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Background and Objectives Results
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“ HER2DX was performed as described previously* el 122 405 87 80 122 45 0780w 123 45 67 80 W 97.7 92.9 91 Data from 25 of the 27 genes included in the HER2DX algorithm
“* Two RNA controls from BT474 cell line were included In 5_ R ducibilitv bet CLab and DLab Specificity (%) 93.6 98.2 99.6 were analysed (two genes were missing at the exome panel).
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embedded (FFPE) blocks. RR, pCR, and ERBB2 scores between both labs were >0.997 (Fig.  RNA quantity (100 ng) (Fig. 4B) was acceptable for the assay. No ~ Two genes (NTN3 and TCAP) had a CV difference higher than 0.5,
* Simulations (N-110° were used to calculate diagnostic  2A). In the simulation analysis, the probabilities of +/- 5 units  significant differences were observed across different nCounter Concordance between the two platforms in RR, and pCR groups
value.s:. sensitivity, specificity, positive and negative  difference in the risk-score, pCR-score, and ERBB2-scores were instruments (Fig. 4C), Tagset lots (Fig. 4D) and defrost cycles (Fig. was 96.7%, and 9Q0.0%, respectively. The Cohen kappa (K) was
predictive values (PPV and NPV), and accuracy. 0.5%, 5.2%, and 0.2%, respectively (Fig. 2B). 4E) at CLab. greater than 0.8 in both cases, indicating a high level of agreement
% Robustness was measured by evaluating the interference between platforms (Fig. 5).
of non-tumour tissue and by using different RNA  Fig 2. Reproducibility starting from the same RNA Fig 4. Robustness of HER2DX. A) HER2DX was performed and compared
quantities. Spiking experiments of RNA from tumour in [ A Correl. RR score Correl. pCR score Correl. ERBEZ ccore between 3 d.'LUt'OOHS of tumour RNA in stroma RNA, respect to undiluted  fjg 5, RNAseq and nCounter platforms comparison.
RNA from Stroma was performed In 4 FFPE Samples Four - Cor. Pearson Coef=0.998 - Cor. Pearson Coef=0.998 : Cor. Pearson Coef=0.997 fﬁmﬁleh(dlltl;.u;? R/ON\TA\arI?d tbetween Sarptles' btelng ID_fll_l tthElcR);X/IDe>§t and IDllé_O:B
samples were analysed with 3 different quantities. g g° 3 ° highest, >tartinNg CONCENLrations 1o periorm Fitt were ' RR score groups CR score groups
N P Y 3 | N S - S o 250 and 500 ng; C) Two different nCounter instruments within CLab, M1 and group P group
* Differences due to the nCounter instrument (N=2), Tagset i M2, using data from 20 and 24 samples, respectively, were compared; D) ncounter RNAseq nCounter RNAseq
lot (N=2), and Tagset defrost cycles (N-2) were also | e L N e Two different lots of the Tagset reagent (Nanostring) were tested in 10 RNA e e
evaluated. S C T o " T erentienta samples; E) Two defrost cycles of the tagset were compared in 4 selected " . 9 9
. : : B igh High
% RNAseq (lllumina Exome Panel) was performed in 30 e B UE—— RNA samples.
RNA samples. lllumina RNA Prep wi’Fh enrichment gnd g | N % A L “RR score _ _ PCR score _ - ERBBZscore _ f Medium Medium
UDI adapters were used to the library preparation. gef o g R R e B mE e e e
Coverage was 2x101 paired-end reads. Z ; Z - é ,4, ........ S - : - : ow Cow ow Cow
References and aCknOWledgementS 0 i Re;:RRscoreT ) " 0 ) Ri.)al pCRsci:res ) N 0 ) Real EﬁBBZscor:Os ) N E ::: : § ::: : E ::: I_|_‘ m I»W : K _
| B . . . = BT ﬂﬂ h B o B 1L =0.93 K=0.85
References: 1. Prat A et al. Ebiomedicine, 2022; Reproducibility starting from FFPE blocks was assessed in 29
Funding: This StUdy was funded by Reveal Genomics (Barcelona, Spaln) tumour SampLeS Orlglnal-l-y eva[uated at Dl—ab Correlatlon B N R = oorgria NN SeonoruA EEED  soongRnA [T orgRis N 2orgmia LEE  soongRnA [ A
gythqrg ack;\ﬁwledges StUFt).port to ttehchnilcitarzls att Clentre detDiagpéiEC coefficients are >0.97 (Fig. 3A). Bland-Altman plots did not show Conclusions
lomedic. IS presentation Is e Intellectual property o e : : : : : ' [ [
any relationship of the differences in score values (Fig. 3B). Inthe | & o o . . .
author/presenter. r%/ ation (Fi P 0) diaanosti l 0 fg :’?h fh g g g > There is a high association in HER2DX-groups between C- and D-Labs.
COI: The first author does not have conflicts of interest. >imutd (I_(lb_ ol Ig$ 3+ lagnostic values are >90z% Tor the three | g g » HER2DX from RNAseq and nCounter platforms were highly correlated.
scores (Table 1). B o _ . . . oy
Contact them for permission to reprint and/or distribute at: m m . N o s e T » Analytical validation of HER2DX has proven to be suitable for its intended
esanfeliu@clinic.cat; mmarin@reveal-genomics.com Samplel Sample2  Sample3  Sample4 Samplel Sample2 Sample3  Sample 4 Sample1  Sample2  Sample3  Sampled PUrpose.




	Slide 1

