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Profits from the FDA-cleared application of the Ovulona™ will 
support the introduction of the next applications



It tracks folliculogenesis in vivo (FIV™)

What does Ovulona™ do?

Ovulona™ Personal Fertility Smart Sensor
Photo of rapid prototyping model

Folliculogenesis is central to women’s health, 
well-being, 
and lifestyle

Presenter
Presentation Notes
Women and their health care providers will be offered a new healthcare tool with unprecedented diagnostic capabilities and user friendliness. The Ovulona™ predicts and then detects ovulation through an innocuous biophysical (electrochemical) measurement in the vagina as a way of defining the "fertile window" that is objective, precise, minimally intrusive, and instrument-based. 
The Ovulona is intended for use at home by any woman of childbearing age.  …  the Ovulona sensor is in resonance with the electrochemical properties of the exocervix/posterior fornix tissues that yield the diagnostically useful signal-versus-time graph (tissue admittance versus day of cycle). 
We focus on the signal-versus-time pattern rather than on a visual image of an anatomical component of the studied system. Our optimization of the admittance measurement suppresses the faradaic and bulk conductivity components of the admittance, to make it dependent on the capacitive component.




What Is Folliculogenesis?
The biological foundation of a woman’s well-being.



For birth control,For birth control,
avoid insemination avoid insemination 
during these 3 daysduring these 3 days

WhatWhat
FIVFIV™™

does fordoes for
womenwomen
and forand for
familyfamily
planningplanning

Detecting the 3-day 
fertile window for 
getting pregnant

Presenter
Presentation Notes
The multitude of repeatable measurable features of the cyclic pattern makes it possible to determine the boundaries of the fertile window for every individual cycle (rather than having to rely on some assumption of unchanged timing of these events from cycle to cycle in the manner of the methods of prior art). 
Nota bene, note well:
This is why our technology can be used for birth control whereas the prior art technologies cannot.  
(The older techniques do NOT have a multitude of measurable features in their cyclic profiles, and CANNOT therefore determine the boundaries of the fertile window.)



Different peak sizes show the different 
speed of maturation of the egg in 

different menstrual cycles
(maturation of dominant follicle)

Ovulation is detected as 
estrogen dominance switches to 

progesterone dominance 

This is the ovarian 
“I am ready” signal

These are follicular waves These are follicular waves 
preparing for the next cycle. preparing for the next cycle. 
They relate to how fast the woman They relate to how fast the woman 
approaches menopause.approaches menopause.
They disappear upon conception.They disappear upon conception.

Unprecedented 
wealth of 

information 
inherent in the  

signature FIV™ 
cyclic profile

Presenter
Presentation Notes
The cyclic pattern exhibits a number of well defined peaks and troughs: … the first post-menstruation minimum (or trough, nadir) occurring typically on day 6, 7, or 8. The signal then rises to a maximum (long-term predictive peak), the highest level of the cycle. Over the next several days, the readings fall toward the minimum before the short-term predictive peak. 
Thus, in the recorded 30 days long cycle, the long-term predictive peak is 8 days wide. It is followed by the usually narrow short-term predictive peak, which falls off directly into the trough of the ovulation marker, the lowest reading of the cycle. 
We have found the ovulation-marker minimum to correlate with urinary LH and FSH peaks, and we view the marker to be an effect of the steroid hormone switch that occurs at ovulation (estrogen to progesterone). Note that the corresponding basal body temperature (BBT) curve rises, to the post-ovulatory high level, after the ovulation marker. This indicates, to the extent that the BBT can be relied on, that ovulation had, indeed, occurred. The planned sonographic (ultrasound) investigations will confirm this correlation with a better accuracy. 
Note that Dr. Benedetto carefully selected baseline subjects for the trial. 
Even in these baseline subjects, the classical BBT “biphasic profile” is very unreliable, as is highlighted by the red question marks. The belated rise of the BBT3 curve (of the 27 years old subject) is clearly noticeable and symptomatic of the uncertainty inherent in the basal body temperature measurements.




Technology Overview

• Disruptive technology –
FOLLICULOGENESIS IN  VIVO™

• Designed to improve quality and reduce costs of
women’s  reproductive and general health - from 
adolescence to menopause: 

- Help women to conceive
- Help plan baby’s gender
- Built-in detection of pregnancy and

Early Pregnancy Loss
- Forecast Expected Date of Delivery      
- Help with natural birth control
- Help manage other conditions such as:     

 menstrual cramps 
 PMS 
 menopause 
 screen for cervical cancer, STDs



Transformational Technology

• Unprecedented accuracy 
• Clear diagnostic indications – no guessing
• Easy to use
• Automatically detects & monitors pregnancy, computes Expected Delivery Date
• Automatically screens for cervical cancer, STDs
• Requires no chemical work, no graphing, no interpretation of data by the user
• Provides folliculogenesis profile history data to healthcare system

MOSTLYMOSTLY
BOYS BOYS 
BORNBORN
77%77%

MOSTLY MOSTLY 
GIRLS GIRLS 
BORNBORN
69%69%



Absence of the peaks 
anticipates failure to 

ovulate. 
Ovulona anticipates LPD = 

Luteal Phase Defect, which often 
causes failure to conceive by 

healthy womenOvulona’s 
diagnostic 

power will save 
healthcare costs 

This 
cannot be matched 
by ovulation kits 
or by any other 

such product



Ovulation prediction products

Presenter
Presentation Notes
From upper left: A digital thermometer; an inexpensive microscope for assessment of the appearance of saliva; the Cue Fertility Monitor from Zetek, with two probes, one for the vagina and the other for the mouth. From upper right: an LH kit with sample of colors between which the user must decide; and the Clearblue Fertility Monitor that performs the color assessment electronically.




Comparison of technologies  
in the trying-to-conceive self-help market 

This is Ovulona monitor’s first application, FDA-ready for market 

Characteristics Ovulona™
BBT

Thermo 
meters

LH kits
urine chemistry

Saliva 
magnifying 

glasses

Body fluid
Conductivity

Accuracy High Low Low Low Low

Reliability High Low Low Low Low

Immediacy of results Yes Yes No Yes No

Convenience of use Yes No No Yes No

Low cost of ownership Yes Yes No Yes Yes

Information content High Low Low Low Low

Can be used for birth control? Yes No No No No

Can be used to preselect baby’s sex? Yes No No No No

Can it do built-in pregnancy check? Yes No No No No

Can it compute date of delivery? Yes No No No No

Folliculogenesis profile for healthcare? Yes No No No No

Multi-purpose long-term use? Yes No No No No

The Ovulona provides 
the most  value,       
the most quality          
per dollar spent

Presenter
Presentation Notes
Will not dwell on this, merely observe we have significant competitive advantages as compared to other conception aid products – accuracy and ease of use.
Also, we diagnostic capabilities not currently available for broader health management purposes. 
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