OOVA

Oova: A two-in-one at-home test for measuring
Luteinizing Hormone and Progesterone.

Several studies were conducted to assess the performance of the Oova urine device for the quantitative
measurement of Luteinizing Hormone (LH) and Pregnanediol-3 (PdG) in urine. Urine is collected in both
midstream and dip test format and results are conveyed via lateral flow immunoassay, like a pregnancy
test. The results are subsequently interpreted in real-time using a machine learning empowered
smartphone application. The disposable tests do not require special storage and are tested in layperson
use.

Our research found that urine collected and tested using the Oova device provides accurate LH and PAG
results when compared with commercial lab analysis. Device precision studies showed that Oova
performs consistently when used by multiple professionals and using multiple manufacturing lots of
devices. Study technicians found that Oova was easy to use and interpret. Practitioners strongly
preferred the Oova device over other hormone measuring products including over the counter (OTC)
tests and in some instances, it was clear that Oova had the potential to replace conventional lab work
for hormone trend monitoring.

Oova is registered with the FDA. Future studies will assess the performance of testing other analytes.
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Results

Per CLSI guidelines, results from spiked urine samples with known hormone concentrations were
compared on the Oova platform and an industry-standard benchtop reader for urinalysis (AXXIN AX-
2X-S reader device).

The Oova reader's most difficult challenge is compensating for various lighting conditions, that cannot
be controlled due to inherent variations in the end user’s environment. Oova's solution has integrated an
algorithm that leverages a combination of matching learning and rule-based image processing
techniques to account for the aberrations to obtain consistent, repeatable results.
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The linear regression results show a slope close to 1.00 and a minimal intercept, with a high correlation
coefficient (Figure 1). The 95% confidence interval for the slope estimate contains the value 1.00,
supporting the conclusion that there is no difference between the methods. The results of the analysis
confirm that the Oova reader is as accurate as the countertop device (Table 1).

Analysis Methods Results

Precision Two levels, each run-in duplicate, two runs | R2 = 0.9944 showing almost perfect correlation between
per day for 20 days Oova's smartphone diagnostic and industry standard.

Lot-to-Lot Variation Four levels of samples (negative, low, | No significant variation between lots at low/medium/high

medium, and high) were assayed across | LH and PdG concentration levels was observed.
three lots

Limit of Blank Highest value returned when no analyteis | No significant difference was observed across all lots.
present

Limit of Detection Lowest analyte concentration at which | No significant difference was observed across all lots (LH =
detection is feasible 2.4 mlU/mL, PAG = 0.76 ug/mlL).

Il elilelpliliteleidlelsMl Upper limit of quantification at which | No signal saturation was detected, indicating accuracy at
detection is reliable or accurate high concentrations (LH = 100 mIU/L, PdG =10 ug/ml).

Discussion

Verification studies were conducted to demonstrate and document that the performance of the Oova
test meets product and design specifications for the detection of LH and PdG in urine samples. All results
from the Oova reader were compared to the gold standard AXXIN reader and further calibrated as
required. Three independent lots were manufactured and compared to confirm reproducibility and
consistency. The Oova system detected the respective analytes and blanks like the AXXIN reader. The
results from the verification studies provide sufficient information to utilize the Oova test in a clinical
setting to accurately measure and monitor both LH and PdG.

Qova, Inc. 335 Madison Avenue, New York, NY 10017 | oova.life 2



