Czy OSNA jest skuteczniejsza niz cytologiczna
analiza imprintu w srodoperacyjnej ocenie
wezta wartowniczego?
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OSNA" — Gtéwne cechy

OSNA = One Step Nucleic Acid Amplification

Molekularna detekcja przerzutéow do weztéw chtonnych poprzez zastosowanie szybkiej, wysoce

czutej i specyficznej technologii RT-LAMP*

Okreslenie wielkosci przerzutéw poprzez ilosciowe oznaczenie ekspresji mRNA CK19 (liczba kopii

mRNA CK19)

Wystandaryzowane i rzetelne wyniki dzieki analizie catego wezta chtonnego

Szybka dostepnos$é wynikéw (~ 20min/1 prébka, max 14 préobek/badanie)

Wysoka elastycznos¢ (wiele mozliwosci aplikacji/pacjenta)

Proste zarzgdzanie odczynnikami poprzez kod QR

tatwe w uzyciu

* Reverse Transcription Loop-mediated Isothermal Amplification; Licensed under agreement with EIKEN Chemical Co., Ltd.



OSNA® — RD-210 platforma z wieloma
zastosowaniami
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Scista korelacja liczby komdérek nowotworowych z

liczbg kopii CK19 mRNA
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OSNA® — technika badania

RD-210
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Detekcja w czasie

Ostateczny wynik ~20 min rzeczywistym
(1 prébka)




OSNA"® — Klasyfikacja wynikéw i poziomu
odciecia (cut-off)
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Imprint - cytologia




Czutos¢ metody

Imprint OSNA

Cancer Sci. 2012 Now; 103011 1 15859-53. doi: 10.1111/cas. 12001, Epub 2012 Oct 18.

Comparative study of one-step nucleic acid amplification assay, frozen section, and touch imprint
cytology for intraoperative assessment of breast sentinel lymph node in Chinese patients.

Wang ¥S' Du-yang T, Wu J, Liu YH, Cao XC Sun X Fu L, Liao M, Yang WT, Zhong WX, Lu AP

makroprzerzuty  76,2% 83,6%
mikroprzerzuty 35,4% 62,5%

Eur J Surg Oncol. 2013 May;35(5): 442-5. doi: 10.1018/.ej20.2013.02.005. Epub 2013 Mar 7.

Comparison of molecular analysis and touch imprint cytology for the intraoperative evaluation of
sentinel lymph nodes in primary breast cancer: results of the China Breast Cancer Clinical Study

Group (CBCSG) 001c trial.
Chen 14", Chen JY, Yang BL, Yang WT, Shac ZM, Wang Y5, Ou YT, Cao XC, Liu YH, Wu .

makroprzerzuty  81,3% 87,8%
mikroprzerzuty 25% 52,8%




Breast. 2018 Apr,28:181-187. doi; 10,1018/ breast 2018.02.002. Epub 2018 Feb 18,

Is OSNA better than imprint cytology for intraoperative diagnosis of cancer involvement of
axillary sentinel node in breast cancer?

Luna-Tomas MAT, Soli-Sudrer M2, Mariscal-Martinez A%, Castelld-Ferndndez E*, Marinez-Roman 82 Pascual-Miquel 12, Quiroga-Garcia V¥, Julidn-bafiez
3,

METHODS: 244 patients treated for breast cancer in the Breast Unit of Hospital Germans Trias i Pujol from 2011 to 2015 were
prospectively included. A transversal, consecutive design was applied to assess IC compared to the reference test (OSNA). Inclusion
criteria were: T1 and T2 tumors with negative nodes. both clinically and on ultrasound.

RESULT 5: Sensitivity of IC for macrometastases was 70%. The NPV of IC for macrometastases was 95, 75%. Accuracy of IC was
096,12%. In the comparative cost analysis, the release time of results for OSMNA doubled that of IC and was associated with an
increased cost of € 370.

CONCLUSIONS: IC has been stated as a good technique for intraoperative cancer involvement SN with high sensitivity and NPV

compared to the O5NA assay. It allows keeping the whole node tissue and thus the possibility of improved histopathological
evaluation, which can be useful for adjuvant, and offers the advantage of being less time consuming. Cost analysis shows a higher

cost for OSNA, which may exceed the benefit of sorting out false negatives from IC.



SENTINEL LYMPH
NODE BIOPSY

Intraoperative
Assessment of

_, Sentinel Node

IMPRINT CITOLOGY

T

v’ Cytological technique

v' Less time consuming

v Good Sensitivity for
macrometastasis

| v It allows keeping the whole node

for further histopathological
evaluation (useful for adjuvant

treatment)

Molecular technique

More time consuming

Better sensitivity in detection of
micrometastasis and isolated
tumour cells

It doesn’t allow keeping node
tissue

Increased economic cost



MOLECULAR AND CLINICAL ONCOLOGY 7: 755-762, 2017

Intraoperative prediction of the two axillary lymph node
macrometastases threshold in patients with breast cancer using
a one-step nucleic acid cytokeratin-19 amplification assay

VICTORIA FUNG!. STAN KOHLHARDT!. PATRICIA VERGANL.
GREGORY J. ZARDIN? and NORMAN R. WILLIAMS?

lDepaItment of Breast and Plastic Surgery. Sheffield Breast Center; :Department of
Histopathology. Roval Hallamshire Hospital, 510 2JF Sheffield: *Division of Surgery and
Interventional Science, Umversity College London. WCI1E 6AU London. UK



TTL jako nowy czynnik prognostyczny dla oceny
weztow chtonnych pachowych

Catkowita liczba kopii mMRNA CK19 pozwala lepiej przewidziec¢ status weztéw chtonnych

pachowych niz liczba zajetych SLNs.

 TTL: 14,7% ryzyko wystgpienia przerzutow w dalszych weztach chtonnych

(vs 27% in Z0011)
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BREAST

Contents lists available at Sciencelirect

The Breast

journal homepage: www.elsevier.com/brst

Original article

Role of total tumour load of sentinel lymph node on survival in early @wmm
breast cancer patients

Vicente Peg > ™, Irene Sansano ", Begona Vieites °, Laia Bernet “, Rafael Cano °,
Alicia Cordoba ', Magdalena Sancho £, Maria Dolores Martin ", Felip Vilardell ',

Alicia Cazorla’, Martin Espinosa-Bravo “, José Manuel Pérez-Garcia ', Javier Cortés ™",
Isabel T. Rubio “, Santiago Ramon y Cajal "
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Peg V et al, Breast. 2017 Feb 27;33:8-13.



Czy OSNA jest skuteczniejsza niz cytologiczna analiza
imprintu w srodoperacyjnej ocenie wezta
wartowniczego?

NIE

- Podobna skutecznos¢ w wykrywaniu makroprzerzutow

TAK
- Eliminuje ,,czynnik ludzki” w srodoperacyjnej ocenie SN
- Pozwala unikng¢ ,,niepotrzebnych” ALDN
- Stanowi niezalezny czynnik rokowniczy
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