INSTRUCTIONS FOR USE
ONE STEP TEST

Semi-Quantitative Prostate
Specific Antigen (PSA) Detection
In Whole Blood / Serum / Plasma

Only for professional in vitro diagnostic use.

Product Code: TPSA01
Semi-Quantitative PSA Detection Cassette Test.

BACKGROUND INFORMATION

Prostate specific antigen (PSA) is the best serum marker currently available for the detection of prostate cancer and s the forensic marker of choice for determining the presence of

Prostate cancer s a common malignancy in Western populations and a growlng publc hiealth problem globally. Although the prevalence of prostate tumors becomes very high with age,
. but, until
the causes are better underslood Bi=vailioris imposs ble | nlsatelnontiaions ine Wiic piead | s f prosalaep scii aniaen (PSA) tests to increase early detection has inflated
incidence, often by more than twofold, and shifted the disease spat.(mm toward less aggressive forms, that is, small tumors of low to moderate grade. Given the vitually ubiquitous

tat [or hK3]), hK2, hK4, and hK 15 (prostin), as well as other serine proteases. Although
PsA has been used in the defection of prostate cancer for several years, much remains unknown about its function and forms. The regulatory mechanisms of PSA are vital to its

Testing for pi (PSA) affected p . PSAtesting
they are still small, low-grade and localized. This very ability has, however, whether we are .
the monitoring of of - Much is directed ishing the most appropriate uses of PSA testing
PSAtest.

INTENDED USE

The Semi-Quantitative PSA Detection Test um orplasma.

REAGENTS

=

The Semi-Quantitative PSA Detection Test Device uses solid-pl for the semi-quanti of pmstale specific anlzgen inwhole blood /
serum / plasma. The testis a inwhicha f monoclonal PSAantibodies and PSA lonal coated particl sed i
detect prostate specific antigen in samples with a high degree of sensitvily. Monoclonal PSA antibodies were immobilized on the test area “T” of the Firocelidoss membrans, PSA
dy coated particles a conjugate pad. d from sampling pad. If there is PSAin the sample, PSA binds to the mobile PSA monoclonal
antibody coated particies. Together they move to the test area “T". PSA molecules bind to the immobilized Monoclonal PSA antibodies and as a result of this, PSA molecules that have
already bound to PSA monoclonal anhbedy coated particles become immobilzed in the test area “T" thus Greating a visible colored signal indicating positive test result Test area ‘T"

than L. Test area“T" intensity equal or close to the reference line *R" indicates th
10ng/mL. Testarea ‘T" ine “Ri PSA e 10ng/mL. If Ihere
is no PSAin the sample then sample moves to the test area “T" together with free PSA pnosionsl _antibody coated particies. lized Monoclonal PSA antibx tbind to

of the lic isil it area“C” result. C i visible in the control
4 o . lid.

D notreu
ol Donotuse the testifthe sealis broken orthe pouchis damaged.
4.
5.Use anew dropperfor each sample.
6. All patient samples should be handled as taking capable of transmitting disease into consideration. Observe established hazards all
proper
7 PSA i
hook effect, resulting in fals High dose hook ith this X PSA.
9 Thls testwillindicate onlylhepresencenrabssnoeo'FSAm the sample, and should not be used
0
alcinical andlaboratory findings
STORAGE
bekept i ight, moisture, it 4-30°C (39-86°F). Do ot freeze.
by i i i i i i hourafter
, droppers, diluents andi i use.
trif d timer, lancet y
uuronlyfngersllck whole blood).
not
SAM PLE COLLECTION AND PREPARATION
g blood, plasma. To avoi erum or

ForWhole Blood Samples: Test should be performed immediately with whcie Maad | samples. othawsa whola blood samples should be stored at 2 - 8 °C with anticoagulants (EDTA,
heparin, ci

For Serum Samples: Collect bloodintoa collecti i 30 minutes for bl
period remaining supematantis used as serum.

Collect blood ir i (EDTA, heparin, cit tion of
- S .

Do not use turid, hemolyzed sampas,fthe sample cannt b tasted on the day of collecton,store th serum, plasta samples i arfrigeraor orfeezer, Do not feeze and tha the
serum, sample. toroom testing. Frozen 1l
priorto testing. Using of possible, due i ;

TEST PROCEDURE

1.Take the test device out of its pouch. Bring the tests and whole blood / serum / plasma samples to room temperature,
2. For Serum/Plasma Samples: Draw serum/ plasma into dropper and put 1 drop (40 pl) into the sample well of the cassette. Inmediately after, 1 drop (40
) of diluentis added into the sample well and allowed to soakin.

ForWhole Blood Samples: Draw whole blood into dropper and put 2 drops (60 pl) into thi le well of the tte. i after, 1drop (40 pl) of
diluent is added into the sample well and allowed to soak in.

Avold the formation of any air bubbles.

the anti-PSA ion in the sample, the test can react evenin 2- 3 minutes. Results should be read at 5 minutes as shown below. Do not

m(erpret results beyond 10 minutes, results. formmg after 10 minutes should beregarded as mvalld
*Note: If migration is not observed in the result of diluent.

INTERPRETATION OF RESULTS

Negative : Two colored lines are visible in control area “C" and reference line “R" indicating that PSAlevel is below 4 ng/ml.

Positive: Three distinct colored lines appear

A. Testarea“T" |n(en5|ty weaker than the reference line “R” indicating that PSA level between 4-10 ng/mL.

B. Testarea T"intensity equal or close to the reference line “R” indicating that PSAlevel of approximately 10 ng/mL.

C. Testarea “T"intensity stronger than the reference line “R” indicating that PSAlevel above 10 ng/mL.

Invalid : No colored line is visible in control area “C” or reference line “R” or only one colored line is visible in test area “T"; test should be repeated using a new

test device.
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QUALITY CONTROL

Tests have builtin pracedural quality control features. When the testis complete, the user will see a culored Ime inthe "C" and ‘R" areas of the test on negative samples
and a colored line inthe “T", “R" and “C" area on positive samples. The internal procedural
control. This line indicates that sufficient volume of sample was added as well as valid test result. Itis recommended thata negauve control and a positive control be
used to verify proper test performance as an external control. Users should follow appropriate federal, state and local guidelines concerning the external quality
controls.

PERFORMANCE EVALUATION

PSADetection TestDevice has been performed usi . hown atbelow table and TietzMethod.
300 PSApositive samples 300 PSAnsgauvesamples
100 clinical PSAnegative samples
aliyl i i (Uricacid)
30 cross reactivity samples (h2) 120 PSA positive calibrated samples
50PSApositive samples (hook effect)
Tietz methed Leia Total
=l 100% Specificity: 100%
ot e ) )
[ e V: 100% -Predictive V: 100 %

Cut-off value: 6 different PSA concentrations (2ng/ml, 4 ng/ml, 10 ng/ml, 20 ng/ml, 40 ng/ml and 100 ng/mi) were tested with Turklab PSA IVD tests and cut-off value
was observed 4 ng/ml according to performed study by Turklab.

Cross ivity: Cross reactivity with hK2 p¢ T tivity was found with Turklab PSArapid test.

Interferences o(enual Iym(erlenng subs(anoes Ascorbic acid, bilirubin, hemoglcmn triglycerides, uric acid were tested with PSAIVD Medical devices. In each case,
nointer

Hook effe ignif 100k effect fh l ining 30 000 ng/ml of PSAwere assayed.

F i i cau i false test results.
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