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Section 5 - 510(k) Summary

The following is the 5 10O(K) summary in accordance with 2 1CFR807.87(h)

SUBMITTER INFORMATION

Company Name: Life Measurement, Inc.

Establishment Registration Number: 3003873943

Company Address: 1850 Bates Avenue
Concord, CA 94520

Company Phone: (925) 676-6002

Company Facsimile: (925) 676-6005

Contact Person: Michael Sullivan
Vice President of Operations

DEVICE IDENTIFICATION

Device Trade Name: Sonamet Body Composition Analyzer
Note: The trade name for the original Sonamet Body Composition
analyzer is currently the "HOD POD". This will remain unchanged.

Device Generic Name: Body Composition Analyzer

Device Classification: Classification code: 21 CFR 870.2770
Code MNW

Classification Panel Cardiovascular
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IDENTIFICATION OF PREDICATE DEVICES

The Sonamet Body Composition System is substantially equivalent to the following devices, which have
received FDA clearance:

Device Name Manufacturer K Number
Sonamet Body Life Measurement, K924972
Composition Analyzer Inc.
TANITA Segmental TANITA Corporation K033157
Body Composition of America
Analyzer Model BC-418

The technological characteristics of the Sonamet Body Composition System have not been changed. The
method of calculating RMR using values of Fat Free Mass and Fat Mass is similar to the methods used by the
TANITA Model BC-418 unit to calculate Basal Metabolic Rate.

DEVICE DESCRIPTION

The Sonamet Body Composition System is designed to measure the mass and estimate the body composition
of individuals. Once an individual's body composition has been determined, the BOD POD is able to
accurately estimate Resting Metabolic Rate (RMR) and total Energy Expenditure (TEE).

The BOD POD estimates body composition using a densiometric approach (i.e. by determining the density of
the entire body). A weighing apparatus is used to measure the subject's mass. Air displacement
plethysmography is used to measure the subject's volume. Using this data, the subject's density is calculated.
The subject's body composition is then estimated using several algorithms derived from scientific research.

An individual's RMR and TEE can also be estimated accurately using values for Fat Mass and Fat Free
Mass. Scientifically derived algorithms utilize the Fat Mass and Fat Free mass values determined by the
BOD POD to calculate RMR and TEE.

INTENDED USE

The BOD POD® is indicated for measuring the body mass and estimating the body composition (i.e. percent
and absolute amounts of fat and lean body mass) of generally healthy individuals. The BOD POD is also
indicated for estimating Resting Metabolic Rate (RMR) and Total Energy Expenditure (TEE) in generally
healthy individuals aged 18 years or older.

CONCLUSIONS DRAWN FROM STUDIES

The results of verification testing demonstrate that the RMR and TEE results generated by the BOD POD
Body Composition Analyzer are accurate when compared with expected results based on published scientific
research, and is substantially equivalent to the predicate devices. Test results indicate that the device satisfies
functional performance requirements safely and accurately when used as indicated.







Indications for Use

51 0(k) Number (if known): K060848

Device Name: Sonamet Body Composition Analyzer (BOO POD)

Indications For Use:

The BOO POD® is indicated for measuring the body mass and estirn t%1
composition (i.e. percent and absolute amounts of fat and lean bot
healthy individuals. The BOD POD is also indicated for estimating
Rate (RMR) and Total Energy Expenditure (TEE) in generally healthy individuals aged
18 years or older.
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