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Looking into alternatives: blood-based tests for
CRC screening

Screening for Colorectal Cancer
Reduces Mortality

Colorectal Cancer Stage Distribution at Diagnosis
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» More early stage CRC are detected when screening is applied

« Even with gFOBT detecting only 30-40% cancer cases, mortality is
reduced
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...But is poorly adopted by the

Compliance FOBT Colonoscopy
USAT ~12% ~40%
~16% ~30%

« Screening Guidelines (US, GER): FOBT and/or
colonoscopy from the age of 50

. « The majority of eligible individuals do not follow
g.5 screening recommendations

— Reservations against stool testing and colonoscopy

Y « Reasons include
»
!

S b.. — Fear of invasive procedures
;} — Lack of time
o — Lack of convenience of current screening methods
- 60% of cancers detected in advanced stages
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Application of Blood-based CRC Tests

Blood test Colonoscopy Clinical workup
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Repeat blood test conducted at intervals consistent
& Negatives = with practice guidelines and ather noninvasive
CRC screening tests, e.g. annually.
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Currently Available Blood-Based CRC
Tests
Seﬁting DNA Methilation Test MRNA Panel
Epi proColon mS9 ColoVantage™ ColonSentry
Epigenomics Mﬁlt;bc';(:ltltar Dia%ﬁg:}ics GeneNews
CE-IVD: EU A=l LDT: USA LDT: CAN
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Comparison of Tests for Identification

of CRC

Colonoscopy FOBT iFOBT Stool DNA Blood RNA Epi proColon
(Gold Standard) (Hemoccult) (ColoSure) (ColonSentry) (MSEPT9)
Sample e " Stool Stool Stool Blood Blood
(endoscopic,
Price to ~EUR 200 ~EUR5 ~EUR 35 uss USS$ 660 ~EUR 150%
Payor ~US$ 300 ~US$ 5 ~US$30 220-399 ~SFR 240°
Sensitivity 97%! 37% 69%2 72 - 77%° 82%"* ~70%7
Specifity 98%! 98%? 94%? 83 - 94%? 64%* ~90%’
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(USonly) (CANonly) EU:LDT +IVD

I by
Availability Gastroenterologist

“It is clear that the convenience and simplicity of a plasma assay would be considerable.”

Levin, B. Molecular screening testing for colorectal cancer, Clin Cancer Res 2006; 12(17) Sept 1, 2006
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Validation of Markers in Average

Risk Population - PRESEPT*
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% " " Pathology

Q " Cancer 'Y N Polyps

L Screening population (0.6-0.8%) l-* ‘.*HOAU%) No findings
(US-Guidlines) a T

~7.,500 subjects w/
Compare against diagnostic gold standard colenoscopy

"SEPTY Testing in external laboratories
1) All cases with cancer and larger polyps

2) A random selection of cases vith smaller polyps and normals
(Expect testing of approx. 1,500 samples in tetal)

Success criteria.
~ >50% Sensitivity (current US screening guideline requirements)
» 85-90% Specificity (health economically acceptable)

PRESEPT
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Conclusions

» Patient compliance is a major factor in low colorectal

cancer screening rates
» New blood tests are now available that could improve

screening rates for patients that do not or cannot use
currently available methods

+ Studies are being conducted that will provide additional
support for use of blood based tests for population
screening
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