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%  Guidance document for the preparation of premarket
notification(510(k)) application for exercise equipment
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FDAE &5 Adg, 34 8219 Note that FDA regulates exercise

= nu e Regd o] Fuv]rS equipment only if the equipment 1is
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intended to be wused for medical
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AFEE 957t A= ALowF #E)sFa | muscles or restore motion to joints or
o1}, for use as an adjunct treatment for

obesity.

FDA does not regulate exercise

A we Adukd 2y AZS 9% equipment intended only for general

physical conditioning and/or for the
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development of athletic abilities in

individuals who lack physical
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impairment.

Therefore, it is not necessary to
notify FDA of an intent to market a

device if it will not be labeled or
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promoted for medical uses.
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However, FDA will regulate the

l

equipment and may require premarket
notification if any promotional material

appears which makes medical claims

after marketing begins.
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<Guidance on legislation Borderlines with medical devices>
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6. Products for sports or leisure

In general, products for sport or leisure

purposes are not considered to be

medical devices. However, in some

cases, products aimed at sports people
may be considered to be medical
devices. This is usually the case where
specific claims are made for the
treatment of pain or injury and the
product acts in a physical manner.
Examples of products considered to be
medical devices are:

» heat / cold pads for pain relief

* bandages for sprains and similar
e support bandages

« gym equipment placed on the
market specifically to measure, for
example, heart rate or breathing rate.
(Gym_equipment that contains within it
an element that measures heart rate is_
not a medical device because its primary
purpose is as a piece of fitness
equipment, not principally to measure a
physiological function. Blood pressure
monitors, even if intended to be used in
a gym, however, would be considered to
be medical devices).
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