, test description including platform, lab providing
the test (or manufacturer), NPI, and a brief description of the clinical validity of the test. Provide a summary on
how the test has been verified in the subsequent location.

2. Updated sample reports.

3. Tech Transfer Documentation: Comparator data between the two locations.

Please contact moldx@palmettogba.com with any questions. 

https://palmettogba.com/palmetto/moldxv2.nsf/DID/BGDNRW6702
mailto:moldx@palmettogba.com
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