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Submission Date: September 5, 1996

Contact: Frank Brichetto

Sr. Product Manager
(708) 298-9100 x 401 - tel.

(708) 233-5472 - fax
Classification Name: Powered Heating Pad (21 CFR, 890.5740)
Common/Usual Name: Electric Heating Pads
Proprietary Name: Health o meter Electric Heating Pad with massage,
Model EHP4
Classification: Class I1
Description: Electric Heating Pad, 11.5" x 14.5" conforming to ANSI/ UL

Standard #130, Electric Heating Pads, operating on DC 9V current supplied through a
standard adapter. The units are supplied with removable covers and sponge inserts for moist
heat applications, with instructions, in conventional 4-color printed boxes, and are marketed
through consumer retail channels.

Intended Use: Use wherever applications of heat, massage, or both are desirable for personal
comfort, and wherever recommended by your physician, dentist or health care professional
Jor the relief of minor muscular or joint pain.

Substantial Equivalence Claim: 7The Model EHP4 is substantially equivalent to the following
models which are currently in distribution:

1 Conair Moist Heat Pad, K924799
2. Conair Moist Heat Pad with Automatic Shut-off, ~ K924800
3. Sunbeam / Walgreens Heating Pad none

Substantial equivalence is claimed because: manufacturing technology, operating principles,
intended uses and safety standards are the same for all models. Functional differences, i.e. massage
action, do not adversely affect safety or efficacy. Other differences are cosmetic in nature.
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