






ko+/ 4s+f
Kyphon Inc. KyphX Inflatable Bone Tamps
Page 1 of 1, Summary Premarket Notification [510(k)] Submission
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Trade Name: Kyphx® Inflatable Bone Tamps

Common Name: Inflatable Bone Tamp

Classification Name: Tamp (per 21 CFR section 888.4540) and Arthroscope
(per 21 CFR section 888.1100)

Manufacturers Name: Kyphon Inc.
Address: 1221 Crossman Avenue

Sunnyvale, CA 94089
(408) 548-6500

Contact Person: Cindy Domecus
Vice President, Clinical Research & Regulatory Affairs

Predicate Device(s): KyphX® Directional Inflatable Bone Tamp, K032212
KyphX® Inflatable Bone Tamp, K010246
Kyphon Inflatable Bone Tamp, K981251

Device Description: The KyphX® Inflatable Bone Tamps are the identified
predicate devices. They are bone tamps with an
inflatable component at the distal end. The products
have the same technological characteristics and
intended use as described for the predicates. Safety
and effectiveness for use in kyphoplasty procedures is
described in K033801.

Indication for Use: KyphX® Inflatable Bone Tamps are intended to be used
as conventional bone tamps for the reduction of
fractures and/or creation of a void in cancellous bone in
the spine .including use during balloon kyphoplasty
with KyphX' M HV-RTM Bone Cement), hand, tibia, radius
and calcaneus.

As with Kyphon's cleared Kyphon and KyphX® Inflatable Bone Tamp 510(k)s, K981251, Kl02046, and K032212,
and Kyphon's cleared KyphX ® HV-RTM Bone Cement 510(k), K033801, any statement regarding "substantial
equivalence" made in this submission only relates to whether the product addressed in this submission may be lawfully
marketed without premarket approval or reclassification, and is not intended to be interpreted as an admission or any
other type of evidence in any patent proceeding, including patent infringement litigation or proceeding before any
Patent Office. The present submission and statements therein therefore should not be construed as affecting or relating
to the scope of any patent or patent application, or to whether the product addressed in this submission, or its use, may

be considered indistinct, from a patentability perspective, from any of the other devices referenced in this filing.
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