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EXCEL Attachment #9

SUMMARY OF SAFETY AND EFFECTIVENESS
EZ? Sure™ OneStap Qvuiation Fredictor Home Test Kit

EZ¥Sury™ OneStep Qwvulation Prodictor Home Test Kit is Excel Scientific, Inc.'s name for OTC use of solld phase
immunoassay in vitro diagnastic test kit for the qualitative determination of Luteinizing Hormone (LH) in urine, EZ2¢ Sure™
OneStep Ovulalion Predictor Horme Test Ki is based on comparative dats with Conceive® OneStap Ovulation Predictor test,
a semi-quantitative test for the determination of LH currently being marketed by Quidel Corparation.

The EZvSure™ OneSep Owulation Prodictor Home Test Kit is a sandwich solld phase dye-conjugate non-enzyme
imrunoassay. As the speciman ia added o the reaction device, the gold-sol-antibody conjugate binds to the LH in the
specimen forming an antibody-uariigen complex, This complex binds to the anti-LH antibody in the positive reaction Zone and
produces a rose pink color band when LH concentration is present in the specimen. In the absenice of LH, there is no rose-
pink line in the poatve reaction zZone. The reaction vutlinues to flow through the absorbent device, pags the positive reaction
2o, producing a rose-pink color band, demonstrating that the reagents and device are functioning correctly. This working
principle can alxn he applied for the Conceive® Onestep Ovulation Predictiun Test,

The performance of £29 Sure™ OnaStsp Ovulation Predicior Home Tast KR is summaticod u3 fullows:

a it 1s capable 1o discern an LH cuncentration between 30 miU/mL and 30 miU/mL in the urine. When the LH
concentration in the unne 18230 miU/mL, it is indicative that LH sucge is in progress.

b. Itis not interfered by the presence of homologous hotmones (such as 1,000 miU/mL hFSH or 1,000 plU/mL TSH),
wwinmon drugs (such as acetaminophen, acetylsalicylic said, ascorhic, acid, atropine. caffeine or gentisic acld, each
at 20 mg/dL ), or ather substances (such as 2 g/dL giucose, | mg/dL hemoglobin, 20 mg/dL ampicillin, or 20 mg/dL
teracyciine) In the specimen,

c. Using this test kit, consumers (103 famale valunteers) were able to obtain results that were equivalent to those obtained
by trained laboratory lechnicians who employed another commorcially available one-step ovulation predictinn tast
(Concoive® by Quidel) and a quantitaive microfiter EIA LH assay (Medix) on the same patjent uilne specimens.

d No detectable intra- and inter-agsay variation betweer) replicates of the same reagent lots and between different
reagent lots using spiked urine pool or patient specimens with known LH roncentrations have been substantated.

¢ Ansighteen-manth shalf.life has been substantiated by the real-ime and accelerated stability testing of the sample

reagent.

The exact differences between the EZ%Surv™ OneStep Owufation Predictor Momu Tast Kit and Concelve® OneStep
Qvulation Prediction Test arc as follows:

Conceaive® OneStep EZ?Sure™ C;ﬁeStep Ovulation
Ovuiation Prediction Test Predictor Home Toat
SFEUIMEN VOLUME a‘wupa 4 dropa
REAGENT No Uquid Reagent No Liquid Reagent
INCUBATION 3 Minutes 5 Minutes
STEPS. 1"Step | 1 Step
SURGE CUTORF 2 30 mivu/mL 2 30 miU/mL ]

For any quastions pertaining 1o this $10(K) application, please cortact ;

Min-Lee Cheng.Ph.D.
Excel Sciontfic, Inc.

23071 E. La Palma Avenue
Yorba Linda, CA 92887
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