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Abstract (300 word limit)

The Chronodynamics Data Recorder (CDR-100) system is a dynamic
(time based) thermal differential detection system, which detects
abnormal circadian cellular temperature changes, including those
associated with breast cancer. Temperature measurements are
sequentially taken over time to determine incidences of elevated or
chaotic circadian readings indicative of tumor infusion.

The CDR-100 system consists of three major components: (1) Sensors
(2) Recording device (3) Analytics package. The sensors are embedded
in two conformable patches that are placed on the breasts. An
associated data transmission recorder gathers and transmits raw data
from sensors to Cyrcadia Health’s Cloud (see Image) via a mobile app,
where the data is then analyzed by Cyrcadia’s proprietary, predictive,
patented analytics software. Though the device may be used on a
general patient population as a monthly breast health screening
alternative, it is particularly useful for women with dense breast tissue.

Recent clinical trial findings indicate the capability of the CDR-100
system to detect breast abnormalities with pathology-confirmed
accuracy comparable to that of mammography. Clinical studies of the
third generation CDR-100 begin in May 2019. The CDR-100 is tissue
density independent, radiation-free, compression-free, non-invasive,
low cost, and is a proactive, preventative early risk indication screening
system.

In the U.S, there are many states that mandate physicians notify
patients when it is determined they have dense breasts. The FDA is
increasing its focus on women with dense breast tissue. The potential
diagnostic and prognostic implications for additional testing to detect
the presence or absence of breast cancer must be explained by the
physician. Apart from being a potentially excellent secondary diagnostic
modality for breast cancer detection, the CDR-100 system is the only
early detection modality that may provide a more comprehensive and
confident diagnosis for women with dense breasts. We believe this has
a definitive impact on the current healthcare system.
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