





STUDY OBJECTIVES

 COLLECTION OF
PATIENT DATA

The primary goal of the registry is to prospectively collect
clinical outcome and treatment data on cancer patients
whose tumors were tested with the EDR® Assay to
evaluate drug resistance prior to chemotherapy.

The endpoints of the study are:

¢ 1° End point - Correlate biomarkers to clinical
response (current clinical guidelines and/or
RECIST guidelines)

¢ 2° Endpoint - Correlate biomarkers to disease-free or
progression-free survival (DFS or PFS)

¢ 3° Endpoint - Correlate biomarkers to overall
survival (OS)

Additional molecular studies, including microRNA, may
be performed on residual tumor and blood specimens.
Paraffin- embedded samples may be used for protein
expression studies and analysis. Additionally, mutation
analysis by PCR may be performed on blood samples
provided. This data may be used to identify future
potential markers and potentially improve the predictive
values of the EDR® Assay. In addition, new molecular
assays may be created as a result of these studies.

: Patient Data to be Collected in this
Registry will Include:

Age, sex, stage (pathological and histological), recurrent
or primary tumor, primary or metastatic site, location
and tissue of origin for metastases, additional biomarkers
(including IHC, FISH and gqPCR), nodal status, date of
surgery and/or treatment, treatment regimen, TNM,
additional pathology comments, clinical response,
progression-free survival, overall survival, date of death,
evidence of disease at death (if applicable), any adverse
events or other health issues that may compromise
response to chemotherapy.

Data will be collected prospectively on each enrolled patient.
Basic demography, tumor staging (by TNM) at time of biopsy,
brief medical history, and prior therapy will be captured

at baseline. Follow-up visits will capture cancer therapies
received, disease progression, and overall survival. In addition,
tumor-specific data will also be collected if available.

As this is an observational study, no interventions, assessments,
or visits will be mandated. Participation in this registry will
not alter the treatment options or standards of care for patients.
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For questions about the ArQive™ Registry,
please contact us at (877) 720-8886
or exiqonregistry@covance.com.
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