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Trade Name: 

Common Name: 

Classification /Name: 

Manufacturer's Name: 
Address: 

Correspondinq Official: 

Address: 

Telephone: 

Predicate Device(s1: 

Device Description: 

Kyphx Directional Inflatable Bone Tamps 

Inflatable Bone Tamp 

Class I1 

Tamp: HXG; 21 CFR section 888.4540 
Arthroscope: HRX; 21 CFR section 888.1 100 

Kyphon Inc. . 
1350 Bordeaux Drive 
Sunnyvale, CA 94089 

Tim Reeves 
Regulatory Affairs Manager 
1350 Bordeaux Drive 
Sunnyvale, CA 94089 
408-548-6500 

KyphX Inflatable Bone Tamp, KO10246 
Kyphon Inflatable Bone Tamp, K981251 

The KyphX Directional Inflatable Bone Tamps (IBTs) 
are designed to compress cancellous bone and/or 
move cortical bone as they inflate. The inflatable 
component of the IBT is near the distal tip of the 
device. The catheter shaft contains an outer lumen 
for IBT inflation and a central lumen for a stylet to 
facilitate catheter introduction. At full inflation volume, 
the balloon design allows directionality of inflation with 
a maximum inflated diameter that is perpendicular to 
the catheter shaft. One design has a uniform balloon 
that is concentric to the catheter shaft. Another 
design has a non-uniform balloon that is tangential to 
the catheter shaft. Directionality of the balloon is 
indicated by external markers on the proximal Y- 
adapter component. Each design enables 
fluoroscopic visualization of the deflated balloon. 



Kyphon Inc. 

Intended Use: 

Sterilization: 

Mechanical Tests: 

B iocom pati bil ity : 

Kyphx Directional Inflatable Bone Tamp - Traditional 51 O(k) 

KyphX Directional 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, hand, tibia, radius and 
calcaneous. 

The KyphX Directional Inflatable Bone Tamps are 
sterilized using gamma radiation and meet the 
requirement of ANSI/AAMI/ISOI 1 137 for gamma- 
s te ri I ized devices. 

Mechanical testing of the KyphX Directional Inflatable 
Bone Tamps verifies the devices meet the 
performance specifications of the IBT predicates. 

The materials used in the construction of the KyphX 
Directional Inflatable Bone Tamps meet the 
requirements for “Externally Communicating Devices, 
Tissue/Dentin/Bone, Limited Contact” described in 
the FDA Blue Book Memorandum #G95-1, “Use of 
International Standard ISO-10993, Biological 
Evaluation of Medical Devices Part 1 : Evaluation and 
Testing ” . 

Substantial Equivalens The KyphX Directional Inflatable Bone Tamps meet 
the physical and performance specifications 
established for the IBT predicates. The products 
have the same fundamental scientific technology and 
intended use as the IBT predicates. The information 
submitted in this pre-market notification support a 
determination that the KyphX Directional Inflatable 
Bone Tamps are substantially equivalent to the IBT 
predicates. 

As with Kyphon’s cleared Kyphon and KyphX’” Inflatable Bone Tamp 510(k)s, K981251 and K102046, any 
statement regarding “substantial equivalence” made in this submission only relates to whether the product 
can 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 patent infringement litigation. The present 
submission is therefore not related to the coverage of any patent or whether these products or their uses 
may be considered distinct from a patent point of view. 

014 




