
SIMPLE TO USE, NO NEW EQUIPMENT NECESSARY

•Leukocytes and WBC are tagged by anti-CD45 for “gating” or separation.
•CTCs are tagged using the IV Diagnostics staining agent (IVD 001) for the specific cancer type being 
tested.
•Captures individual cancer cells that are within 2-30 microns in size.
•A cell which is negative for the antibody tag (anti-CD45) while positive for the IVD 001 stain is identified 
as a CTC.
•An internal bead control is used to generate absolute counting of the CTCs.
•The beads with known concentration are mixed with the patient sample at a 1:1 volume ratio.
•The concentration of CTCs can be calculated in accordance with the number of beads.
•The total number of CTCs in the patient’s sample is then calculated by multiplying the volume of the 
patient sample with the obtained concentration.

VELOXTM PROVIDES RAPID RESULTS WITH FEWER FALSE POSITIVE/NEGATIVE 
RESULTS THAN OTHER TESTING METHODS

•Higher blood volume (20 mL) analyzed leading to higher numbers of CTC identified
•Fewer blood filtration steps reducing rate of error
•Lower rates of false positive and false negative results
•No sample queued, all samples processes the same day (2 hr)
•Low capital cost uses FDA approved flow cytometer
•Cancer Cell targeting
•No use of multiple antibodies and expensive separation reagents
•CTC report can be generated 15 minutes after running the samples thru conventional flow cytometer
•No need for CBC report

RECOMMENDED USE

•Administer the VeloxTM test every 30 days.   
•If the patient’s CTC levels are 25 or more, it is suggested that a change in treatment should be 
considered.
•Ideal for metastatic (advanced stage) cancers:  Breast – Lung – Ovarian – Prostate – Colorectal – 
Kidney – Melanoma – Leukemia – Pancreatic.
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FREQUENTLY ASKED QUESTIONS

Q:  How do I order this test for my patient?
A:  Contact our authorized distributor to order your kits via email 
at sales@ardiahgroup.com.

Q:  Is this test covered by insurance?
A:  Covered under CMS codes for semi-quantitative and 
quantitative immunoanalysis (86152, 86153).  In addition, CLIA 
labs can charge their hospital clients, transportation fee and 
cost of processing the blood sample.

Q:  Are there any studies to support the test?
A:  IV Diagnostics has completed a clinical study on the 
effectiveness of the diagnostic assay; study summary provided 
below.

Q:  What kind of equipment do I need to process the 
samples?
A:  FDA approved flow cytometer.

Q:  How long does it take to process a sample?
A:  Approximately 2 hrs.  A blood sample is drawn and used in 
a process that counts CTCs – with a 95% rate of accuracy 
within a hour.

Q:  How do I order new kits for my lab?
A:  Contact our authorized distributor to order your kits.

Q:  How accurate is the test compared to others in the 
market?
A:  Using an increased blood sample volume (20 ml) increases 
the CTC detection likelihood.  No in vitro filtering steps are 
required, limiting false positive/negative error rates.  No blood 
sample hold times (days) that increases cellular apoptosis or 
natural cell death risks.  No offsite facility processing.

Background: Previous research have theorized that circulating tumor cells (CTC) may serve as a significant 
prognostic marker of disease progression and therapeutic response among patients with metastatic breast 
carcinoma. Technological advancements have improved CTC detection and analysis based on overexpression of 
surface epithelial cell adhesion molecules (Kowalik, Kowalewska, Gozdz, 2017). VeloxTM (IV Diagnostics, Inc, 
Crown Point, IN) is a cytometric assay designed to quantify (CTCs) from peripheral blood among patients with 
solitary tumors. This study validates the use of VeloxTM as a compliment to biopsy and imaging in monitoring 
disease progression.

Methods: In a prospective, multicenter study, 20mL blood samples obtained from 72 participants with metastatic 
breast cancer were analyzed. CTC counts were measured at baseline and various intervals (days 25, 50 and 73) 
using the VeloxTM flow cytometer assay to assess disease progression or regression as a response to treatment.

Results: Baseline CTCs were detected in 43 (59.7%) of breast cancer patients. Univariate analysis revealed that 
the presence of CTCs was significantly reduced from baseline to day 73 (mean difference, -19.26, P < 0.01). 
Subgroup analysis revealed that patients with previous adjuvant therapy (P<.01), currently undergoing therapy 
(P<.01), HER2 status (P<.01), and hormone receptor status (P<.01) were significantly associated with a reduction 
in CTCs.

Conclusions: The results demonstrate that CTC status using the VeloxTM flow cytometry assay can serve as an 
effective indicator in monitoring the effectiveness of treatment status and guide future therapy decisions among 
patients with breast cancer.
 
* Burrell Cancer Center in Crown Point, IN.
** St. Francis Health in Indianapolis, IN
*** HM Healthcare Partners in Chicago, IL
1 database partner was Prevail Infoworks based in Philadelphia
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