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3.6 Non-FDA approved LDTs approved by the Director, DHA, or designee, during the 
demonstration period, as outlined in Figure 18.17-1, will become available for cost-sharing for 
qualified TRICARE beneficiaries during the demonstration period when performed by CLIA certified 
labs. However, non-FDA approved LDTs covered under the LDT demonstration shall be available for 
cost-sharing for qualified TRICARE Overseas Program (TOP) beneficiaries when performed by either 
CLIA certified laboratories or laboratories that are assessed by the TOP contractor to be in 
accordance with the host nation’s credentialing/accreditation standards when those standards for 
credentialing/accreditation are comparable to CLIA standards.

3.7 Non-FDA approved LDTs that lack sufficient reliable evidence for safety and efficacy based on 
the TRICARE hierarchy of reliable evidence will remain excluded from TRICARE coverage.

3.8 Notification to the contractors of non-FDA approved LDT eligibility for cost-sharing shall be 
published, periodically, to this Chapter of the TRICARE Operations Manual (TOM), as detailed in 
Figure 18.17-1. The codes listed in Figure 18.17-1 which are on the No Government Pay Procedure 
Code List (NGPL) but payable under this demonstration project will remain on the NGPL, since 
these non-FDA approved LDTs are not covered under the TRICARE Basic Program. Non-FDA 
approved LDTs listed in Figure 18.17-1 may be covered only as part of the demonstration project as 
denoted with the Special Processing Code (SPC) which shall be associated with each claim (see the 
TRICARE Systems Manual (TSM), Chapter 2). The TRICARE Encounter Data (TED) SPC for the new LDT 
demonstration is “L2 Non-FDA Approved Laboratory Developed Tests (LDTs) Demonstration.” The 
LD SPC shall continue to apply to those LDTs covered under the demonstration found in Section 13.

3.9 The DHA shall cost-share all medical care and treatment associated with the LDT approved 
under the demonstration in the same manner it would any other care or treatment associated with 
the provision of medically necessary and appropriate care if the following conditions are met:

3.9.1 The specific non-FDA approved LDT has been approved by the Director, DHA, or 
designee, for cost-sharing to eligible TRICARE beneficiaries; and

3.9.2 The contractor has preauthorized the LDT approved under the demonstration, when 
required, and verified that the TRICARE authorized provider has determined the eligible patient’s 
medical need for the LDT in accordance with all indications detailed in Figure 18.17-1; and

3.9.3 The contractor has verified that the patient’s clinical diagnoses support the medical need 
and are fully documented according to and consistent with all indications detailed in Figure 18.17-
1; and

3.9.4 The contractor has, as noted in TRICARE Policy Manual (TPM), Chapter 1, Section 7.1, 
paragraph 2.0, for dual eligible beneficiaries, applied all requirements when TRICARE is primary 
payer. As secondary payer under the TRICARE Dual Eligible Fiscal Intermediary Contract (TDEFIC), 
TRICARE will rely on and not replicate Medicare’s determination of medical necessity and 
appropriateness in all circumstances where Medicare is primary payer. In the event that TRICARE is 
primary payer for these services and preauthorization, when required, was not obtained, the 
contractor shall obtain the necessary information and perform a retrospective review.
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3.10 Genetic counseling may only be provided by TRICARE-authorized providers in accordance 
with the TPM, Chapter 6, Section 3.1. There is no requirement to utilize the LDT SPC for claims for 
genetic counseling.

3.11 BRCA1 Or BRCA2 Genetic Counseling and Testing

3.11.1 Genetic counseling rendered by a TRICARE-authorized provider that precedes BRCA1 or 
BRCA2 gene testing is covered with no copayment or cost-share as a preventive service for women 
who are identified as high risk for breast cancer by their primary care clinician.

3.11.2 BRCA1 or BRCA2 gene testing is covered with no copayment or cost-share as a preventive 
service for women who meet the coverage guidelines outlined in Figure 18.17-1.

Note: For men, applicable copayments or cost-shares will apply to medically necessary and 
appropriate BRCA1 or BRCA2 genetic counseling and testing.

3.12 The demonstration will expire on July 18, 2023. Requirements of this Chapter as related to 
this demonstration cease at midnight on July 18, 2023. Only TRICARE beneficiaries with current 
eligibility, as defined in paragraph 7.0, may participate in this demonstration project. Claims shall 
not be processed for individuals not eligible for TRICARE benefits. All medical care, treatments, or 
testing, with the exception of the LDT which has approval during the demonstration period only, 
must be a TRICARE covered benefit provided to TRICARE eligible beneficiaries. This applies to all 
care rendered during or after the end date of this demonstration project.

3.13 The records management requirements described in Chapter 2 apply to this demonstration 
project.

4.0 APPLICABILITY

4.1 This demonstration applies to all TRICARE-eligible beneficiaries. Additionally, for purposes of 
Chapter 17, Section 3, LDTs are covered for service members as specified in the demonstration and 
no Supplemental Health Care Program (SHCP) waiver is required. The SPC L2 shall accompany 
ADSM claims.

4.2 The benefit for LDTs approved under this demonstration project differs from the TRICARE 
Basic Program benefit. Coverage inquiries shall be submitted to, and resolved by the appropriate 
contractor (referencing the DHA Evaluation of Non-FDA Approved LDTs Demonstration Project). 
Regarding a beneficiary with other insurance that provides primary coverage, any medical 
necessity reviews the contractor believes are necessary, to act as a secondary payer, shall be 
performed on a retrospective basis.

4.3 The DoD has no authority to cost-share non-FDA approved medical devices such as LDTs, 
under the TRICARE Basic Program. While these non-FDA approved LDTs may be covered under the 
demonstration, appeal rights do not apply. Denials under the new demonstration are not 
appealable. Further, the inclusion or exclusion of LDTs under the new demonstration is not 
appealable.
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