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A rapid test for the qualitative deteclion of human chorionic gonadotropin (hCG) in plasma,

serum dr wiinie. For professional in vitro diagnostic use only.
[INTENDED USE)
Tha hCG Pregnancy Rapid Test Cassetle is a rapid chromalographic immunoassay for the
qualitative detaclion of hiiman chorionic gonadolropin in urine or serum or plasma to aid in the
enrly detaction of pregnancy.
[SUMMARY]
Human charionic gonadotropin (hCG) is & gycoprotein hormene produced by the developing
placenta sharlly afler fertilization. In normal pregnancy, hGG can ba detected in both uine and
serum or plasma as early as 7 to 10 days aller conceaplion. ™' hCG lavels conlinue lo fise
vary apidly; fraquently prceeding 100miLmI by the first missed menstisl perod,™ ' and
peaking in lhe 100,000-200,000mIU/mi range about 10-12 weeks into pregnancy. The
rppearance of hCG in both the urine and serum or plasma soon aler conception, and its
sulisaquent rapld rise In concentration during early gestational growth, moke it an excellant
marker for the early detection of pregnancy.
The hCG Pregnancy Rapid Test Cassella is a rapid test that qualitstively detects the presenca
ol hCG in urine or serum or plasma specimen at the sensitivily of 25mIU/ml. The test utilizes a
commbination of monaclonal and polyclonal antibodies to seleclively dotect elovated levels of
h:G in uring or sarum or plasma. At the lavel of claimed sensitivity, the hCG Prognancy Rapid
Toat Casselte shows no cross-maclivily interfrrence from the structurally relaled glycoprotein
hormanes hESH. hLH and hTSH at high physinlogical lovals,
[PRINCIPLE]
The hCG Pregnancy Rapid Test Casselle (s a rapid chromalegraphic immiingassay for the
gualitative detaction of human charicnic ganadelropin in vdne ar serum or plasma o ald In the
early detection of pregnancy. The test uses two lines to indicatn msulls, Tho fast 1lilizas a
combination of antibodies including a mancclonal hCG antibady o salectively detac) elavalad
levelz af hCE. The eonlral line s compased af gaat palyclanal antibodies and collaidal gould
particles, The assay |5 conducted by immearsing (he lest cassalte ina urine o serim or plasma
specimen and observing the formation of colared lines. The specimen migrates via caplltary
actlon along the membrane to react with the colored conjugate. Positive specimens raact with
the: specific anlibody-hCG-colared conjugnte [ {orm a colared [ine at he lest line ragion of the
mambrane. Absance of (his colored line suggesls a negative result. To serve as @ procedurl
eontrol, a colored lina will always appear in [be contral line region indicating that propar valume
of specimen has been added and mambirane wicking has cecuned,
[REAGENTS]
The test contains anti-hCG parlicles and anti-hCG coaled on the membrane
[PRECAUTIONS]
Please reacf all the information in thin package insert before performing the tast,

1. For professional in vifro diagnastic use anly. Do not use after lha expimfinn dale

2. The lest should remain in the sealed pouch until ready to use.

3. All specimens shauld be considered polenlially hazardous and handled in the same

manner as an infeclious agent

4. Ther used lest should be discarded according o local regulations
[STORAGE AND STABILITY]
Slore as packaged at room temperalure or refrigeraled (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of lhe closed canisler, The lest must
remain in the sealed pouch or closed canister unlil use, DO NOT FREEZE. Do nol use beyond
(he expiration dae:
[SPECIMEN COLLECTION AND PREPARATION]

Urlne Assay

A urine specimen must be collecled in a clean and dry conlainer. A first morning urine
specimen is preferred since il generally contains lhe highest concentralion of hCG; however,
urine specimens collected at any lime of the day may be used, Urine specimens exhibiling
visible precipilales should be cenlrifuged, filtered, or allowed to setlle lo obtain a clear
specimen for tesling

Serum or plasma Assay
Blood should be collecled aseplically into a clean lube wilhout anlicoagulants (Serum) or wilh
anlicoagulants (Plasma). Separate lhe serum or plasma from blood as soon as possible lo
avaid hemolysis. Use clear non-hemolyzed specimens when possible.
Specimen Storage
Urine or serum or plasma specimens may be slored at 2-8°C for up lo 48 hours prior to
tesling. For prolonged storage, specimens may be frozen and slored below -20°C. Frozen
specimens should be Ihawed and mixed before lesting,
[MATERIALS 1
Materials provided
*Test Casseltes *Droppers
Materials required but not provided
*Specimen colleclion coniainers «Timer

[DIRECTIONS FOR USE]

1. Bring lhe pouch to room lemperalure (15-30°C) before opening il. Remove the casselle
from the sealed pouch and use it within one haur,

- Place the casselle on a clean and level suface. Hold Lhe dropper vertically and transfer 3
full drops of urine or serum or plasma (approximately 120uljto the specimen well of the
cassellte, and Lhen slart lhe limer, Avoid Irapping air bubbles in the specimen well. See
illusiration below
Wait lor the colored line(s) to appear. Read the result at 3 minutes when testing a urine
specimen, or at 5 minutes when testing a serum or plasma specimen,

NOTE: A low hCG concentralion might result in a weak line appearing in the test line
region (T) after an extended period of lime; therefore, do not inlerpret lhe result afller 10
minutes.
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[INTERPRETATION OF RESULTS]
{Please refer to he illustration above)
POSITIVE: Two distinct colored lines appear. One line shiotild be in the control line region (C)

.and anuther line should be in the test line reginn (T). One line may be lighter than the olher;

they do not have to malch, This means thal you are probably pregnant

NEGATIVE: One colored line appears in the conlrol line reglon (C}). Na line appears in lhe

lest line region (T). This means that you are probably not pregnant

INVALID: The result is invalid if no colored line appears in the conlirot line reglon (C),

even il a line appears in the test line region (T). You should repeal the test wilh a new lest

casselte,
[QUALITY CONTROL]

A procedural control is included in the test. A colored line appearing in the control line region (C)

is considered an internal procedural control It confirms sufficient specimen volume and correct

procedural technique. A clear background is an internal negalive procedural control. If a

background color appears in lhe result window and interleres with Lhe ability lo read lhe test

result, the result may be invalid. It is recommended Lhat a positive hCG conlrol {containing
25-250mlU/m! hCG) and a negative hCG control {containing "0"miU/ml hCG) be evaluated to
verily proper test performance when a new shipment of lests is received.

[LIMITATIONS]

. The hCG Pregnancy Rapid Test Casselte is a preliminary qualilative lesl, lherelore, neither
lhe quantitalive value nor the rate of increase in hCG can be determined by this lest,

. Very dilute urine specimens, as indicaled hy a low specilic gravily, may not conlain

representalive levels of hCG. Il pregnancy is slill suspecled, a first morning urine specimen

should be collecled 48 hours laler and lesled

Very low levels of hCG (less than 50 mlU/ml) are present in urine and serum or piasma

spazimen shorlly after implantalion. However, because a significant number of firsl rimesier

pragnancies lerminale for nalural reasans,” a test result thal is wenkly posilive should be

conlirmed by retesting with a [irst morning urine or serum or plasma specimen collecled 18

hours laler,

This lest may produce false paosilive resulls. A number of condilions other than pregnancy,

including trophoblaslie disease and eettaln non-trophoblaslic neoplasms including testicular

lumars, prostale cancar, breast caneer, and lung cancer, cause elevaled levels of hCG.*’

Therefare, the presence of hCG in urine or serum or plasma specimens should nol be used

to diagnose pregnancy unless these conditions have heen ruled oul,

This lest may produce lalse negalive resulls. False negative resulls may occur when lhe

Ievels of hCG are below the sensitivity level of the lest, When pregnancy is slill suspecled, a

lirsl morning urine specimen should be collected 48 hours later and tested. In case

pregnancy is suspecled and the lesl conlinues lo produce negalive resulls, see a physician
for further diagnosis

. As with any assay employing mouse anlibodies, Ihe possibility exisls for inlerference by
human anti-mouse anlibodies (HAMA) in the specimen. Specimens from patients who have
received preparations of moroclonal anlibodies for diagnosis or therapy may contain HAMA,
Such specimens may cause false positive or false negalive resulls.

, This test provides a presumptive diagnosis for pregnancy. A conflirmed pregnancy diagnosis
should only be made by a physician afler all clinical and laboralory findings have been
evalualed
[EXPECT VALUE]

Negalive results are expected in heallhy non-pregnant women and heallhy men, Healthy

pregnant women have hCG present in their urine and serum or plasma specimens. The amount

of hCG will vary greatly wilth gestalional age and between individuals, The hCG Pregnancy

Rapid Test Cassette (Urine/serum/plasma) has a sensitivily of 25mlU/ml, and is capable of

detecling pregnancy as eary as 1 day afler the first missed menses,
[PERFORMANCE CHARACTERISTICS]

Accuracy

A multi-center clinical evalualion was conducted camparing the resulls oblained using lhe hCG

Pregnancy Rapid Test Cassetle lo another commercially available urine and serum or plasma

hCG Rapid test. The urine study included 608 specimens, and bolh assays identified 377

negalive and 231 posilive resu'ls. The serum or plasma sludy included 308 specimens, and

bolh assays idenlified 240 negalive and 68 posilive results. The results demonstraled a >99%
overall accuracy ol the hCG Pregnancy Rapid Test Casselle when compared lo Lhe other urine
and serum or plasma hCG Rapid test
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Method Other hCG Rapid Test
hCG Pregnancy Resuits Pasilive Neqgalive Total Results
Rapid Test Pasilive 231 0 231
Casselte Negalive 0 77 37
Total Results 231 377 608
Sensitivily: >99.9% (98.7%~100%)"

Specificity: *>99.9%(99.2%~100%)*

Accuracy: 99,9 %( 99.5%~100%) * *85% Confidence Intervals

hCG Referance Mothod(Scerum or Plasma )
Method

Other hCG Rapid Test
hCG Pregnancy Renlls Pasllive Negalive Tolal Results
Rapid Test Posilive 68 0 68
Casselle Negative 0 210 2410
Tolal Resulls 68 240 308

== 09.8% (96.7H-1000)"
a6, 0% R A %=1 00%)
Accuracy. =499,9%(99.0%-100%) * 95% Conlfidence Intervals
Tesls were performed wilh serum and found to be posilive or negalive as reparled. Plasma
specimens from lhe same individuals were tesled with The hCG Pregnancy Rapid Test
Cassette to validate the eflicacy wilh plasma specimens.

Sensltivily and Cross-Reactlvity
The hCG Pregnancy Rapid Test Casselte delecls hCG at a concenlralion of 25miIUAmi or
grealer.
The tesl has been slandardized to the W.H O, Internalional Standard. The addition of LH
(300mlIU/ml), FSH (1,000mIU/ml), and TSH (1,000ulU/ml) to negalive (OmlU/ml hCG) and
positive (26m{U/ml hCG) specimens showed no cross-reaclivily.

Precislon
Intra-Assay

Wilhin-run precision has been determined by using 10 replicates of three specimens conlaining
25mlU/mt, 100mIU/ml,250mIU/ml and OmiU/ml of HCG. The negative and posilive values were
correctly idenlified 100% of Lhe lime

Inter-Assay
Between-run precision has been determined by using the same lhree specimens of
25mlU/ml, 100mIU/ml.250miw/ml and OmlU/ml of HCG in 10 independent assays. Three
different lols of the hCG Pregnancy Rapid Test Casselte have been tested. The specimens
were correclly idenlified 100% of the time
Interfering Substance

The lallowing potentially interfering substances were added to hCG negalive and positive
specimens

Acetaminophen 20 mg/dl Calleine 20 mg/dl
Acelylsalicylic Acid 20 mg/dt Gentisic Acid 20 ma/dl
Ascorbic Acid 20 mg/di Glucose 2 g/dl
Alropine 20 mg/dl Hemoglobin 1 mg/d!
Bilirubin 2 mgld| Bilirubin(serum ar plasma }  40mgfd}

Triglycerides(serum or plasma ) 1,200 mg/di
None of the subistances at the concentralion lested interfered in the assay.
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