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IVDs are tests performed outside the human body on clinical samples such as blood, urine, or
biopsy tissue.

In-vitro diagnostic test that is packaged in a box which that can be shipped to end-user
laboratories.

A substance native to the organism, whose presence is indicative of a particular medical condition.

A product development stage that consists of identifying and prioritizing promising markers.

A product development stage that consists of testing promising markers on clinical samples
(to establish initial sensitivity and specificity for a defined clinical indication), and consequently
developing a robust and reproducible assay for the marker in question.

Control mechanism that regulates gene expression in DNA without causing a permanent genetic
alteration.

A technology for detecting gene methylation.

The polymerase chain reaction is a technique for the in vitro amplification of specific DNA
sequences by the simultaneous primer extension of complementary strands of DNA.

The study and application of DNA and RNA based biomarkers to predict how an individual® genes
affect the bodyM response to a therapeutic drug.

A return of cancer after treatment.

The testing of a population for disease.

A measure of a diagnostic testl accuracy. Sensitivity measures the percentage of people with a
certain medical condition that produces a positive test result. Tests with good sensitivity produce
few false negative results.

Laboratory that provides medical testing services.

The final stages of product development that are specific to the underlying product® indented
distribution channel (service laboratories or diagnostic kit companies)

A measure of a diagnostic testl accuracy. Specificity measures what percentage of people without
a medical condition the test result is negative. Tests with good specificity produce few false positive
results).

An approved alkylating chemotherapeutic drug marketed by Schering-Plough corporation.

Tissue growth where the cells that make up the tissue have multiplied uncontrollably. A tumor can
be benign (non-cancerous) or malignant (cancerous).
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