New improved Prostate Cancer Screening Test
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Alm Results
To improve the current screening test for ISET-CTC testing The ISET-CTC Test is cytology based
prostate cancer.  Between Sept-2014 and Nov-2019 we undertook _
2100 CTC tests. 4 CTC or atyplcal cells
Background * 50% (n=1000) of tests were CTC screening requests. %;s% 2 ° P T e ST criteria:
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* Prostate cancer (PC) is the 2"d leading cause of  of those screened. R e ' P o 3\.,.00 3 ELgehuT;?gitfers
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death in men . . % 0 o980 * -7 g o Olcuses
* Prevalence: 1 in 7 men diagnosed in their New prosta\.te cancer §creen|ng test ot ' -
lifetime  All men diaghosed with prostate cancer had CTC
e 25% of all cancer cases with positive PSA markers (n=20). (Thl 1+ Fig 1) Number of CTC/ml and cancer risk
e 90,000 / 4 mill (22.5%) men live with PCin AUS ! * Early detection: Follow-up imaging PSMA-PET
e >3,000 (3.7%) men die of PC each year in scans & biopsies within 1-40 months revealed
Australial early prostate cancer in all screened men with m >20
positive PSA markers and normal PSA blood test Moderate Suppl-y
PSA Blood Test L levels (n=20/27' 75%)' 0 CTC = no evidence of malignancy
* The PSA-blood test has low sensitivity (25% » Prostate imaging scans were negative in men
true positives) and low specificity (14.5% true with PSA negative CTC (n=5), and other non-
negatives). prostate cancers were detected in 2 out 7 men
» 85.5% false negatives, 75% false positives 3 screened
- ' . . ICC on ISET®-CTC with PSA- antlbod
* No longer recommended as screening test e No CTC were detected in screened men with y
WIEY prostatitis / inflammatory condition. ) A S A0 sceemgmae [ 5 (5T WS ;‘
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- - : Normal PSA *  (mez result . =
. - ! | 1a Positive Control 20 1-23 (6.5) + Prostate cancer AT O . _ / O-L
M prostate cancer before CTC test _ S 8 ' '
New prOState Cancer Screenlng teSt 1b Eegﬁtive Control 2 2-3 (2.5) - Ertfaastégzarian cancer ' . <_ *
other cancer erore test 2 . ° \ ; h
M et h O d S 2 All Males screening* 27 1-13 (5.5) ; |
2a Males screening * 9 111 (3.4) + Prostate cancer E) Posi;trlggtg?;:;rg;gn;le with % ;
1m -3.5y after CTC test
Step 1' ISET-CTC tESt: 2b Males screening * 11 2-7 (3.4) +/- Prostate cancer . ‘_ a O QO 1728FR‘.:
2c Males screening * 5 1-2(1.5) = Prostate scan negative / ‘%ASBH | P . F) BEgEiiyE contol female
Isolation of CTC & analysis il ioiasbinensiie -
_ - 2d Males screening * 2 No CTC na a:g:git(::t::flammatory cells / . .
ST 7 bolationbySit o Tumour cells (arecells Fronee # Ried et al 2020, Frontiers in Oncology p PSA = prostate-specific-antigen Flgure 1: A-D) ScreenEd men Wlth PSA (+)
stained CTC (red arrows), E) men with
- Table 1: Positive ICC results using PSA antibody prostate cancer with PSA (+) CTC (positive
I on ISET®-CTC were found in males with control), and F) female breast cancer patient
e = I confirmed (scan/biopsy) prostate cancer (group with PSA (-) CTC (green arrow) (negative
Mix with buffer v miereged et 1a, group 2a), and subgroup of males screened control).
CTC cells are counted ey - = 141
s are cc 2 &/ e e e e positive for CTC (group 1b). .
o R / /88888 ) Conclusions
— e CTC screening provides a sensitive tool for
Step 2. ICC with PSA antibody: ISET-CTC & PSA marker screening test the early detection of patients at risk of
Immuno-Cyto-Chemistry (ICC) improves detection of prostate cancer developing cancer.
with PSA antibody for prostate cancer o ®_ - I i
. | . PSA Blood Test ISET-CTC & PSA marker ISET. .C'.I'C & PSA-marker t_e?t_mg has high
L e Test sensitivity (97%) and specificity (99%) and
L &) I )k)k True True True True * is a better screening test and predictor for
ok ' AT i : ){ positives hegalives posHives [Lnegatves prostate cancer than the standard PSA blood
FrEETY <<= <= kv 25% 14.5% 99% 97% tost
. 1mlof blood / spot Primary antibody \___. Secondary es |ng-
CTCs with antigen PSA 1:200 7 antibody : : : ..
False False False False e Evidence-based integrative nutritional
(D positives negatives positives negatives

50 therapies, including vitamin D, curcumin,

75% 85.5% 1% 3% Kyolic garlic, green tea, and mushroom
extract, can reduce CTC count and cancer
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