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                    Atlas Home Pregnancy Midstream Test (Urine) 
 

                         For In-Vitro Diagnostic and self-testing use            

                     Store at (2-30 C) 

 

INTENDED USE 
The Atlas Home Pregnancy Midstream Test is a rapid one step assay designed for qualitative detection of human Chorionic Gonadotropin (hCG) in urine to aid in the early 
detection of pregnancy.    
 

PRINCIPLE 
The One Step HCG Pregnancy Rapid Test Kit is a rapid chromatographic immunoassay for the qualitative detection of human chorionic gonadotropin (HCG) in urine to aid 
in the early detection of pregnancy. The test utilizes antibodies including a monoclonal HCG-β antibody and goat anti-mouse IgG on the nitrocellulose membrane with 
colloidal gold marked anti-HCG-α monoclonal antibody as an mark tracer. The reagent is used to detect the HCG in urine according to the principle of double antibody 
sandwich method and gold immunochromatography assay. 
There is a control line (C) controlling the reaction process shown on the coated film. Based on test line’s (T) appearance to determine whether the tested sample contains 
HCG (Human Chorionic Gonadotrophin) or not.     

COMPONENTS 

   Test device 

   Desiccant 

   Package insert 
EQUIPMENTS NEEDED BUT NOT PROVIDED 

    Timer 
 

PRECAUTIONS & WARNINGS 

 For in vitro diagnostic use only. 

 Please read all information in this package insert before performing the test. 

 Do not use the test after the expiration date printed. 

 If the package is not completely sealed do not use the test. 

 The test should be performed in a well-lit area. 

 Use the test device immediately after opening it. 

 Do not touch the test window. This could affect results and may also. 

 The pouch contains a silica gel pack to absorb humidity, Do not open the pack Throw it away with the remainder of the test. 

 At the end of the test, wrap everything you have used in a plastic bag and throw away in the waste bin. Do not forget to wash your hands properly. 
 

STORAGE AND STABILITY 

 Store as packaged in the sealed pouch at room temperature (2-30C). 

 The kit is stable within the expiry date printed on the labeling. 

 Once open the pouch the test should be used within one hour. Prolonged exposure to hot and humid environment will cause product deterioration. 
 

SPECIMEN 
It is best to perform the test first thing in the morning because the first morning urine contains the highest amount of hCG. However, urine collected at any time of day 

may be used. Urine specimens may be stored at 2-8C for up to 48 hours prior to assay. For long-term storage, specimens may be frozen and stored below -20C, the 
frozen specimens should be fully melted and restore to room temperature and shake before testing .Urine specimens exhibiting visible precipitates should be centrifuged, 
filtered, or allowed to settle to obtain a clear specimen for testing. 
 

PROCEDURE 
Refer to the illustration below  

Step 1: 
 

 Read instructions carefully before use. 

 Allow the test and urine sample to equilibrate to room temperature (20-30C) prior testing. 

 Check that the test is completely sealed then open the pouch.  

Step 2:  Remove the cap from the device. 

Step 3: 
 

 Hold the device by the handle with the exposed absorbent tip pointing downwards. 

 Place the wick into the urine stream for 3-4 seconds; making sure that the entire tip is wet.  
(Note: Do not urinate on the result window of the device. If you prefer, you can urinate into a clean and dry container, then dip only the 
absorbent tip of the midstream test into the urine for 3-5 seconds.) 

 Remove the device from the urine stream (if you like, you may replace the cap - replacing the cap will not affect the results). 

Step 4:  Place the device on a flat surface with the window facing up. You will notice a red color moving across the result window indicating that the test 
reaction is taking place. 

 Wait for colored lines in appear interpret the test results within 5 minutes. 
Note: The result is invalid over 5 minutes. 

HOW TO READ THE RESULTS 
Positive: TWO distinct red lines will appear. 
The presence of two red lines in the result window means you can assume that you are pregnant.  
A pink to red line (T), even if it is very thin, indicates a positive result. Check with your doctor to confirm pregnancy. 
Negative: Only one red line appears. 
The presence of one red line in the control area (C) means you are probably not pregnant. 

                                                                        INVALID: 
The result is invalid if no red line appears in the control area (C), even if a line appears in the test area (T).  
You should repeat the test with a new test. 
NOTE: Clear background in the Result Window can be seen as a basis for effective testing if the test line is weak; it is recommended that 
the test be repeated with the first morning specimen obtained 48-72 hours later. 

 

 

 
PERFORMANCE CHARACTERISTICS  
1. Limit of detection:  
The limit of detection concentration of HCG test is not higher than 25mIU/ml.  
2. Specificity: 
 
 
 
  
2.1 Negative specificity:                                                                    2.2. Positive specificity: 



(1)   False-Negative Results in Point-of-Care Qualitative Human Chorionic Gonadotropin (hCG) Devices Due to Excess hCG_ Core Fragment Ann M. 
Gronowski,1* Mark Cervinski,1 Ulf-Håkan Stenman,2 Alison Woodworth,3 Lori Ashby,4 and Mitchell G. Scott1 

 
 
 
 
 
 
 
 

3. Diagnostic specificity and sensitivity: 
A clinical evaluation was conducted on 245 specimens (including 75 positive specimens and 170 negative specimens) comparing the results obtained using HCG test kits of Atlas 
and other commercially available HCG tests. The results are as follows: 

Positive 
Specimens 

75 HCG test Kits of Atlas HCG test Kits of control 

 group 

75/75 (100 %) 75/75 (100 %) 

Negative 
Specimens 

170 HCG test Kits of Atlas HCG test Kits of control 
group 

170/170 (100 %) 170/170 (100 %) 

4. Repeatability: 
The results should be consistent and the coloration degree should be consistent when detecting the 25mIU/mL of HCG standards by 10 kits of the same batch. 
 
5. Lot tolerance:  
Detecting with three different batches HCG test kits, the results should all meet the requirements of repeatability. 
 
6. Analytical sensitivity:  
Chyluria proteinuria, hematuresis, bilirubinuria and proteinuria has no effect on the detection results; however injection or oral administration of human chorionic 
gonadotropin may affect the detection results. 
 
7. Hook effect:  
When the concentration of HCG exceeds 50000mIU/ml, the detection result may be negative due to the hook effect and should be diluted and test again. 
 

LIMITATIONS OF THE TEST 

 The test is not reusable and works only if the instructions are followed precisely. Although the test is highly accurate in detecting pregnancy, a low incidence of 
false results can occur.  Check with your doctor if you get unexpected or inconsistent test results. Certain health conditions can also cause a false or irregular test 
result. 

 False-negative readings can occur when testing is done too early in order to get the most accurate results; it is a good idea to wait for about a week after your 
period is due before testing. This allows more HCG to build up in your urine which will allow for a more accurate test. 

 Drinking too much fluid before taking the test may cause a false-negative result. For the most accurate results take the test first thing in the morning when your 
urine is the most concentrated.  

 A number of medical conditions other than pregnancy, including ovarian cyst choriocarcinoma or ectopic pregnancy (Pregnancy outside the uterus) can cause 
elevated levels of HCG. 

 Using the test midstream within 8 weeks of giving birth or having a miscarriage may also cause a positive result. You should ask your doctor for help in 
interpreting your test result if you have had the experience of pregnancy described above recently. 

 Certain fertility medications which contain HCG (such as Pregnyl, Profast,Novare) can give a false-positive result. Alcohol, oral contraceptives, birth control pills 
analgesics (pain killers) antibiotics or hormone therapies that do not contain HCG should not affect the test result. 

 

QUESTIONS & ANSWERS 
Q. How does the test work? 
A. When a woman is pregnant; her body produces a special pregnancy hormone known as hCG (human Chorionic Gonadotropin). This hormone appears in the urine as 
early as the first day of a missed menstrual cycle. A positive result indicates that your urine contains hCG and you can assume you are pregnant. A negative result means 
that no hCG have been detected and you can assume you are not pregnant. 
Q. What if the two pink lines appear, but one is much lighter than the other; am I pregnant? 
A. Yes. You should assume you are pregnant. 
Q. What if I am uncertain about the pink line in the "T" area? 
A. It is recommended that you retest three days later using other tests.   
Q. Can the result change after a certain length of times? 
A. A positive test result may not change after the test is completed or for several hours thereafter. However, a negative test result should not be read after 10 minutes. 
Q. What should I do if the test result is negative and I still suspect that I am pregnant? 
A. You may have miscalculated when your period was due. If your period does not start within a week, repeat the test. If you still get a negative result and your period has 
not started, you should see your doctor. 
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Samples  500 mlU/mL 

 hLH 

25 mlU/mL HCG 

1000 mlU/mL 

hFSH   

25 mlU/mL HCG 

1000 µlU/mL hTSH   

25 mlU/mL HCG 

Results Positive Positive Positive 

Samples  500 mlU/mL  

hLH  

 0 mlU/mL HCG 

1000 mlU/mL 

hFSH   

0 mlU/mL HCG 

1000 µlU/mL hTSH   

0 mlU/mL HCG 

Results Negative Negative Negative 

 
Catalogue Number 

 
Do not re-use 

 

In Vitro diagnostic 
medical device  

Do not use if 
package is damaged 

 
For Self-Testing use. 

 
Temperature limit 

 
Caution. 

 

Contains sufficient for 
<n> tests and Relative 
size 

 

Consult instructions 
for use (IFU)  

Manufacturer. 

 
Batch code 

 
Use-by date 

 

Manufacturer 
telephone number.  

Manufacturer fax 
number. 

 Keep away from 
sunlight 

 
Keep dry 

 
Date of Manufacture 
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