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Background

•

®

Results

Non-diagnostic cytology (Bethesda I) occurs in
5%-20% of thyroid nodule fine needle aspirates
(FNAs),1 often resulting in repeat FNA procedures,
inconvenience for patients, and increased
healthcare costs

•

Interpace Diagnostics previously presented data
showing that molecular testing can provide useful
diagnostic information for the majority of samples
with non-diagnostic (B-I) cytology from a dedicated
pass collected in RNARetain2

•

We hypothesized that B-I cases could potentially
be addressed by molecular analysis utilizing a
combination testing approach with a mutational
panel (ThyGeNEXT®) along with a microRNA
classifier (ThyraMIR®)

Aims

Figure 1: Total Cohort: 16,642 samples

2. Examine the diagnostic value of a combination
molecular test platform (mutational panel + miRNA
classifier) in a cohort of B-I samples with known
clinical outcomes or follow-up.

Table 2: Tulane B-I Cases with Surgical Outcomes
Sample #

•

77% and 97% of FNAs with B-I vs B-III, B-IV, and B-V cytology samples were sufficient for molecular testing by NGS,
respectively; 78% and 97% of samples with B-I vs B-III, B-IV, and B-V cytology were sufficient for ThyraMIR® testing,
respectively

•

Although the sample sufficiency rate of B-I cytology samples was different than those for B-III, B-IV, and B-V cytology,
the quality of the molecular testing data for the sufficient samples was similar for all cytology categories

The aims of this study are to:
1. Examine the diagnostic value of a combination
approach using a mutation panel and a microRNA
classifier in B-I samples.

Results
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Surgical
Pathology

•

12 patients with B-I cytology underwent surgical
intervention, and one had insufficient material for
molecular testing

•

The molecular test results matched the surgical
pathological diagnosis in 10 of the 11 patients who
had samples sufficient for molecular testing

Methods

•

•

• A combined molecular testing approach utilizing a
mutation panel along with a miRNA classifier can
provide useful diagnostic information for cases where
the cytology results for thyroid FNAs were classified as
B-I

This set included 876 B-I cases and 15,766 cases
with a B-III, B-IV, or B-V cytology diagnosis which
were collected from numerous centers

•

Samples were deemed to be sufficient for testing
based upon established laboratory standards for
nucleic acid quality and follicular cell origin in a CAP
accredited and CLIA certified laboratory

•

Within this cohort was a set of 76 B-I samples from
Tulane University for which the molecular test results
were compared to the real-world clinical outcomes
and/or clinical follow-up

•

Conclusions

Interpace reviewed the molecular test results of
16,642 consecutive thyroid FNAs submitted for
NGS-mutation testing (ThyGenX®/ThyGeNEXT®)
in combination with miRNA expression
classification (ThyraMIR®)

It is assumed that the data from the additional 800
cases, from multiple centers, should provide similar
results
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• Use of molecular testing with ThyGeNEXT® and
ThyraMIR® can reduce the need for repeat FNA
procedures in many cases, saving healthcare costs
and improving patient quality of life
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•

76 B-I samples were collected between February 2018 and April 2019 and sent by Tulane University to Interpace Diagnostics for
testing with ThyGenX®/ThyGeNEXT® and ThyraMIR® (Tulane University Biomedical IRB, Ref. # 2019-1081)

•
•

79% of samples tested (60/76) received a successful molecular result for both the mutation panel and the miRNA classifier
80% (61/76) received a successful result for the mutation panel

2. Abstract – 2016 ATA Meeting. The Majority of Non-Diagnostic
(Insufficient) Thyroid Nodule Cytology Samples Can Effectively
Udergo Molecular (Combined Mutational and MicroRNA Classifier)
Analysis Using a Needle Aspiration Approach.

