T, Public Health Service
Food and Drug Administration

DEPARTMENT OF HEALTH & HUMAN SERVICES _
W]‘!Z(Pgb\

Dallas Distr-ict
3310 Live Oak Street
Dallas, Texas 75204-6191

Y

SALTN
a® L\

i

August 3, 2000

Ref: 2000-DAL-WL-12

WARNING LETTER

VIA FEDERAL EXPRESS

Mr. Phillip P. Janca, Chairman
Hyperbaric Technologies, Inc.
301 E. Main Street

Olney, Texas 76374

Dear Mr. Janca:

During an inspection of your firm located in Olney, Texas on April 17 and 21, and May
18, 2000, our investigator determined that your firm manufacturers the HyperTec
Oyster, HyperTec Hybrid, and HyperTec Monocoque hyberbaric chambers . Records
and information collected during the inspection revealed serious regulatory problems
involving your hyperbaric chambers.

Under a United States Federal Law, the Federal Food, Drug, and Cosmetic Act (the
Act), these products are considered medical devices because they are used to
diagnose or treat a medical condition or to affect the structure or function of the body.
The law requires that manufacturers of medical devices obtain marketing clearance for
their products from the Food and Drug Administration (FDA) before they may offer
them for sale. This helps to protect the public health by ensuring that new medical
devices are shown to be both safe and effective or substantially equivalent to other
devices already marketed in this country.

Our records show that you had submitted a premarket notification [510(K)] for some
hyperbaric oxygen therapy devices, but that it was il from the 510(K)
database on iiniSIIIERP - urther, our records do not show that you obtained
marketing clearance for your HyperTec Oyster, HyperTec Hybrid, and HyperTec
Monocoque devices before offering the products for sale.

During the inspection, your firm provided our investigator with a copy of a product
brochure (an eleven-page description of Hyperbaric Oxygen Therapy (HBOT)) that is
distributed to your customers and the “Specification & Capabilities Document”. In
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Your reply should be directed Reynaldo R. Rodriguez, Jr., Director, Compliance
Branch, at the above letterhead address.

Sincerely,

SO
Michael A. Chappell

Dallas District Director
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