Note: A low hCG concentration might result in a weak line
appearing in the test region (T) after an extended period of time;
therefore, DO NOT INTERPRET RESULT AFTER 10
MINUTES.

detecting pregnancy as early as 1 day after the first missed
menses.

3.

Sensitivity:
The WH Accu TestTM One-Step Urine/Serum Combo Pregnancy
Test is a rapid test used to detect the presence of hCG in urine or
serum qualitatively at concentrations of 25mIU/mL or greater.

4.

5.

INTERPRETATION OF RESULTS
1. Negative:
Only one pink-purple colored band appears in the control area
(C).
TC

2. Positive:
In addition to the control band a clearly distinguishable pinkpurple colored band also appears in the test area (T).
TC

3. Invalid:
As long as there is no distinct pink-purple colored band visible in
control area, then the test is invalid. It is recommended that in this
case the test be repeated or fresh specimen be obtained and tested
48 hours later.
QUALITY CONTROL
Built in Quality Control Features:
After addition of the sample, these colored bands migrate along the
membrane at the leading edge of the dye conjugate and are
“removed” from the test strip completely.

Accuracy:
Test accuracy was assessed by comparing a commercial
available pregnancy test (Acon hCG Test). 102 urine and serum
samples were tested. 45 urine and serum samples were negative
by both methods. 57 urine and serum samples were positive by
both methods. WH Accu TestTM One-Step Urine/Serum Combo
Pregnancy Test showed 100% agreement with the predicate
device: Acon hCG Test.
Specificity:
Potentially interfering substances were added to urine and serum
which had hCG levels of 0 and 25mIU/mL. In all case, no
interference with the expected result was seen with the WH Accu
TestTM One-Step Urine/Serum Combo Pregnancy Test.
Acetaminophen
Acetysalicylic Acid
Ascorbic Acid
Atropine
Caffeine
Gentesic Acid
Glucose
Hemoglobin
Ampicillin
Tetracycline
Bilirubin (urine)
Bilirubin (serum)
Thiglycerides (serum)
Protein (urine)

The following hormones were tested for cross reactivity and did not
affect the performance of the WH Accu TestTM One-Step
Urine/Serum Combo Pregnancy Test.
hTSH
hLH
hFSH

When the test is complete, you will see a pink-purple colored band in
the “C” area of the test strip on negative samples and a pink-purple
colored band in the “T” and “C” area on positive samples. The
appearance of the CONTROL band indicates that the test strip is
performing properly and serves as procedural control.

1.

PERFORMANCE CHARACTERISTICS

2.

Negative results are expected in healthy non-pregnant women
and healthy men. Healthy pregnant women have hCG present in
their urine and serum specimens. The amount of hCG will vary
greatly with gestational age and between individuals.
The WH Accu TestTM One-Step Urine/Serum Combo Pregnancy
Test strip has a sensitivity of 25mIU/mL, and is capable of
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20mg/dL
20mg/dL
20mg/dL
20mg/dL
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20mg/dL
20mg/dL
2mg/dL
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WHO 68/38
WHO 2nd IRP HMG
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LIMITATION
Occasionally specimens containing less than 25mIU/mL for
urine also yield positive results.
In addition to pregnancy, hCG has been found in patients with
both gestational and non-gestational trophoblastic disease.
Since the hCG has been found in patients with both gestational
and non-gestational neoplasms is similar to that found
pregnancy, these conditions, which include choriocarcinoma
and hydatichiform mole, should be ruled out before a diagnosis
of pregnancy is reached.

6.

7.

8.

A normal pregnancy can not be distinguished from an ectopic
pregnancy based on hCG levels alone. Also, spontaneous
miscarriage may cause confusion in interpreting test results.
A very early pregnancy containing an extremely low
concentration of hCG can give a negative result. In this case,
another specimen should be obtained at least 48 hours later and
tested.
hCG levels may remain detectable for several weeks after
normal delivery, delivery by cesarean section, spontaneous
abortion or therapeutic abortion.
In case where very high levels of hCG are present
(>500,000mIU/mL), a false negative result can occur due to a
“Prozone” effect. If pregnancy is still suspected, simply dilute
specimen 1:1 with deionized water and retest.
If a urine sample is too dilute (i.e. low specific gravity), it may
not contain a representative level of hCG. If pregnancy is still
suspected, a first morning urine sample should be obtained
from the patient in 24 to 48 hours and retested.
As is true with any diagnostic procedure, the user should
evaluate data obtained by the use of this kit in light of other
clinical information and consult to with physicians for the final
diagnosis of pregnancy before making any decision of medical
relevance.
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