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0. Name and address of the Sponsor-Investigator:
The sponsor-investigator for this application is:

Andrew L. Stoll, M.D.
Director, Psychopharmacology Research Laboratory, McLean Hospital
Associate Professor of Psychiatry, Harvard Medical School
McLean Hospital, 115 Mill St, Belmont MA 02478 USA
Tel: 617-855-2459, Fax: 617-855-3752
e-mail: astoll@mclean.harvard.edu

1. Name and address of EIS manufacturer:
LD Technology, Inc.
4000 Ponce de Leon Suite 470
Coral Gables , FL USA 33146
Contact person: Albert Maarek, M.D.
Tel: 305-777-0336, Fax: 305-777-0449

2. Report of Prior Investigations:
2.1 Overview

This IDE application proposes to examine a novel bioelectric
impedance diagnostic device. The name of the device is the “Electro Interstitial
Scan” or EIS. The purpose of this investigation is to examine whether the EIS
can distinguish patients with mood disorders from non-ill control subjects, and
whether this technique can differentiate the patients with unipolar major
depression from those with bipolar disorder.

2.2 Background of the device
2.2.1 Introduction:

Bioelectric impedance measurements (BIM) represents a wide range of
old and new non-invasive technologies and methods where a very small
electric current is applied to the body via one or more surface electrode and
the resultant electricity pulse passing through the body is detected at other
surface electrodes placed elsewhere on the body (see Fig. 1, below). A
drop in voltage occurs as the current encounters impedance or resistance
inherent in the fluids and tissues it passes through as it courses through the
various physiological “compartments” of the body.1-3 These compartments
include the bloodstream, the intracellular space, the lymphatic system, the
interstitial space, and others.4, 5 This drop in voltage provides indirect
information about the physical and chemical properties of the
compartment(s) that the current passed through.
Technically, the term “impedance” refers to A.C. forms of electricity and the
term “resistance” refers to D.C. However, for the purposes of this
application, the terms will be considered synonymous and used
interchangeably.


