Mﬁ};gicggﬂa{%es NEW TEST ANNOUNCEMENT

NOTIFICATION DATE: August 4, 2009
EFFECTIVE DATE:  August 17, 2009

CIRCULATING TUMOR CELLS (CTC) FOR COLORECTAL CANCER
BY CELLSEARCH, BLOOD
#89162

UseruL FoRr: An aid in the monitoring of patients with metastatic colon cancer.

METHODOLOGY: Cell Search System

REFERENCE VALUES: An interpretive report will be provided.

SPECIMEN REQUIREMENTS: Using the Circulating Tumor Cell Collection Kit (Supply T630)
supplied, submit 2 CellSave tubes each containing 7.5 mL of whole blood. (Specimen drawn in
a tube other than CellSave tube or specimen submitted for reasons other than monitoring
metastatic colon cancer is not acceptable.) Forward promptly on the same day of draw at
ambient temperature only.

Blood samples must be collected into a CellSave tube and processed in the lab within 96 hours of
collection.

Cautions: This test is only for monitoring colon cancer patients with metastatic disease. Itis
not FDA approved for colon cancer patients without metastatic disease.

Patients on Doxorubicin (Adriamycin) must wait a minimum of 7 days after administration
before blood can be collected for this test.

The CellSearch System has also been FDA approved for breast and prostate cancer. For breast
cancer order: #89089 Circulating Tumor Cells (CTC) for Breast Cancer by CellSearch, Blood.

LisT FEE: $726.00
CPT CopE: 88184/Flow cytometry, cell surface cytoplasmic

88185/x3 each additional marker
88187/x7 Flow Cytometry, interpretation; 2 to 8 markers

ANALYTIC TIME: 4 days DAY(S) SET-UP: Sunday through Friday

QUESTIONS: Contact your Mayo Medical Laboratories’ Regional Manager
Kim J. Baker, Mayo Medical Laboratories” Technologist Support
Telephone: 800-533-1710
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1047334
28 Jul 2009 13:19

Assess for Circulating Tumor Cells

Method
CellSearch (TM) System
Result

MCR
MCR
MCR
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MCR

Negative, 2 circulating tumor <ells/7.5 nml of blood.

Interpretation

The results of this test are negative (<3 circulating tumozr
cells/7.5 mL of blood).

In patients with metastatic colon cancer, negative results
are predictive of longer progression-free survival (PFS).
In one prospective multicenter study, circulating tumor
cells (CTCs) were enumerated in the peripheral bklood of 430
patients with metastatic colorectal cancer at baseline and
after starting fizst-, second-, or third-line therapy. CICs
were measured using an immunomagnetic separation technique.
Patients were stratified into unfavorable and favorable
prognostic groups based on CTC levels of three or more or
less than three CTCs/7.5 mL, respectively. Patients with
unfavorable compared with favorable baseline CTCs had
shorter median progression-free survival (PFS; 4.5 v 7.9
months; P = .0002) and overall survival (0S; 9.4 v 1B.5
months; P < .0001). Differences persisted at 1 to 2, 3 to 5,
6 to 12, and 13 to 20 weeks after therapy. Conversion of
baseline unfavorable CTCs to favorable at 3 to 5 weeks was
associated with significantly longer PFS and 0S8 compared
with patients with unfavorable CTCs at both time points
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(PFS, 6.2 v 1.6 months; P = .02; 08, 11.0 v 3.7 months; P =
.0002) . Among non-progressing patients, favorable compared
with unfavorable CTCs within 1 month of imaging was
associated with longer survival (18.8 v 7.1 months; P <
.0001) . Baseline and follow-up CTC levels remained strong
predictors of PFS and 08 after adjustment for clinically
significant factors (Cohen 8J et al., J Clin Oncol.
26:3213-21, 2008.)
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