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Biosensor

Th e Hypoglycemia Symptoms Alarm is a device
worn on the wrist or ankle that sounds an audible
alarm and vibrates upon detecting the presence
of perspiration or a drop in skin temperature, two
common symptoms associated with hypoglycemia.

Hypoglycemia symptoms are unique to each person and this device

does not detect hypoglycemia, only 2 common symptoms.

o Cost effective — No ongoing costs

o Adjustable elastic strap

o Sleek, comfortable and ergonomic design
o Battery (CR2032) included

o Low battery warning

CORRELATION BETWEEN SKIN TEMPERATURE AND SKIN RESISTANCE WITH HYPOGLYCEMIA

The efficacy and credibility of associating skin temperature and skin resistance (the “symptoms”) with nocturnal hypoglycemia was investigated

in two separate controlled hospital studies in which hypoglycemia was induced to diabetic and nondiabetic subjects. One study at the Joslin
Clinic in Boston, Massachusetts, USA consisted of 11 subjects. The other study at the Barnes Hospital in St. Louis, Missouri, USA consisted of 30
subjects. Symptoms were recorded in 33 out of 42 induced hypoglycemia tests for a sensitivity of 79%.

One routine hospital study was conducted at the Barnes Hospital consisting of 19 diabetic subjects who stayed 1 to 3 nights at the hospital for a
total of 51 patient-nights of observation.

Two home studies were performed, one in St. Louis, Missouri, USA consisted of 23 participants ranging from 7 to 63 nights for a total of 782
testing nights. The other study in Miami, Florida, USA consisted of 11 participants over at least 35 nights for a total of 678 testing nights.

For the combined routine hospital and home studies, there were 83 instances in which symptoms were measured with hypoglycemia being
present and 107 instances in which symptoms were measured without hypoglycemia being present. That is, for every correct correlation between
symptoms and hypoglycemia there were 1.3 false correlations.

Summary of Safety & Effectiveness for Insulin Reaction Warning Aid [US Food & Drug Administration (FDA)]

Biosensor

The Medpage MP5 has been in use since 1996. During this time the MPS5 has helped
thousands of caregivers and families detect nocturnal convulsive seizures resulting from
excessive movement from a person in bed. The principle of operation is simple and reliable.
Detected seizures are notified via a radio signal to a pager with a range of up to 100
Metres. The MP5 is used by hospitals, care homes and families worldwide for the detection
of convulsive seizures and when used in accordance with the instructions for use will
provide a fast response to on-going seizures of the Tonic-Clonic (Grand Mal) type.

o Simple to use

o Control setting for motion sensitivity

o Low battery warning

o Comes with 2 wireless pagers

o Transmitter range: Up to 100 Metres Open Field

Detecting nocturnal convulsions: Efficacy of the MP5 monitor.

New York University Langone Medical Center, Comprehensive Epilepsy Center, 403 East 34th Street, Rivergate 4th Floor, New York, NY 10016,
United States.

Although the cause of sudden unexplained death in epilepsy patients (SUDEP) is unknown, evidence implicates respiratory compromise. Most
cases occur while the patient is in bed and unsupervised. We investigated the efficacy of the Medpage bed seizure monitor to detect generalized
tonic-clonic seizures. Patients with a history of tonic-clonic seizures were enrolled on a video-EEG unit. The MP5 device was placed between
the mattress and bed base between midnight and 8:00 a.m. 64 subjects were enrolled (1528h). Five of eight tonic-clonic seizures were detected.
There were 269 false positive alarms (146h with false positive alarms). The sensitivity and specificity of the alarm were 62.5% and 90.4%,
respectively. The negative predictive value of 99.8% illustrates the potential for this device to provide additional security for patients with tonic-
clonic seizures, however individual calibration would likely be necessary to improve the positive predictive value of 3.3%, which requires further
validation.
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