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One Step Mistream Early Result Pregnancy 
Product Instruction 

For Self-Testing and In Vitro Use Only 

INTRODUCTION 
The One Step Midstream Early Result Pregnancy Test is intended for 
self-testing. It is a rapid, qualitative test for the determination of human 
Chorionic Gonadotropin (hCG) in urine. With this test's high sensitivity, 
pregnancy can be determined as early as five (5) days before the 
expected period or as early as six (6) days before the day of the women 
missed period

SUMMARY AND EXPLANATION OF THE TEST 

Human chorionic gonadotropin is a glycopeptide hormone produced by 
the placenta during pregnancy. The appearance and rapid rise in the 
concentration of hCG in the mother’s urine makes it a good marker for 
confirming pregnancy. Following conception, the concentration of hCG 
in urine increases steadily to a circulation peak between the eighth and 
eleventh weeks. 

The One Step Midstream Early Result Pregnancy Test is a 
chromatographic immunoassay which utilizes both monoclonal and 
polyclonal antibodies to selectively identify hCG in urine with a high 
degree of sensitivity. Within 3 minutes, elevated levels of hCG as low as 
10 mIU/ml can be detected. 

TEST PRINCIPLE 
Urine test sample flows the absorbent area of the reaction device and 
migrates along the device membrane. In a absorbent area, 
dye-conjugated anti-hCG antibody binds to hCG molecules in the 
specimen forming a colored anti-body-antigen complex. Anti-hCG 
antibody immobilized in the test zone of membrane captures the 
complex and a visible pink-rose color band forms indicating a positive 
result. 
In the control zone of the membrane, immobilized reagents capture 
colored conjugate regardless of the test sample composition. The 
resulting visible rose-pink color brand confirms that the assay is 
functioning correctly. 
No line formation in the test zone indicates a negative reading or that the 
hCG level of the test sample is below the detection sensitivity of the test. 

COMPOSITION 
The test device containing coated membrane with monoclonal and 
polyclonal antibodies and a pad containing monoclonal IgG(antibody) 
dye conjugate in protein matrix. The test stick is sealed pouch. 

REAGENTS AND MATERIALS PROVIDED 
Test device, instruction, desiccant 

MATERIALS REQUIRED BUT NOT PROVIDED 
1. Clock or timer.

PRECAUTIONS 
1. For in vitro diagnostic use only.
2. Do not used beyond the expiration date.
3. Read the instruction carefully before performing

this test. Pay attention to the position of the C and T line. 
4. Please use fresh urine specimen.
5. DO NOT open the test foil pouch until you are ready to perform the 

test. or if foil is damaged, do not use the test. 
6. Do not reuse the test kit. Discard it in the dustbin after single use.
7. Important note regarding negative result:

Some pregnant women will not be able to detect hCG in their 5
days before the expected period. If you test negative before
you miss period, but think you may still be pregnant. You
should test against a few days after you miss period.

8. Important note regarding positive results:
Because this test detects low levels of hCG, it is possible that
this test may give positive results even if you are  not pregnant.
If you test positive, but think you may not be pregnant, you
should check with doctor. 

9. All results should be confirmed by your healthcare provider,
especially when making decision about future medical care.

STORAGE 
1. Store in a dry place at temperature 4℃ to 30℃.
2. The sealed pouch for the duration of the shelf time.
3. Do the test within 1 hour when you remove the test device from

pouch.
4. Do not freeze.

SPECIMEN COLLECTION 
1. Collect the urine specimen in a clean glass, plastic, or wax-coated

container.  Do not use preservatives.
2. If the test is not run immediately following collection of the sample

specimen, but is to be run within twenty-four hours following
collection, the specimen should be refrigerated (2℃ - 8℃), and
brought back to room temperature (15℃- 30℃) before testing.

TEST PROCEDURE 
1. Remove the One Step Midstream Early Result Pregnancy Test

stick from its foil wrapper by tearing along the “splice” and removing the
device from the pouch.

2. Remove the protective cap.
3. Hold the handle of the test stick, and position the device so that the “view

window" is facing you.
4.. Hold the test stick directly into the urine stream for at least 5 seconds. 

so that adequate urine goes into the expose wick. 

 Note: At this end do not invert the test stick. 
5. Remove the test stick from the urine stream and replace the cap over

the expose wick.
6. Turn the test stick over and either continue to hold the test stick with

the cap pointing downward, or lay the device on a flat surface.
7. A pink color should be observed moving across the view windows as

the test begin to work.
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8. Read the result at 3 minutes. A positive result may be observed in
less than 1 minutes. To view a negative result, allow the test to run for
full 3 minutes. Do not interpret the result after 5 minutes.

9. ALTERNATIVE TEST METHOD:
You can collect the urine sample in a dry and clean container and test 

it within 24 hours. Immerse the exposed wick of the test stick into the
cup with urine for at least 5 seconds.

Important: Do not allow the urine level to go above the arrow on the
test stick. Replace the protective cap over the wet expose wick and 
follow points 6, 7, and 8 above. 

INTERPRETATION OF THE RESULTS     
RESULT IS POSITIVE 
 If two pink lines appear at View window, the test is positive (pregnant). 

The test is positive no matter how pale the color of the line in the view 
window is.  

RESULT IS NEGATIVE 
If there is only a line at the test window (Control), and no line at the 
large circle window (Test), the test is negative (not pregnant). 

RESULT IS INVALID 

If no line appears in the view window, or only one line at test 
window area ,you have not performed the test correctly (for 
example, you may not have soaked the absorbent pad sufficiently). 
Repeat the test with a new pregnancy test, following the instructions 
carefully. 

PERFORMANCE CHARACTERISTICS 
Analytic Sensitivity: No less than 10 mIU/ml
Analytic Specificity: The test results show negative for the 500 
mIU/ml LH, 1000 mlU/ml FSH and 1000μlU/ml TSH samples. 
Diagnostic sensitivity and Diagnostic specificity: 
The table below show the results of a method comparison study of 
analyzing One Step Midstream Early Result Pregnancy Test 
with 166 patient urine samples with a predicate test device. 

Predicate  Test 

+ - Total 

One Step Midstream 
Early Result 

Pregnancy Test 

+ 65 0 65 

- 0 101 101 

Diagnostic sensitivity(Positive Agreement)=100% (65/65) 

Diagnostic specificity(Negative Agreement) =100% (101/101) 

INTERFERENCE TESTING 

The Following Potentially interfering substances did not interfere 

with hCG testing using  One Step Midstream Early Result 

Pregnancy Test when  added to urine samples containing 0 mIU/ml 

and 10 mIU/ml:   

 Substances Tested 
High Concentration 

Tested that demonstrated no 
interference Concentration 

Acetaminophen 20 mg/dl 

Acetylsalicylic Acid 20 mg/dl 

Human Serum Albumin 2000 mg/dl 

Ampicillin 20 mg/dl 

Ascorbic Acid 20 mg/dl 

Atropine 20 mg/dl 

Caffeine 20 mg/dl 

Cortisol 200 mg/dl 

EDTA 20 mg/dl 

Acetaminophen 20 mg/dl 

Acetylsalicylic Acid 20 mg/dl 

Human Serum Albumin 2000 mg/dl 

Phenypropanolamine 20 mg/dl 

Ephidrine 20 mg/dl 

Gentisic Acid 20 mg/dl 

Glucose 2000 mg/dl 

Tetracycline 20 mg/dl 

Uric Acid 10 mg/dl 

Bilirubin  2 mg/dl 

Ethanol 0.1 % 

Salicyclic Acid 20 mg/dl 

Clinical Specificity Study: 
A study was also performed to determine the incidence of positive 

test results from One Step Midstream Early Result Pregnancy Test 
Device  among non pregnant women ,18-41 years age, pre-
menpausal,42-55 age ,peri-menopausal,   >55 
Post-menopausal. A total of 320 subjects  provided urine samples. 
No false positive result  are obtained and summarized in table 
below. 
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 Age Group # 

One Step 
Midstream Early    
Result test  

Pre-Menopausal Urine 

(age18 - 41) 

100 0+/100- 

Peri-Menopausal Urine 

(age 42 -55) 

111 0+/111- 

Post-Menopausal Urine 

(age > 55) 

109 0+/109- 

EXPECTED EARLY DETECTION VALUES 
The concentration of hCG in urine from health men and non-pregnant 
women is normally below the detection level of  One Step Midstream 
Early Result Pregnancy Test. Urine hCG levels during pregnancy are 
estimated to be detected as early as five (5) days before the expected 
period or as early as six ( 6) days before the day of the missed period. 
The following table gives the summary results of the clinical testing 
performed with One Step Midstream Early Result Pregnancy Test 
before expected the period. 

Number of days 
Before  expected 
period 

% of pregnant women who 
got a " Pregnant" result with 
One Step Midstream Early 
result Pregnancy Test 

0 day >99%

-1 day >99%

-2 days 98% 

-3 days 98% 

-4days 94% 

-5days 71% 

LIMITATIONS OF THE TEST 
1. In addition to pregnancy, hCG has been found in patients with 

both gestational and non-gestational trophoblastic disease. 
These diagnoses should be ruled out in the interpretation of hCG 
levels to establish a diagnosis of pregnancy.

2. Although the One Step Midstream Early result Pregnancy Test is 
very accurate in detecting pregnancy, a low incidence of false 
results can occur. Consult with a physician if you obtain 
unexpected or inconsistent results.

3. A normal pregnancy cannot be distinguished from an ectopic
pregnancy based on hCG levels alone. Also,
a spontaneous miscarriage or therapeutic abortion may cause
confusion in interpreting the test results.

4. As with all diagnostic tests, a definitive clinical diagnosis should
not be based on the results of a single test, but should only be
made by the physician after all clinical and laboratory findings
have been evaluated.

5. A negative result from a urine specimen collected from a mother in
very early pregnancy may be due to an extremely low
concentration of hCG. In such cases, the test should be repeated
on a fresh specimen obtained about two days later.

6. If a urine sample is too dilute (i.e., low specific gravity), it may not
contain a representative urinary hCG concentration. If a negative
result is obtained with a low specific gravity specimen and
pregnancy is still suspected, obtain a first morning urine specimen
and retest.

QUESTIONS AND ANSWERS 

Q1 What time of day should I do the test? 

A: You may test at any time of the day. You do not have to use  the fist 
morning urine. 

Q2  How long will my result remain before it fades away or 
changes? 
A: The test result should be read as soon as possible after waiting for 3 
minutes. Test results should not be read after 5 minutes. 

Q3: Can I still use the test if I have collected a urine sample in a 
collection cup? 
A: Yes, as long as the urine sample in a clean, dry container and tested 
right away. Immerse the absorbent tip in the urine for at least 5 seconds, 
and then wait 3 minutes before you read the result. Important: do not 
allow the urine level to go above the plastic housing of the test stick. 

Q4  How does the test work? 

A: The One Step Midstream Early Result Pregnancy Test is uniquely 
designed to detect a very small amount of the pregnancy hormone hCG 
(human Chorionic Gonadotropin) in your urine. This particular hormone 
is produced in increasing amounts during the first trimester of 
pregnancy. 

Q4  What do I do if I get a positive result? 

A: If the test is positive, you should consult a doctor to discuss your 
pregnancy and what steps and precautions you should take next. 
Remember, early pregnancy care is very important to ensure the health 
of you and your baby. 

Q5  Will drinking alcohol or using an oral contraception affect my 
test results? 
A: Drinking alcohol will not affect your test results. Oral contraceptive, 
pain killers, antibiotics or hormone therapies should not affect the test 
results. Only medicines which contain hCG can produce a false result. 
Consult your doctor if you are not sure if your medicines contain hCG 

Q6  Will the amount of liquid I drink affect the result?  

A: Excessive fluid intake could dilute your urine, causing the amount of 
hCG present not to be detected properly. It is therefore not advisable to 
change your normal fluid consumption. 

Q7  What if the test result is positive? 

A: A positive result shows that the pregnancy hormone hCG was 
detected in your urine and you are very likely to be pregnant. You should 
consult your doctor, who will discuss your pregnancy with you. 

Q8 What if the result is negative, but I am still not sure?  

A:If your test shows a negative result, no pregnancy hormone (hCG) 
was detected in your urine. You are not likely to be pregnant or you may 
have miscalculated your menstrual cycle. If you are not sure of the result, 
you may want to re-test your urine within the first week of a missed cycle. 
If you still have a negative result and your period does not begin, there 
may be other reason why you have not menstruated. You should consult 
your doctor. 

Q9  When can I use the test to determine if I am Pregnant? 

A: You can use the One Step Midstream Early Result Pregnancy Test 
before you expected you period to start. If you test early and get a 
negative (not pregnant) result, there is still a chance that you might be 
pregnant. 
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