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hCG-Repair Cassette Test   
(from 10mIU/ml) 

BR 5405 
Qualitative detection of human hCG in urine and serum 

 

【INTENDED USE】 

The BioRépair hCG Pregnancy Test is a rapid chromatographic immunoassay for the 

qualitative detection of human chorionic gonadotropin in urine or serum to aid in 

the early detection of pregnancy. 

Human chorionic gonadotropin is a glycoprotein hormone produced by the 

developing placenta shortly after fertilization. In normal pregnancy, hCG can be 

detected in both urine and serum as early as 7 to 10 days after conception. hCG 

levels continue to rise very rapidly, frequently exceeding 100 mIU/ml by the first 

missed menstrual period, and peaking in the 30,000-100,000 mIU/ml range about 

10-12 weeks into pregnancy. The appearance of hCG in both the urine and serum 

soon after conception, and its subsequent rapid rise in concentration during early 

gestational growth, make it an excellent marker for the early detection of 

pregnancy. 

The BioRépair hCG Pregnancy Test is a rapid test that qualitatively detects the 

presence of hCG in urine and serum specimen at the sensitivity of 10 mIU/ml. The test 

utilizes monoclonal antibodies to selectively detect elevated levels of hCG in urine. At 

the level of claimed sensitivity, the BioRépair hCG Test shows no cross-reactivity 

interference to the structurally related glycoprotein hormones FSH, LH and TSH at high 

physiological levels. 

 

【PRINCIPLE】 

The BioRépair hCG Test is a rapid chromatographic immunoassay (CIA) for the 

qualitative detection of hCG in urine to aid in the early detection of pregnancy. 

The assay is conducted by adding specimen to the specimen well of the test 

device and observing the formation of coloured lines. The specimen migrates 

via capillary action along the membrane to react with the coloured conjugate. 

Positive specimens react with the specific anti-hCG-antibody to form a coloured line 

at the test line region of the membrane. Absence of this coloured line suggests a 

negative result. To serve as a procedural control, a coloured line will always appear 

in the control line region indicating that proper volume of specimen has been added 

and membrane wicking has occurred. 

The test strip contains anti-hCG-antibody coated particles and anti-hCG antibodies 

coated on the membrane. 
 

【SUPPLIED MATERIALS】 

 Test cassette  

 pipette  

 package insert 

 

【NEEDED BUT NOT SUPPLIED MATERIALS】 

 collection container 

 timer 

 

【PRECAUTIONS】 

 For in vitro diagnostic only. 

 Do not use after the expiration date. 

 The test device should remain in the sealed pouch until use. 

 All specimens should be considered potentially hazardous and handled in the 

same manner as an infectious agent. 

 The used test device should be discarded according to federal state and local 

regulations. 

 For single use only! 

 Bring samples and the test to room temperature (15-30°C) before use! 

 Use the test immediately after opening as it is sensitive to moisture. 

 Therefore do not use the test if the foil packaging is damaged. 

 Do not smoke, eat or drink in the vicinity of the test. 

 Please note the required amount of sample! 

 Bring the urine or serum sample to room temperature (15-30°C). 

 Do not put samples in the reaction field (result field). 

 Do not touch the reaction field to avoid contamination. 

 To avoid cross-contamination, a separate collection vessel and pipette should be 

used for each sample. 

 Only use urine or serum samples – no other liquids! 

 Please note the stated evaluation times! 

 Please note the indicated cross-reactivities! 

 Store and transport the test only at specified temperatures. 

 

【SPECIMEN COLLECTION AND PREPARATION】 

Obtain serum sample with a suitable collection system 

A urine specimen should be collected in a clean and dry container. A first morning 

urine specimen is preferred since it generally contains the highest concentration of 

hCG; however, urine specimens collected at any time of the day may be used. 

Bring all material to room temperature before testing. Urine specimens exhibiting 

visible precipitates should be centrifuged, filtered or allowed to settle to obtain a 

clear specimen for testing. 

 

【STORAGE】 

Urine and serum samples may be stored at 2-8°C for up to 48 hours prior to testing. 

For prolonged storage, specimens may be frozen and stored below -20°C.  

The test should be stored at room temperature (not above 30°C). Please do not 

freeze the cassette tests 

 

【DIRECTION FOR USE】 

1. Please follow the instruction of specimen collection. Allow the test device, 

specimen and/or controls to equilibrate to room temperature (15-30°C) prior to 

testing. 

2. Remove the test device from the sealed pouch and provide it with a label for the 

sample. 

3. Place the device on a clean and level surface. Hold the dropper vertically and 

transfer 0,12 ml of specimen (marked volume or 3 drops) to the specimen well 

(S) of the test device, avoid trapping air bubbles in the specimen well (S) 

4. Wait for the red line(s) to appear. A positive result may be visible after just 40 

seconds if the hCG-concentration is high. The result should be read after 2-5 

minutes. To confirm a negative result, wait 5 Minutes. 

5. Do not interpret the result after more than 15 minutes. 

 

【QUALITY CONTROL】 

A procedural control is included in the test. A red line appearing in the control 

region (C) is the internal procedural control. It confirms sufficient specimen volume 

and a correct procedural technique. It is recommended that a positive hCG control 

and a negative hCG control be evaluated to verify the proper test performance each 

time a new shipment or batch is received. 

 

【INTERPRETATION OF RESULTS】 

 

NEGATIVE (not pregnant):  

One red line appears in the control region (C). No 

apparent red or pink line appears in the test region (T)  

 

POSITIVE (pregnant):  

Two distinct red lines appear, one in the control region (C) and another in the test 

region (T). The intensity of the red color in the test line region (T) will vary 

depending on the concentration of hCG present in the specimen. Therefore, any 

shade of red in the test region (T) should be considered positive. 

   
 

INVALID:  

Control line fails to appear. Insufficient specimen volume or incorrect procedural 

techniques are the most likely reason for control line failure. If the control line does 

not appear even after repeated drops of sample fluid, please discard this test. 

Review the procedure and repeat the test with a new test device. If the problem 

persists, discontinue using the test kit immediately and contact your distributor. 

  
 

NOTE: The intensity of the red color in the test region will vary depending on the 

concentration of hCG present in the specimen. Nevertheless, this test is only to be 

used as qualitative device.  

 

【LIMITATIONS】 

 Very dilute urine specimens (due to high amount of added fluids) may not 

contain a representative level of hCG. A negative result should be retested 

after 48-72 hours, with first morning urine or better serum, if a pregnancy is 

suspected. 

 Due to the very high sensitivity of the test, even very low hCG values (from 

10mlU/ml) are detected in the early stages of pregnancy. In these very early 

stages, the number of spontaneous crashes is still very high (~31%). 

Approximately 22% remain clinical unrecognized and are often perceived as a 

mildly delayed period. Such unrecognized spontaneous abortions can lead to 

detectable hCG concentrations in the urine and thus to positive test results. It is 

therefore advisable to have weakly positive result confirmed by other clinical 

tests. 

 

【INFLUENCING FACTORS】 

 A number of circumstances can produce an hCG concentration above 10 

mlU/ml, even if the patient is not pregnant. These conditions include, but are 

not limited to, certain tumor diseases (e.g., choriocarcinoma) in some cases 

menopause and hCG containing drugs. Therefore, in the presence of hCG in the 

urine, as determined by the hCG cassette test, no pregnancy should be 

diagnosed until the options just mentioned are not clearly ruled out 

 Urinary tract infections can falsify the result, especially with urine samples. 

 Incidentally, as with all diagnostic tests, the diagnosis of pregnancy should be 

by the physician, after evaluation of all relevant findings from the clinical and 

the laboratory examination 

 

【EXPECTED VALUES】 

Negative results are expected in healthy non-pregnant women and healthy men. 

The exception may be menopausal women, whose hCG concentration may be 

elevated (above 10mlU/ml). The hCG concentration doubles every 2,5 days at the 

beginning of a pregnancy and reaches its highest value around the 10 week (200000 
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mlU/ml). Subsequently, the hCG concentration decreases to lower levels for the 

remainder of the pregnancy. The hCG concentration decreases rapidly and reaches 

its normal level a few weeks after giving birth. The hCG cassette test has a sensitivity 

of 10 mlU hCG/ml for urine and can detect hCG already about 4 days before the 

expected period. A very weak line in the test area should not immediately be 

diagnosed as “pregnant”. It is recommended to test another urine sample after 48-

72 hours with a new sample.  

 

【SENSITIVIY】 

The lower detection limit of the hCG cassette test was set to 10 mlU/ml (calibration 

with the 4
th

 IRP). However, even for samples with a lower hCG concentration, a faint 

line may appear in the test region. To test the sensitivity of the Biorepair hCG 

cassette test a study with >100 subjects was performed. It was shown that the test 

has a sensitivity of 10mlU hCG/ ml. The cassette test does not show a “high dose 

hook” or prozon effect up to the maximum observed physiological concentration 

(600 mlU/ml). In case of advanced pregnancy and a very high hCG concentration a 

false negative result may occur 

 

【SPECIFICITY】 

The specificity of the Biorepair hCG cassette test was verified through cross-

reactivity studies with luteinizing hormone (hLH), follicle-stimulation hormone 

(hFSH) and thyrotropin (hTSH). A cross-reaction could not be detected for LH (300 

mlU/ml), FSH (1000 mlU/ml) and TSH (1000 mlU/ml). (This corresponds to several 

times the physiologically maximum expected concentration). hCG-free urine and 

serum samples and samples containing 25mlU hCG/ml were co-administered with 

numerous offset connections. The test results were not falsified by any of these 

compounds.  

 

 

 

 

 

 

 

 

 

 

 

 

【ANALYTICAL ACCURACY】 

102 random samples were tested parallel with the Biorepair hCG cassette test and 

another commercially available and approved hCG rapid test. The test results were 

100% consistent. 

 

【STANDARDIZATION】 

The hCG cassette test has been standardized with the 4
th

 international WHO 

reference standard preparation (IRP75/589) 
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Production and sales: 

BioRépair GmbH    

D – 74889 Sinsheim 

Tel.:  07261-971760 

   

A – 5020 Salzburg 

Tel.: 0662 – 890501 

info@biorepair.com 

CE 98/79/CE 

Paracetamol 0,2 mg/ml 

Acetylsalicylic acid 0,2 mg/ml 

Ascorbic acid 0,2 mg/ml 

Atropine 0,2 mg/ml 

Caffeine 0,2 mg/ml 

Gentisic acid 0,2 mg/ml 

Glucose 20 mg/ml 

Hemoglobin 10 µg/ml 


