
Physician
Information

The 4Kscore® Test is Not Indicated in Men With
• Previous diagnosis of prostate cancer.

• Digital Rectal Exam (DRE) performed within 96 hours (four (4) days) before phlebotomy. A DRE performed 

after the phlebotomy is acceptable.

• Use of 5-alpha reductase medication within previous 6 months. Inhibitor (5-ARI) therapy such as Avodart 

(dutasteride) or Proscar (finasteride).

• A patient that has undergone, within the previous six (6) months, any procedure or therapy to treat 

symptomatic benign prostatic hyperplasia (BPH) or any invasive, urologic procedure that may be associated 

with a secondary PSA elevation prior to phlebotomy. Such therapies or procedures include, but are not 

limited to: prostate biopsy, thermotherapy, microwave therapy, laser therapy, Transurethral Resection of the 

Prostate (TURP), urethral catheterization and lower genitourinary tract endoscopy.

Warnings and Precautions
The warnings and precautions can be found in The 4Kscore® Test Instructions for Use.

• For in vitro diagnostic use • For Professional Use • For Prescription Use only
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Intended Use Population
The 4Kscore® Test is indicated for use with other patient information as an aid in the decision for prostate 

biopsy. The intended use population are:

• Men�45-54�years�old�and�total�PSA�≥2�ng/mL�and/or�abnormal�DRE

• Men�55-75�years�old�and�total�PSA�≥3�ng/mL�and/or�abnormal�DRE

• Men�≥76�years�old�and�total�PSA�≥4�ng/mL�and/or�abnormal�DRE
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Why Use The 4Kscore® Test?
• The 4Kscore® Test is FDA approved.

• Two US based, prospective validation studies, including a study performed at 8 Veterans Health Administration 

facilities involving a majority African American population.

• Resulted in combined intended use population of 937 subjects. Refer to Table 2.

• At 4Kscore® cut point of 5.0, the data shows 34% of prostate biopsy could be reduced.

• The 4Kscore® Test performance characteristics shows sensitivity of 97%, Negative Predictive Value (NPV) of 96% 

for the detection of Gleason 7 or higher (aggressive prostate cancer). Refer to Table 1.

• Both studies also demonstrated that The 4Kscore® Test did not miss any Gleason 8 and higher on biopsy.1,2

• The 4Kscore® Test has been used by more than 7,700 health care providers including approximately 4,200 urologists.

• Over�410,000�tests�have�been�performed�since�its�launch�as�an�LDT�in�2014.

• The 4Kscore® Test has been included in the National Comprehensive Cancer Network Guidelines® (NCCN) since 

2015 and European Association of Urology Prostate Cancer Guidelines since 2016.

Clinical Performance of The 4Kscore® Test

Performance Characteristics of the 4Kscore® Test at 5.0 Cut Point by Age Group

Age Group N
Sensitivity 
(95% CI)

Specificity 
(95% CI)

PPV 
(95% CI)

NPV 
(95% CI)

All Subjects 937
96.9% 

(94.0%; 98.4%)
27.4% 

(24.2%; 30.9%)
33.7% 

(30.3%; 37.1%)
95.9% 

(92.1%; 97.9%)

Age 45 to 54 106
94.1% 

(73.0%, 99.0%)
42.7% 

(32.9%, 53.1%)
23.9% 

(15.3%, 35.3%)
97.4% 

(86.8%, 99.5%)

Age 55 to 75 785
96.9% 

(93.7%, 98.5%)
25.3% 

(21.9%, 29.0%)
33.9% 

(30.3%, 37.7%)
95.3% 

(90.6%, 97.7%)

Age 76 to 80 46
100.0% 

(82.4%, 100%)
21.4% 

(10.2%, 39.5%)
45.0% 

(30.3%, 60.2%)
100.0% 

(61.0%, 100%)

Probability of Having Aggressive Prostate Cancer by 4Kscore® Ranges

What is The 4Kscore® Test?

When to Use The 4Kscore® Test?

Age 
Specific

Abnormal 
Total-
PSA  

or DRE

Biopsy  
Naïve 

or

Prior  
Negative  
Biopsy

Consider Biopsy or MRI

Active Monitoring

Elevated 
Probability

Low 
Probability

Chart 1

Chart 2

Table 1

All Subjects (N=937)

4Kscore® Range
Total Number of 

Subjects
Number of Subjects 

with Gleason Score ≥ 7
% Probability 95% CI

<5 194 8 4.1% 2.1%, 7.9%
5 to <10 146 14 9.6% 5.8%, 15.5%

10 to <20 198 39 19.7% 14.8%, 25.8%
≥20 399 197 49.4% 44.5%, 54.3%
All 937 258 27.5% 24.8%, 30.5%

Table 2

Non-African American (N=676)

4Kscore® Range
Total Number of 

Subjects
Number of Subjects 

with Gleason Score ≥ 7
% Probability 95% CI

<5 150 6 4.0% 1.8%, 8.5%
5 to <10 118 10 8.5% 4.7%, 14.9%

10 to <20 144 24 16.7% 11.5%, 23.6%
≥20 264 114 43.2% 37.3%, 49.2%
All 676 154 22.8% 19.8%, 26.1%

Table 3

African American (N=254)

4Kscore® Range
Total Number of 

Subjects
Number of Subjects 

with Gleason Score ≥ 7
% Probability 95% CI

<5 42 2 4.8% 1.3%, 15.8%
5 to <10 26 4 15.4% 6.2%, 33.5%

10 to <20 53 14 26.4% 16.4%, 39.6%
≥20 133 81 60.9% 52.4%, 68.8%
All 254 101 39.8% 33.9%, 45.9%

The statistics from the US National Cancer Institute indicate that African American men are 1.7 times more likely to be diagnosed with prostate 
cancer compared to white men.6 

Table 4

Probability of 
aggressive prostate 
cancer

ResultComponents
Total PSA
Free PSA
Intact PSA
hK2 
Prior Biopsy Status
Age
DRE

Proprietary 
to OPKO

Algorithm
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