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Summary of Safety and Effectiveness

EZ?Sure OneStep Pregnancy Test

EZ9? Sure OneStep Pregnancy Tes!t is Excel Scientific, Inc.'s name for OTC use of solid phase migratory chromatography
immunoassay in vifro diagnostic test kit for the qualitative detection of human Chorionic Gonadotropin (hCG) in urine. EZ¢ Sure
OneStep Pregnancy Test is based on comparative data with BeSure OneStep immunocassay, an assay for human Chorionic

Gonadotropin currently being marketed.

The Principle of EZ% Sure OneStep Pregnancy Test is as follows:

1. Both the EZ9Sure OneStep Pregnancy Test and the BeSure OneStep Pregnancy Test are a sandwich solid phase dye-
conjugated non-enzyme immunoassay. When the specimen is added to the reaction device, the gold-sol-antibody
conjugate binds to the hCG molecules in the specimen forming an antibody-antigen complex. This complex binds to
the anti-hCG antibody immohbillized in the positive reaction zone in the viewing window and produces a purple-pink color
band when the hCG concentration is at or greater than 25 miU/mL. In the absence of detectable levels of hCG, there
is no purple-pink band in the positive reaction zone. The reaction mixture continues to flow through the absorbent
device, pass the positive reaction zone, producing a purple-pink color band in the control zone, demonstrating that the
reagents and the device are functioning correctly.

The Differences Between the £EZ? Sure OneStep Pregnancy Test and the BeSure OneStep Pregnancy Test are as follows :

BeSure OneStep EZ% Sure OneStep Early
Pregnmcy Test Progmncy Test
Specimen Volume 6 drops 4 drops of urine
Incubation 5 minutes S minutes
Reagent No No
Step one step one step
Cutoff 25 miU/mL 25 miu/mL
Urine Cup Yes Yes
2. For questions concerning the safety and effectiveness of the EZ9 Sure OneStep Pregnancy Test, please contact:

EZ.0996

Min-Lee Cheng, Ph.D.
23071 E. La Palma Avenue
Yorba Linda, CA 92887
Tel: (714) 692-7151
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Additional Data

*Commiiment lo Exoslience”
©erformance Characteristics
—__Acuracy :

A study was performed using a total 160 posifive and negative urine specimens. Theses specimens were assaysd with
EZ9 Sure OneStep Early Pregnancy Test and Syntron's BeSure test according to the packaging insert.

EZ% Sure OneStep Early Pregnancy Test
(Poslive) (Negative)
Syntron's BeSure (Posltive) 80 0
OneStep hCG Test (Negatve) 0 70
The above data do not include two specimens which were weakly reactive with both OneStep hCG and EZ%Sure
OneStep Early Pregnancy Tests. The reaclions of these specimens were considered to The accuracy study
was also performed by detarmining the qualitative recovery of known amounts of hCG added to Th# urine pool.
Concentraion of hCG in the Expected Observed
Urine Pool (miU/mL)
0 negative one band (negative)
20 negative one band (negatve),
25 posiive two bands (postiive)
100 positive two bands (positive)
450,000 positive two bands (positive)

—
The EZ%Sure OneStep Early Pregnancy Test can detect hCG in urine sample at concentration of 25 miU/mL or greater.
This sensilivity has been determined against the World Health Organization Third International Standard. In some cases,
samples containing less than 25 miU/mL of hCG can also test as poeitive.

Specificity :

Moncpeusal Urines ;

A study was conducted using urine specimens from 20 postmencpausal women. These specimens were chosen because
urine from postmenopausal women frequently interfere with pregnancy teeis due to cross reaciivity with other gonadotropin
hormones. All twenty urine specimens were negative when tested with the EZ9 Sure OneStep Early Pregnancy Test.

Potentially interfering substances were added to urine samples which had hCG levels of 0 and 25 miU/mL. in each case,
no Interference was observed when these spiked urine samples were tested with the EZ9Sure OneStep Early Pregnancy

Test.
Substance Concentraion in Urine
Acstaminophen 20 mg/di
Acetylesiicylc Acid 20 mg/di
Ampiclin 20 my/d
o Aacorblc Add 20 my/d
e Atrapine 20 mg/d
Caffeine 20 mg/di




“Commitment to Excallence” Gentisic Acid 20 mg/dl
Glucose 2,000 mg/dl ) .
Hemoglobin 1 mg/di
Human Serum Proteins 2,000 mg/di
Tetracycline 20 mg/dl
Uric Acid 10 mg/di

Homologous Hormones at the concentrations indicated below were found not to interfere with the EZ2 Sure OneStep Early
Pregnancy Test either:

Homologous Hormones Concentration in Urine Reference
hTSH 1,000 yiU/mL WHO 68/38
hLH 500 miU/mL WHO 2nd IRP HMG
hFSH 1,000 miU/mL WHO 2nd IRP HMG
Standardization :

The reference preparation and controls have been calibrated as follows :

1.0 miU/mL Excel = 1.0 mlU/mL 3rd I.S.

acision :

Intra-Assay : Within run precision was determined using 11 replicates of four specimens containing 0, 25, 100 and
450,000 mlU/mL hCG. The negative and positive values were correctly identified 100% of the time.

Inter-Assay : Between run precision was determined using the same four specimens of 0, 25, 100 and 450,000
miU/mL of hCG in 11 independent assays, and with three different lots of reaction devices over a two-month
period. Again, the negative and positive values were correctly identified 100% of the time.



