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Summary
During the time of the 07 07. 2004 to the 20.08.2004, 2 groups of patients were examined by
conventional Method and EIS system:
Group 1:
58 healthy subjects for estimate the body fat mass of percentage.
25 men and 33 women, age was range of 17 and 69 and the age average is 42
Group 2:
33 subjects with various diseases (or risk factors) or dysfunctions underwent rehabilitation
cure in the Marfino Scientific Medical Rehabilitation Center.
16 men and 17 women. Age was range of 42 and 71 and the age average being 47.

EIS (Electro Interstitial fluid) system provides in vivo data’s from interstitial fluid.
This clinical investigation was made for estimate the validity of the EIS system claims:
Claim 1: Statistical functional risks analysis
Claim 2: Estimate of the values of the ionogram
Claim 3: Calculation of the percentage of the fat mass
Results:
Claim 1
Concerning Claim 1 for the EIS System, it appears that in 33 patients of Group 2, the EIS
software indicates the main risk of the patient to 73% accuracy.
Claim 2
Concerning Claim 2 for the EIS System, it appears that in 33 patients of Group 2, the analysis
of the graphs shows a correlation between the EIS software calculation for the interstitial fluid
ionogram and the laboratory tests ionogram, with a standard deviation of < 10% according to
the difference of concentration between the plasma and the interstitial fluid (see the table of
correspondence), and the opposite direction between interstitial sodium and blood sodium
concentrations in some case (hyponatremia of dilution) . The interstitial sodium concentration
measurement provided more information about the hyponatremia (true or by dilution).

Hypothesis 2 is validated for the ionogram.

Claim 3
Concerning Claim 3 for the EIS System, it appears clearly that for the 58 patients of Group 1,
the EIS software gives results in conformity (standard deviations < to 5%) to the Avita BF 1
device.

Hypothesis 3 is validated.

Algorithms by inverse problems
The statistical EIS estimates of biochemical constants (atherogenic index, urea, creatinine,
glucose) provide a specificity of 82% and a sensitivity of 84 % (CI calculated at 95%). But
the results are only statistical estimates helpful in regulating target laboratory tests for subjects
not undergoing treatment.

The algorithms by inverse problems for statistical blood biochemical constants are validated
for the subjects not undergoing treatment.
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