
About the Prostate 
The prostate gland, found only in men, is located in front of 

the rectum and underneath the urinary bladder. The size of 

the prostate varies with age. In younger men, it is the size of 

a walnut, but it can be much larger in older men. The 

prostate's job is to make some of the fluid that protects and 

nourishes sperm cells in semen, making semen more liquid.  

Just behind the prostate gland are the seminal vesicles that 

make most of the fluid for semen. The urethra, which is the 

tube that carries urine and semen out of the body through 

the penis, goes through the center of the prostate (American 

Cancer Society, November 2011). 

 

Prostate Cancer Overview  
Prostate cancer is the second most common type of cancer 

found in American men (behind skin cancer), and the 

second-leading cause of cancer death in men (after lung 

cancer).  In 2011, an estimated 240,890 new cases of 

prostate cancer were diagnosed and approximately 33,720 

men died of the disease (American Cancer Society, 2011). 

 

Prostate cancer is typically a slow-growing disease. Low-

grade, localized prostate cancer has a low rate of 

progression to symptomatic or fatal disease (Chodak, 1994; 

Albertsen, 1995; Johannson, 1997). In the United States, 

one in six men will be diagnosed with prostate cancer during 

his lifetime, while one in 36 will die from the disease 

(Howlader, 2010). Autopsy studies indicate that as many as 

one in three men over age 60, and up to half of men over 

age 70, may harbor prostate cancer, but die of other causes 

(Yatani, 1982; Yin, 2008). Thus, many more men die with 

prostate cancer than from prostate cancer. 

 

Unlike other cancers that require rapid intervention, many 

prostate cancers are not life threatening and do not need 

immediate aggressive treatment. Widespread screening for 

prostate cancer using the serum prostate-specific antigen 

(PSA) test began in the early 1990s. Two randomized trials 

evaluating the effect of PSA screening have shown a modest 

benefit on prostate cancer mortality (Schröder, 2009; 

Andriole, 2009). However, two decades of prostate cancer 

screening may have also led to increased detection and 

treatment of indolent prostate cancer that would not cause 

morbidity or mortality. Along these lines, it is estimated that 

23% to 42% of cancers diagnosed following screening would 

never have manifested with clinical symptoms (Draisma, 

2009).  

 

Despite these findings, most diagnosed prostate cancers are 

still treated aggressively by prostatectomy or radiation. 

These treatments have significant co-morbidities such as 

urinary, bowel, and erectile dysfunction. To prevent these  

co-morbidities, managing indolent prostate cancer with 

active surveillance, which means delaying aggressive 

treatment in favor of monitoring for changes in the 

characteristics of the diagnosed cancer, has become an 

effective alternative that allows patients to maintain quality of 

life with little increased risk (Freedland, 2006; Warlick, 2006; 

Dall’Era, 2008). Consistent with recent American Urological 

Association (AUA) guidelines, there has been a clear shift 

toward more conservative management of prostate cancer. 

 

Methods for Prostate Cancer Detection 
Early detection of prostate cancer relies on serum PSA 

testing and digital rectal exams (DREs) to identify cases for 

which a biopsy is recommended to determine the presence 

of cancer cells. The PROGENSA® PCA3 Assay is used 

following a negative biopsy to predict outcome of a repeat 

biopsy. A positive prostate biopsy is required for the 

diagnosis of prostate cancer. 

 

PSA (prostate-specific antigen) is present in small quantities 

in serum. Serum PSA levels are elevated in the presence of 

prostate cancer, and in other benign, non-cancerous 

prostate disorders (American Cancer Society, 2010). A DRE 

is a procedure during which a clinician uses a gloved finger 

to feel for lumps, enlargements, or areas of hardness on the 

posterior surface of the prostate gland. An elevated serum 

PSA level and/or an abnormal DRE result often lead to a 

decision to perform a prostate biopsy. Additional risk factors 

such as age, race, and family history of prostate cancer are 

also taken into consideration.  

 

The PROGENSA PCA3 Assay is the first FDA approved 

molecular diagnostic assay that detects the over-expression 

of the PCA3 gene. The specific information provided by the 

urine-based test – the PCA3 Score – can be used in 

conjunction with other patient history to decide whether a 

repeat biopsy is necessary in men with one or more previous 

negative biopsies. Data on the PCA3 marker has been cited 

in over 80 publications (Salagierski, 2012) and more than 

200,000 tests have been used in clinical practice throughout 

the world.
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Prostate Cancer Facts 
• Approximately 240,890 new cases were diagnosed in 2011 in the 

U.S.1 
• One in six men will be diagnosed with prostate cancer; one in 36 men 

will die from prostate cancer.1  
• More than 2 million men in the U.S. who have been diagnosed with 

prostate cancer at some point are still alive today.1 
• Risk factors for prostate cancer include: age, race, family history, and 

residency.2  
• Prostate cancer is more common in African-American men compared 

to white men.2  
• Prostate cancer is less common in American Indian/Alaska Native and 

Asian/Pacific Islander men compared to white men.2 
 

 

 

BLACK BOX WARNING: The PROGENSA PCA3 Assay should not be used for men with atypical 
small acinar proliferation (ASAP) on their most recent biopsy.  Men with ASAP on their most 
recent biopsy should be treated in accordance with current medical guidelines. 
 
WARNING: The Clinical Study of the PROGENSA PCA3 assay only included men who were 
recommended for a repeat biopsy. Therefore, the performance of the PROGENSA PCA3 Assay 
has not been established in men for whom a repeat biopsy was not already recommended. 
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