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Background 
 
When a fertilized ovum is implanted into the chorionic tissue, the human 
chorionic gonadotrophin (hCG) hormone is released. This produces a 
luteotrophic effect, maintaining the corpus luteum, and thus enabling it to 
continue secreting progesterone, needed to maintain pregnancy. 
Consequently, hCG is a specific marker for pregnancy. Similarly to the 
other glycoprotein hormones,  luteinizing hormone(LH),follicle stimulating 
hormone (FSH) and thyroid stimulating hormone (FSH), hCG is 
composed of two sub-units. The alpha sub-unit is nearly identical in all 
four but the beta sub-unit is characteristic of the specific hormone. 
Antibodies to the alpha and beta sub-units have been developed which 
provide high specificity and sensitivity for the detection of hCG. 
 

Principle of the test  
 
The test strip consists of two immobilized lines printed onto nitrocellulose. 
The test uses an antibody sandwich test system. The first line is the 
capture or test line, consisting of monoclonal anti -alpha  antibody. The 
control line is composed of goat anti-mouse IgG. The conjugate pad 
consists of the complementary antibody in the respective sandwiches, 
namely, an anti- beta hCG. This antibody is conjugated to a homogenous 
gold colloid. During the test, capillary action draws the sample through the 
conjugate pad where it binds to the immobilized capture antibody. The 
development of a pink line indicates presence of hCG and thus is 
suggestive of pregnancy, while only a control line demonstrates that the 
test procedure was completed successfully, and validates the test 
reagents. 
 

Reagents and material provided in the kit 
 

Units Components 

1 
1 

Midstream cassette test 
Instruction for use insert 
 

Timer required but not provided 
 
 

Storage conditions and shelf life 
 
The following indications must be adhered to, in order to ensure good test 
performance: 

 
1. Store kits at room temperature between 4 and 30°C. 
2. Store in a dry place, humidity can affect test performance. 
3. The test devices must remain pouched until usage. 
4. The kits will have a shelf-life of 24 months after manufacturing. 
5. Verify the expiration date printed on the kits and pouches. 
6. Kits should not be frozen 
 

Precautions and warnings 
 
1. For in vitro diagnostic use only. 
2. All tests are for single use; do not re-use. 
3. Follow the test procedure exactly as shown in this insert in order to 

get the most accurate results. 
4. Do not open the sealed pouch, unless ready to conduct the test. 
5. Verify the expiration date, do not use expired tests. 
6. Do not use the test if pouch is damaged or seal is broken. 
7. Do not eat, drink or smoke while handling specimens and test 

devices. 
8. Wear protective gloves and eye protection while handling 

specimens. 
9. Respect standard procedures to dispose specimens and potentially 

contaminated material, in biohazard containers.  
10. The MD hCG Pregnancy Midstream test does not present any risk 

to the user if used as recommended. 
 

Specimen collection and storage 
 
If the intention is to dip the test in urine, use a clean, dry container to 
collect urine. Although early morning urine is often considered best 
because of relatively greater concentration of hCG in the urine, samples 
from any other time in the 24-hour cycle may be used. Urine specimens 
may be stored at 2-8°C for 72 hours prior to use. 
 
 

 

Test Procedure 
 

1. Remove the test from the foil pouch and remove the cap 
2. Hold the Midstream 

with your thumb and 
index finger with the 
exposed sample 
windows (3 windows 
exposed after 
removing the cap) 
pointing downward 
directly into the urine 
stream for 10 
seconds until it is 
thouroughly wet.  
Alternatively you 
may collect urine in 
a urine cup and dip only the area below the arrow (the 3 
windows exposed after removing the cap) into the urine for 
10 seconds. 

3. Replace the cap and lay the test on a flat surface 
4. Read the results in 3-15 minutes.  Do not read after 15 min. 

 
 

Interpretation of results 
 
Invalid:  
Either no lines are observable or either test line 
without a control line is present. Improper test 
procedure was carried out or reagents have 
deteriorated. Re-test.  
 
 
 
 
 
 
Negative:  
The control line is present but no test line, demonstrating 
the test was performed correctly but no hCG antigens are 
present. 
 
 
 
 
 
Positive:  
The middle and top (control) lines, are visible.  
 
 
 
 
 

 
Limitations of the test 
 
1. It is possible that the concentration of the hCG in the sample 

is too low to be detected. If pregnancy continues to be 
suspected, the test should be repeated 48 hours later. 

2. hCG levels may be detectable several weeks after 
spontaneous abortion. 

3. Neoplasms and tumors may in certain circumstances secrete 
hCG. Such possibilities should be excluded before pregnancy 
is diagnosed. 

4. Information obtained from this test should always be used in 
conjunction with other clinical and laboratory procedures 
before a definitive diagnosis can be made. 

5. Testing woman who are more than 3 months pregnant may 
present a faint line at the test line region instead of an 
expected dark red line due to the extremely high concentration 
of hCG causing a hook effect. 

 
 
 
 
 



MD hCG Pregnancy Midstream test 
 
Rapid test for the detection of elevated hCG levels in urine 

 

                     Ref: MDHCGM001, ver 150622 

 
 
 

Medical Diagnostech (PTY) LTD, Unit 3 on London, London Circle, Brackengate Business Park,  
Brackenfell, Cape Town, South Africa, 7560.  

Phone: +27 (0) 982 0673; Fax: +27(0) 86 657 2335; Email: info@medi-tech.co.za 

www.medi-tech.co.za 

 
Internal quality control 
 
The strip contains an internal procedural control line that confirms that 
the test was carried out correctly and/or that the test has not 
deteriorated. During routine quality control, the MD hCG Midstream test 
is standardized using the WHO 4

th
 International hCG reference 

standard. 
 
 

Expected hCG levels after conception 
 
Implantation normally occurs 6-8 days post conception, after which very 
low levels of HCG can be detected. The level of HCG reaches about 30 
mIU/ml at about 10 days following fertilization. During the first missed 
period, the level is generally between 50-250 mIU/ml and peaks between 
20-200 IU/ml with a mean of 46 IU/ml at about 10 weeks of pregnancy. 
From about 18 weeks after parturition, the level remains at about 5 IU/ml.  

 
Test Performance 
 
Sensitivity 
 
The HCG Test has a sensitivity of less than 25 mIU/ml as defined by the 
WHO reference standard. 
 
Specificity 
 
In a standard assay of 300 random characterized samples (negative 109 
and positive 191), the hCG Pregnancy Test achieved complete 
agreement with a commercially available ELISA automated analyzer, and 
all results were validated by clinical follow-up. The following substances 
added to samples will not interfere with the result: 
 
hLH - 200mIU/ml 
hFSH - 1000mIU/ml 
hTSH - 1000mIU/ml 
Protein - 2000mg/ml 
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Symbols 
 

 For in-vitro diagnostic use only  For single use only 

 Content  Expiry date 

 Lot number 
 

Storage temperature  
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