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Summary of Clinical Investigations ES Teck Complex system

EIS System in adjunct to Treatments’ monitoring and to diagnosis with the
conventional methods

Dr. V. G. Alexeev, Dr. L. V. Kuznekova, Dr E.A. Markelova . Botkin Hospital Moscow
September 25, 2009
Abstract
Clinical investigations were conducted at the S.P. Botkin Hospital from May 20, 2006, to
September 1, 2006, in order to evaluate the Bioimpedance parameters provide from a device
named Electro Interstitial Scan (E.I.S), we performed drug administration studies.
Two hundred fifteen (215) test subjects (Age 54 + 16) were recorded with the EIS System.
These patients presented affections diagnosed by conventional examinations (hypothyroidism,
hypertension, atherosclerosis or thrombosis risk, and Major depression) and were undergoing no
treatment.
The treatments corresponding to the diseases were decided by the conventional examinations
results, and a follow-up being undertaken on one hand with the EIS System and on the other
hand by conventional methods.

Hypothesis
1. Could the drugs ‘administration affect the Bioimpedance parameters estimated from the
3 measured parameters of the EIS system and therefore the EIS can be used in adjunct in
treatments’ follow up?
2. Could the EIS parameters be used in diagnosis of the diagnosed affections?
The hypothesis 1 was validated according to the raw data analysis:
Thyroid treatment monitoring
The findings show that SDC 11/12 and TSH has a significant negative correlation to each other
(r = -0.975, p = 0.005). It shows that, SDC 11/12 shares approximately 95.1% (that is (-
0.975)2x100% or 0.951x100%) of its variability with TSH. Thus, a high value of SDC 11/12
corresponds to low TSH or low value of SDC 11/12 corresponds to high TSH.
The findings show that EPA-SPA11/12 and TSH has a significant positive correlation to each
other (r = 0.926, p = 0.024). It shows that, EPA-SPA11/12 shares approximately 85.7% (that is
(0.926)2x100% or 0.857x100%) of its variability with TSH. Thus, a high value of EPA-
SPA11/12 corresponds to high TSH or low value of EPA-SPA 11/12 corresponds to low TSH.
Beta blockers treatment monitoring
The findings show that SDC 2/4/15/17 and Diastolic Pressure has a significant positive
correlation to each other
(r = 0.975, p = 0.005). It shows that, SDC 2/4/15/17shares approximately 95.1% (that is
(0.975)2x100% or 0.951x100%) of its variability with Diastolic Pressure. Thus, a high value of
SDC 2/4/15/17 corresponds to high Diastolic Pressure or low value of SDC 2/4/15/17
corresponds to low Diastolic Pressure.
The findings show that ESGHF/VLF and Diastolic Pressure has a significant positive correlation
to each other
(r = 0.977, p = 0.004). It shows that, ESGHF/VLF shares approximately 95.4% (that is
(0.977)2x100% or 0.954x100%) of its variability with Diastolic Pressure. Thus, a high value of
ESGHF/VLF corresponds to high Diastolic Pressure or low value of ESGHF/VLF corresponds to
low Diastolic Pressure.
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ACE inhibitors treatment monitoring
The findings show that EPA-SPA6/8/19/21 and Diastolic Pressure has a significant negative
correlation to each other (r = -0.892, p = 0.042). It shows that, EPA-SPA6/8/1921/ shares
approximately 79.6% (that is (-0.892)2x100% or 0.796x100%) of its variability with Diastolic
Pressure.
Anticoagulant treatment monitoring
The findings show that SDC 6/13/19 and PI (Prothrombin Index) has a significant positive
correlation to each other
(r = 0.998, p < 0.001).
The findings show that EPA-SPA 6/13/19 and PI (Prothrombin Index) has a significant positive
correlation to each other (r = 0.961, p = 0.009).
The findings indicate that ESG HF/VLF and PI (Prothrombin Index) has a significant positive
correlation to each other (r = 0.994, p = 0.001).
SSRI treatment monitoring
The findings indicate that there were a significant positive correlations between SDC 9/10 and
the treatment Response at D+30 (rho = 0.484, p < 0.001) and D+45and D+60 (rho= 0.557, p <
0.001).
The findings indicate that there were a significant positive correlations between EPA-SPA 9/10
and the treatment Response at D+45 (rho = 0.709, p < 0.001) and D+60 (rho= 0.804, p < 0.001).

2. Could the EIS parameters be used in diagnosis of the affections diagnosed?
The hypothesis 2 was NOT validated according to the raw data analysis:
Only the following correlations had been showed:

The Hypertension group 2A data shows the significant positive correlation between EPA-
SPA and Diastolic pressure before the treatment (D).

The major depression group 4 data shows the significant positive correlations between
SDC 9/10 and the treatment response (R) for D+ 30 and it also provide evidence of significant
positive correlation between ESG HF/VLF and the treatment response (R) for D+45 and D+60
measurements.

New Approach of Bioimpedance technology concerning
Attention Deficit/Hyperactivity Disorder (ADHD) in Children

Dr Frederique Caudal (France) , Pr Andrew Stoll USA (Statistical Analysis of the Pre study and
power and sample size), Minimax Consulting USA (Statistical analysis of the raw data).
Abstract
Clinical trials were conducted at the office of Dr. Frederique Caudal, paediatrician and specialist
in Attention-Deficit/Hyperactivity Disorder (ADHD) in children.
Symptoms of this disorder are related, in the current literature, to a low level of cerebral
neurotransmitters.
The diagnosis of ADHD children is almost symptomatic, which leads to the dramatic possibility
of error and treatment (Ritalin®, or SSRI or catecholamine’s) with medications associated with
numerous side effects in particular for the age of the population.
For this reason, a new, measurable, and therefore objective marker was proposed using the
Electro Interstitial Scanner (EIS) Bioimpedance measurement device, in adjunct to the
conventional diagnoses and treatment monitoring of the ADHD children.
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From 10.04.2006 to 05.16.2007, data from 59 children (age 12 + 5) presenting ADHD diagnostic
and not undergoing treatment were recorded with the EIS System. This database was compared
with another control group database (age 14 + 6) of non-hyperactive children also recorded with
the same EIS System.

Hypothesis tested
The hypothesis tested was:

 Can the EIS device with reference to its ESG (Electro Scan Gram) graph be used as a marker
for ADHD children and therefore as adjunct to the conventional diagnosis of ADHD
children?

This hypothesis was validated by statistical analysis.
Independent Sample T-test
In order to determine the differences between ADHD and the control group in the values of
v9/v10, v2/v4/v15/v17 and v1/v3/v16/v18 comparison of means via independent samples t-test
was conducted. Table 1.1 presented the t-test results for v9/v10 scores at ADHD and the control
group. It shows the number of cases per group used in the analysis, the means, the standard
deviation, degrees of freedom, t value and the significance of the test (p-value). The findings in
Table 1.1 indicate that the mean of v9/v10 at ADHD (M=78.38) was significantly (p<0.001)
higher than the mean of v9/v10 at the control group (M=21.75). Thus, the score of v9/v10 at
ADHD was expected to be higher than the scores of v9v10 at control group.
Table 1.1
Independent Sample T-test for v9/v10 between ADHD and Control

N
Mean

Std.
Deviation

DF T P-value

ADHD 104 78.38 30.062
224 19.309 0.000

Control 122 21.75 11.166

Table 1.2 shows the t-test results for v2/v4/v15/v17 between ADHD and the control
group. Accordingly, the mean of v2/v4/v15/v17 at ADHD (M=52.96) was significantly
(p=0.003) higher than the mean of v2/v4/v15/v17 at the control group (M=47.96). Thus, the
score of v2/v4/v15/v17 at ADHD was expected to be higher than the scores of v2/v4/v15/v17 at
the control group.

Table 1.2
Independent Sample T-test for v2/v4/v15/v17between ADHD and Control

N
Mean

Std.
Deviation

DF T P-value

ADHD 208 52.96 19.981
450 3.031 0.003

Control 244 47.96 47.96

T-test results for v2/v4/v15/v17 between ADHD and the control group were presented in
Table 1.3. the findings shows that the mean of v1/v3/v16/v18 at ADHD (M=30.34) was
significantly (p<0.001) higher than the mean of v1/v3/v16/v18 at the control group (M=16.75).
Thus, the score of v1/v3/v16/v18at ADHD was expected to be higher than the scores of
v1/v3/v16/v18 at the control group.
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Table 1.3

Independent Sample T-test for v1/v3/v16/v18between ADHD and Control
N

Mean
Std.

Deviation
DF T P-value

ADHD 208 30.34 1.016
450 12.931 0.000

Control 244 16.57 0.481

Sensibility and specificity:
Based upon the statistical data analysis, ADHD was correctly predicted at 69% in the group
ADHD, and no ADHD was correctly predicted at 89% in the group no ADHD.

Comparing the Accuracy of the Electro Interstitial Scan-Body Composition (EIS-BC)
Device between a BC Module and a Valid Assessment of BC and between an EIS Module

and a Standard Assessment of Heart Rate Variability

John E. Lewis, Angelica B. Melillo, Evan Long, Yaima Alonso, Elizabeth Ko, Soyona Rafatjah,
Janet Konefal, and Judi M. Woolger
Department of Psychiatry and Behavioral Sciences and Department of Medicine University of
Miami Miller School of Medicine, Miami, FL 33136

Abstract
The Electro Interstitial Scan-Body Composition (EIS-BC) device consists of two

modules: (1) the BC module and (2) the EIS module. The objective of this study was to
compare the BC module to a standardized, valid assessment of BC and to compare the EIS
module to a standardized assessment of heart rate variability (HRV). Fifty subjects between 20
and 62 years of age were assessed for body composition by the BC module (total body water, fat-
free mass, and fat mass) on one hand and dual x-ray absorptiometry (DXA; total fat mass and
fat-free mass). On the second hand, spectrum analysis of the EIS module and HRV as measured
by a standard HRV device (ES Teck PEMS) to estimate sympathetic nervous system activity
were assessed. Height, weight, blood pressure (BP), and pulse were also measured. The results
of the study indicated that the correlation between DXA and EIS-BC body fat percent
measurements was very high (r=.92, p < 0.001). The correlation between the EIS spectrum
analysis and HRV variables was also very high (r=.76, p < 0.001), suggesting that the high
conductivity ratio has predictive capability on the sympathetic nervous system activity. The
results of the study suggest that the EIS-BC device has a significant level of reliability in
estimating body composition and sympathetic nervous system activity.
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Bioelectrical impedance analysis EIS –BC* versus Quantum II RJL** and comparison
measurements results and predictive equations used for the 2 devices.

Dr. V. G. Alexeev, Dr. L. V. Kuznetsova. Botkin Hospital Moscow July, 26 2009
Abstract
Raw Data BC (N=65)

In order to compare the measurements of R, Xc, TWB, FFM and EWC between RJL and
EIS-BC paired sample t-test was performed. This test is appropriate when the objective is to
compare whether two scores that are taken from the same sample are significantly different.
Table 3.3 shows the results of the paired sample t-test for RJL and EIS-BC data, it shows the
compared means of each study variables, standard deviation, t-value and the significant value of
the test (p-value).

Findings from the paired samples t tests in Table 1 were as follows:
o The mean of R at RJL (M=508.80) and the mean of R at EIS-BC

(M=509.02) do not significantly differ. Thus, the scores of R at RJL and R
at EIS-BC were statistically equal.

o The mean of Xc at RJL (M=66.23) was significantly higher (p<0.001) than
the mean of Xc at EIS-BC (M=62.92). Thus, the scores of Xc at RJL were
expected to be higher than the scores of Xc at EIS-BC.

o The mean of TWB at RJL (M=40.80) was significantly (p<0.001) higher
than the mean of TWB at EIS-BC (M=30.72). Thus, the scores of TWB at
RJL were expected to be higher than the scores of TWB at EIS-BC.

o The mean of FFM at RJL (M=52.26) was significantly (p<0.001) higher
than the mean of FFM at EIS-BC (M=49.59). Thus, the scores of FFM at
RJL were expected to be higher than the scores of FFM at EIS-BC.

o The mean of EWC at RJL (M=40.80) was significantly (p<0.001) higher
than the mean of EWC at EIS-BC (M=30.72). Thus, the scores of EWC at
RJL were expected to be higher than the scores of EWC at EIS-BC.

Table 1

Paired Samples T-Test for RJL and EIS-BC data
Mean SD T P-value

RJL R 508.8000 71.71868
-0.445 0.658

EIS-BC R 509.0154 71.58616
RJL Xc 66.2308 11.26495

19.170 0.000
EIS-BC Xc 62.9231 10.70238
RJL TWB 40.8046 9.63366

25.643 0.000
EIS-BC TWB 30.7185 7.44830
RJL FFM 52.2569 10.96801

7.634 0.000
EIS-BC FFM 49.5923 10.27891
RJL EWC 16.9769 3.32936

14.279 0.000
EIS-BC EWC 15.5815 2.93991

In Conclusion:
Test under raw data BC shows that the scores of Xc, TWB, FFM and EWC for the data

RJL were significantly higher than the scores of Xc, TWB, FFM and EWC for the data EIS-BC.
Whereas, it also shows that the scores of R for both RJL and EIS-BC data do not show
significant difference.
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Assessment of Vasoactive Agents and Vascular Aging by the Second Derivative of
Photoplethysmogram Waveform

Hypertension: Volume 32(2) August 1998pp 365-370
Takazawa, Kenji; Tanaka, Nobuhiro; Fujita, Masami; Matsuoka, Osamu; Saiki, Tokuyu;
Aikawa, Masaru; Tamura, Sinobu; Ibukiyama, Chiharu
Received January 24, 1998; first decision February 8, 1998; revision accepted April 7, 1998.
From The Second Department of Internal Medicine, Tokyo Medical College, Tokyo, Japan.

Abstract
To evaluate the clinical application of the second derivative of the fingertip photoplethysmogram
waveform, we performed drug administration studies (study 1) and epidemiological studies
(study 2). In study 1, ascending aortic pressure was recorded simultaneously with the fingertip
photoplethysmogram and its second derivative in 39 patients with a mean +/- SD age of 54 +/-
11 years. The augmentation index was defined as the ratio of the height of the late systolic peak
to that of the early systolic peak in the pulse. The second derivative consists of an a, b, c, and d
wave in systole and an e wave in diastole. Ascending aortic pressure increased after injection of
2.5 [micro sign]g angiotensin from 126/74 to 160/91 mm Hg and decreased after 0.3 mg
sublingual nitroglycerin to 111/73 mm Hg. The d/a, the ratio of the height of the d wave to that
of the a wave, decreased after angiotensin from -0.40 +/- 0.13 to -0.62 +/- 0.19 and increased
after nitroglycerin to -0.25 +/- 0.12 (P<0.001 and P<0.001, respectively). The negative d/a
increased with increases in plethysmographic and ascending aortic augmentation indices (r=0.79,
P<0.001, and r=0.80, P<0.001, respectively). The negative d/a reflects the late systolic pressure
augmentation in the ascending aorta and may be useful for noninvasive evaluation of the effects
of vasoactive agents. In study 2, the second derivative of the plethysmogram waveform was
measured in a total of 600 subjects (50 men and 50 women in each decade from the 3rd to the
8th) in our health assessment center. The b/a ratio increased with age, and c/a, d/a, and e/a ratios
decreased with age. Thus, the second derivative aging index was defined as b-c-d-e/a. The
second derivative wave aging index (y) increased with age (x) (r=0.80, P<0.001, y=0.023x-
1.515). The second derivative aging index was higher in 126 subjects with any history of
diabetes mellitus, hypertension, hypercholesterolemia, and ischemic heart disease than in age-
matched subjects without such a history (-0.06 +/- 0.36 versus -0.22 +/- 0.41, P<0.01). Women
had a higher aging index than men (P<0.01). The b-c-d-e/a ratio may be useful for evaluation of
vascular aging and for screening of arteriosclerotic disease. (Hypertension. 1998;32:365-370.)
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Bioimpedance /Chronoamperometry in adjunct to screen the prostate cancer
with PSA.

Schiavon de Abreu D.
Limeira - SP Brazil

Sponsor
LD Technology LLC

Site of Investigation
Lab Tests:
Labclin Laboratorio de Análises Clínicas
Rua 7 de Setembro, 986
Limeira SP CEP 13480-000 Brazil

Biopsy:
CEAP - CENTRO Especializado em Anatomia Patológica
R. Loefgreen, 625 Vila Clementino - São Paulo
CEP 01040-030 Brazil

Biopsy Analysis
LapMed Anatomia Patológica e Citopatologia
Rua Boa Morte 922 Sala 71
Centro - Limeira SP - Brazil
CEP 13480-182 Brazil

Protocol approved by Brazilian authorities:

Ethics committee: Pesquisa CONEP April, 14 2010 number 125/10

Abstract:

Background: 300 Men were examined for signs and symptoms of prostate disorders. Patients
with digital rectal examinations (DRE) indicating positive results were presented for a prostate-
specific antigen (PSA) test. A biopsy was advised for 103 of these.
Methods: Only 50 patients reached the last step on the study.
Before undergoing biopsy, an examination with the EPS ™ (Electro Prostate Screening) system
using bioimpedance and chronoamperometry techniques was performed. Men aged from 49 to
90 years old having an average age of 65 years were included in this study. The EPS ™ system
uses a direct current (DC) and provides the electrical conductivity and dispersion of 11 pathways
of the human body (each of these are recorded twice from anode to cathode, and then, from
cathode to anode) between 6 large planar electrodes placed on the palms of the hands, soles of
the feet and disposable electrodes are placed on right and left forehead.
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In reference to the biopsy results (negative or positive), a statistical analysis of the EPS ™ data
and PSA was conducted using Roc curves to determine the specificity and sensitivity of each
test.
Results: As shown in the results of this investigation for the detection of prostate cancer:
1. The PSA value has a sensitivity of 70.8 % and specificity of 51.9 % with a cut off value > 4

and a sensitivity of 50 % and specificity of 81.5 % with a cutoff value >= 5.7 and p= 0.01.
2. The delta of the electrical conductivity (DE) of the pathway left foot / right foot has a

sensitivity of 62.5 % and specificity of 85.2% with a cutoff value <=- 5 and p=0.0001.
3. The algorithms (ALL= PSA*DE) comprise the delta of electrical conductivity and PSA

value have a sensibility of 91.5 % , and a specificity of 59.3 % with a cut off value
< = -10.52 and p =0.0003

Conclusion: Using the PSA reference at least 4.1 ng/ml, the adjunct of the EPS ™ system, using
bioimpedance and chronoamperometry technologies, to the PSA test could be raised the
sensibility from 70.8% to 91.5 % and the specificity from 50% to 85.2 % in prostate cancer
screening .

Key words: Prostate cancer screening- Bioimpedance-delta of conductivity - EPS ™ system

Comparing the E.S Oxi versus the thoracic impedance ( BioZ) for the measurement of the
cardiac output

John E. Lewis, Angelica B. Melillo, Evan Long, Yaima Alonso, Elizabeth Ko, Soyona Rafatjah,
Janet Konefal, and Judi M. Woolger
Department of Psychiatry and Behavioral Sciences and Department of Medicine University of
Miami Miller School of Medicine, Miami, FL 33136

50 patients from 18 to 78 years old were undergoing in simultaneous measurement of the
thoracic impedance (gold standard) and E.S Oxi.
150 measurements of cardiac output had been performed with the 2 different devices.
Results:

Correlation

Variable Y BioZ (Log)

Variable X ESO (Log)

Sample size 151

Correlation coefficient r 0.8225

Significance level P<0.0001

95% Confidence interval for r 0.7631 to 0.8682
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Regression

Dependent Y BioZ

Independent X ESO

Sample size 151

Coefficient of determination R
2

0.7027

Residual standard deviation 0.7209

Regression Equation

y = 0.1742 + 0.9584 x

Parameter Coefficient Std. Error 95% CI t P

Intercept 0.1742 0.3202 -0.4585 to 0.8069 0.5440 0.5872

Slope 0.9584 0.05108 0.8575 to 1.0594 18.7652 <0.0001

Analysis of Variance

Source DF Sum of Squares Mean Square

Regression 1 183.0002 183.0002

Residual 149 77.4341 0.5197

F-ratio 352.1320

Significance level P<0.001

The measurements of the Thoracic impedance BioZ and E.S Oxi have a strong
correlation (coefficient of correlation r=0.82, coefficient of determination R2= 0.70 and p
< 0.0001) and therefore the E.S Oxi is validated for the cardiac output measurement.


