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iTm 9200 Corporate Boulevard
Rockville MD 208548

Ms. Susan Aitkens Re: K924972/a

President SONAMET Body Composition Analyzer
Life Measurements Instruments, Inc. Dated: Novemher 18, 1993

P.0. Box 4456 Received: November 22, 1993
Davis, California 95617 Unclassified

Procode: 78 MNW

Dear Ms., Aitkens:

We have reviewed your Section 510(k) notification of Intent to market the davice referenced above and we
have determined the device Is substantially equivalent to devices markeled in interstate commerca prior
to May 28, 1876, the enactment date of the Medical Device Amendments or to devices that have been
reclassified in accordance with the provisions of the Federal Focd, Drug, and Cosmetic Act (Act). You may,
therefore, market the device, "subject to the general controls provisions. of the Act. The general controls
provisions of the Act include requirements for annual registration, fisting of devices, good manufacturing
practice, labeling, and prohibitions against mishranding and adulteration.

If your device iIs classified (see sbove) into sither class Il (Special Controls).or dass il (Premarket
Approval) it may-be subject to such additional controls. Existing major regulations affecting your device
can be found In the Code of Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalent
detemmination assumes compliance with the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic GMP Inspections, FDA will verify such
assumptions. Fallure to comply with the GMP regulation may result In regulatory aciion, In addition, the
Food and Drug Administration (FDA) may publish further announcements conceming your device in the
Eederal Register. Please note: thls responsa to your premarket notification submission does not affect
any obligation you might have under sections 531 ‘through 542 of tha Act for devices under the Electronic
Product Radiation Control provisions, or other Federal Laws or Regulalions. .

This letter immediately will allow you to begin marketing your device as described in your 510(k) premarket
notification. An FDA finding of substantial equivalence of your device to a legally marketed predicate
device results in a dasslification for your device and permils your device to proceed to the market, but it
does not mean that FDA approves your device. Therefore, you may not promote or in any way represent
your device or its labeling as belng approved by FDA. if you desire specific advice for your devica on our
labeling regulation (21 CFR Part 801 and additionally 809.10.for in vitrn diagnostic devices}, promotion, or
advertising please contact the Office of Compliance, Promotion and Advertising Policy Staff (HFZ-302) at
(301) 594-4639. Other general information on your responsibilities under the Act may be obtained from
the Division of Small Manufacturers Assistance at thelr toll free number (800) 638-2041 or at (301)
4436597,

Sincerely yours,

I~ (ac

Lilian Yin, Ph.D.

Director, Division of Reproductivb,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center tor Devices and
Radiological Health
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