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Human Technologiean, Inc. Dated: February 11, 1983

300 Third Avenue North Received: February 16, 1988

St+ Petersburg, Florida 33701 Regulatory Class: 11X

Dear Mr. Hazel:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalant to devices marketed in {nterstate commerce. prior to May 28, 1976,
the enactment date of tha Madical Device Amendments., You may, therefore,
market tha device, subject to the general controls provisfons of the Federal
food, Drug, and Cosmetic Act (Aet), The general controls provisions of the
Act ineclude requirements for annual registration, listing of devices, good

manufacturing practice, and ladeling, and prohibitions against misbranding and
adulteration,

1f your devica is classifiad (see above) into either class IY (Performance
Standarde) or class ILI1 (Premsrket Approval) it may be subjec¢t to such
additional controls, Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21; Parts BOO to B895. 1In
addition, the Food and Drug Administration (FDA) may publish further
announcements concarning your device in the Federal Register. Please note:
this respanse to your premarket notification submission does hot affect any
obligation you might have under the Radiation Control for Health and Safety
Act of 1968, or other Federal Laws or Regulatlons.

This letter immediately will allow you to begin marketing your device as
described. An FDA finding of substantial equivalence of your device to a
pre-amendments device results in a classification for your device and permits
your device to procead to the market, but it does not mean that FDA approves
your device. Theraefore, you may not promote or in anyway represent your
device or its labeling as being approved by FDA, I1f you desire spacific
advice on the labeling for your device please contagt the Divisfon of
Complianca Operationa, Regulatory Guidance Branch (HFZ-323) at (301) 427-8040.
Other general Information on your responsibilitles. under the Act, may be |
obtained from the NDivision of 3mall Manufactiurers Assistance at their toll
free numbar (800) 638-2041 or at (301) 443-6597.
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{lalyna{f. Breslaweec, Ph.D.
Director

Divislon of Castroenternlogy-Urology
and General Use Davices (NFZ-420)
Qffice of Voviece Evaluation
Centar for Deviceces and
Radiologlical Health






