E. Record the last number and expiration date of the pregnancy test device on the daily clinical worksheet.
F. Store records for two years.

6. Method:
A. When performing more than one test, ensure that the test cassettes are labeled correctly. Use a new dropper for each sample/test.

B. Remove the Drop News-One-Step hCG-Pregnancy Rapid Test cassette from the foil pouch just before use and place it on a clean, dry, level surface.

C. Using one of the disposable pipettes supplied in the test kit, collect the sample and add 2-3 drops (40-60l) of urine to the round sample well on
the test cassette. The test cassette should not be handled or moved until the test is complete and ready for testing.

D. Wait 3-5 minutes and read. Some positive results may be seen sooner. Do not read results after 5 minutes.

7 Interpretation of Results :
A. Posilive Test : The appearance of any pink-to-purple line next to the letter “T" in the result window, along with a pink procedural control line next to the letter “C".

Although the intensity of the bands may vary with different specimens, the appearance of 2 distinct bands should be interpreted as a positive test.
Negative Test : The appearance of the pink procedural control line next to the letter “C" and no pink-to-purple line next to the letter “T" in 5 minutes.

during pregnanc pinis not normally detected in the urine of non-pregnant women. hCG is a hormone oduced by th ' g invalid Test : The test is invalid if a pink control line (C) is not visible at 5 minutes. If this happens, retest a new sample and a new test cassette. Document the
y. produced by the developing placenta invalid test result using a corrective action form. If a second test is invalid, contact the site coordinator and Drop News Technical Support (01792-230156).

In normal pregnancy, 25 miU/mil of hCG ma ' '
, ybe presentin the uri
Step hCG-Pregnancy Rapid Test will detect urine hCG. e

early as 2to 3 days before the first missed menstrual period, Drop News - One- L r—

appear along with a pink procedural control (C) line in the ‘ .
. r
procedural controlfine wil ppearinth result(wi)ndow. esult window. | If hCG is present at very low levels, or not present in the specimen, only a pink

2.  Specimen:
A.  Urine specimens should be collectedin a clean, dry container such as a urine collection cup

B. Specimens maybe collected at any fi normal
| ytime of the day. Firstmorning urine ies will '
C. Iinottested immediately, urine may be stored atroom temperature (1 5—36“?(‘:')) forupto8 houzzrmrs:in widon 256 i

3.  Materials:
A TestKit (Drop News — One-Step hCG-Pregnancy Rapid Test). Materials supplied with kit:

1. Testcassettes (50/100 units per pa ontaining amem : '
; "gibo % per package) ¢ ng amembrane coated with beta-hCG monoclonal antibody and conjugated alpha-hCG monoclonal L e : Rl
" s mpp . .
B. Mateﬁ?a?ssmesu plieed‘s w('g?atoo units per package). A.  Specimens containing as low as 25 miU/mL hCG will yield positive results when tested with Drop News-One-Step hCG-Pregnancy Rapid Test. In normal
1. Watch or clo c?( that LB pregnancy, hCG can be detected as early as 6 days following conception with concentrations doubling every 32 to 48 hours, peaking in excess of 100,000
2' Speci measures minutes. miU/mL in approximately ten to twelve weeks. For some patients, an hCG of 25 miU/mL can be detected as early as two to three days before expected menses.
-wpecimen collection containers. ] B. Healthy men and healthy non-pregnant women do not have detectable hCG in urine by this test.
4. f;\“t:g ':t"‘: f‘;:‘my: , | 9. Limitations of Procedure :
e 0 be stored at room temperature (4-30°C) o ' A . Thecontents of this kit are for use in the qualitative detection of hCG in urine.
carton. ( ) out of direct sunlight. Kit contents are stable until the expiration date printed on the outer box B. Testresults must always be evaluated with other data available to the clinician.
~ C. Inadditiontothe normal elevations of hCG produced in pregnancy, elevated values are also foundin disease states related and unrelated to pregnancy. Conditions such
9. Quality Control : as hCG-secreting neoplasms, hydatidiform mole, choriocarcinoma, testicular carcinoma, lung cancer, and diseases of the trophoblast are examples of this.
A. External Control D . Pathologic pregnancies cannot be differentiated from normal pregnancy by qualitative hCG measurements. Neither the quantitative value nor the rate ofincrease inhCG
st :ﬂ; ;r: trlns:d :g :;S:Ufe that the reagents are performing properly and that the analystis correctly performing the test proced ‘ can be determined by a qualitative test
y Ininterfering additives and are not recommended for usein Drop News —-One-Step hCG-Pr procedure. Some E . hCG levels may remain detectable for several weeks following delivery, abortion, natural termination, or hCG injections.
pALG-Fregnancy Rapid Test. F . Positive results from very early pregnancy may become negative later due to natural termination of pregnancy. Although this test is accurate-at de‘ermining early

g;
i : ols are to be performed on each new lot of test ki pregnancy, some false-positive results can occur.
3. Ifthe controls do not yield the expected results, the kit must be removed from st:rscizgjn dthe act ; ; G . Early pregnancy associated with a low level of hCG may show color development after the 6-7 minute procedure time. If a negative result is obtained but
log sheet. € action noted in the corrective action section of the QC pregnancy is suspected, hCG may be low or urine may be too dilute for detection. Another specimen should be collected after 48-72 hours and test. If waiting 48

hours is not medically advisable, the test result should be confirmed with a quantitative hCG test.

4. The responsibility for performance of ext
ernal control
§ must be rotated amon If urine specimens have a low specific gravity (i.e. are very dilute), they may not have representative levels of hCG. The test should be repeated using a first

g all staff performing testing. The designation of a specific individual to -

perform all QC activities in the clinic is not permited. :
morning urine sample.
B.  Procedural Control. Drop News-One-Ste i
. - -Une-Step hCG-Pregnancy Rapid Test provides several levels of i ‘
s of intern References :
?am; ::mzm :,,";e p:,,ﬁ"s',tf p‘;gc":::r;°gg:tm:s'.be documented for each sample tested. % Procadural conrols wit each tastrun. Fo 1. E.A. Lenton, LM. Neal, and Sulaiman. R. Fertil, Steril, Vol. 37 (1982), p773.
leoxi to occur and the correct procedural technique wz'ss::;gt m‘;ﬁ:‘ﬁd‘:&: not de.vzlmosph:.i: :::frg':;us:‘mc‘em sample fluid was added for capillary §; ﬁ w%gg: aﬂéjmaevg'&;q:g}% ed., p128, 1990,
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D. The Qqaﬁty Control Log Sheet should include:
1. Device name and manufacturer

g. E:tte package, or kit, opened

. Lot number and expiration date of pregnancy testing devi
g device

4. Lot number and expiration date of cach control reagent

5. Results of; = ™ -
2 PosiieCorr , Diagnocure’ (India)

b. Negative Control

.Procedural C g —
(cs. |nmsm'§mommmm quallty controltests. The site su Mfg. & Marketed by : Diagnocure (India)
basis. \ pervisor andlaboratory incharge must review and sign all QC forms on a quarterly # 2, F/F E. C., Chambaghat, Solan-173213 (H.P) INDIA

Customer Care No. : + 91-1792 230156
E-mail : info.diagnocureindia@gmail.com




