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NCCN Guidelines Panel: T-Cell/Primary Cutaneous Lymphomas Panel

On behalf of Adaptive Biotechnologies, we request that the NCCN T-Cell/Primary Cutaneous Lymphomas Panel review
and consider the following modifications for the Primary Cutaneous Lymphoma and T-Cell Lymphomas Guidelines.
Rationale
The NCCN Guidelines currently highlight that next-generation sequencing (NGS) or high-throughput sequencing (HTS)
assays can aid in the diagnosis and tracking of residual disease in cutaneous T-cell lymphomas (CTCL). As an essential
part of diagnosis, a molecular analysis is needed to detect clonal T-cell antigen receptor (TCR) gene rearrangements, and
these rearrangements can be captured with NGS technology. Thus, immune receptor NGS analysis of a CTCL patient’s
lesions can provide useful diagnostic information in presumptive CTCL cases and baseline disease biomarker
identification needed for subsequent sequence-based MRD determination.
Because of clonoSEQ’s rigorous analytic validation and the publication of other clinical data, we believe it is appropriate
to update the Discussion section to include published clinical data that demonstrate the general importance of tracking
disease with NGS and, in some cases, the specific use of clonoSEQ in patients with CTCL.1-6 Specifically, when evaluating
PCR, NGS, and flow cytometry, NGS is more diagnostically specific vs TCRG PCR (100% vs 88%, respectively) and when
assessing both clonality and T-cell fractions in skin biopsies, is a powerful tool to aid in the diagnosis of CTCL.5 Additionally,
tumor clone frequency in lesional skin, measured by NGS-based frequency assessment of the dominant TCRβ sequence(s),
is an independent prognostic factor of both progression-free and overall survival in patients with early stage mycosis
fungoides (MF) in particular, aiding in the identification of which patients are at increased risk for progression.4
The underlying NGS technology of clonoSEQ has been granted De Novo designation by the US FDA in September 2018 as
the first and only test for minimal (measurable) residual disease (MRD) in the bone marrow of patients with MM and acute
lymphoblastic leukemia (ALL).7
Requested Modifications
•

Page 44 of Primary Cutaneous Lymphoma Guidelines (LYMP-B, 1 of 3), Version 2.2019: Update to include
prognostic value (ie, progression-free survival, overall survival) of measuring tumor clone frequency with NGS.4

•

Discussion section of Primary Cutaneous Lymphoma Guidelines, Version 2.2019: Update the discussion to
include the use of NGS to diagnose and track disease in patients with CTCL, including clinical and prognostic
data.1-6

•

Page 46 of T-Cell Lymphomas Guidelines (LYMP-A, 1 of 4), Version 2.2019: Update to include prognostic value
(ie, progression-free survival, overall survival) of measuring tumor clone frequency with NGS.4
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