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Device Name Trade Name: Ethicon Endo-Surgery Linear Cutter and Selectable Cartridges
Common or Usual Name: Cutter/Stapler and Cartridges
Classification Name: Staple, Implantable-

Predicate Device Proximate Linear Cutter with Safety Lock-Out and Cartridges (cleared
under K020779)

Device Description The Ethicon Endo-Surgery Linear Cutter is a sterile, single patien t
use instrument used in open surgical procedures. The instrument delivers six staggered

-rows of staples, three on either side of the cut line. The instrument is'shipped without a
cartridge loaded into the instrument. The cartridge must be loaded as a'separate step prior
to use. The instrument has a safety lock-out feature that is designed to. prevent an
instrument without a cartridge or a used cartridge from being fired.

Each Ethicon Endo-Surgery Selectable Cartridge contains six staggered rows of staples and
an integrated knife located in the safety housing. The selectable staple height feature
provides the ability to use one cartridge for compressed tissue with thicknesses of 1.5mm,
1.8mm or 2.0mm. The staple retaining cap on the cartridge protects the staples during
shipping and transportation.-

Indications for Use The Ethicon Endo-Surgery Linear Cutter and Selectable Cartridges
has application in gastrointestinal, gynecologic, thoracic,- and pediatric surgery for
transection, resection, and the creation of anastomoses'an'd can be used with staple line or
tissue buttressing materials..
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Technological Characteristics The Ethicon Endo-Surgery Linear Cutter and Selectable
Cartridge incorporates a new selectable staple height feature, which enables the surgeon to
use one cartridge for compressed tissue with thicknesses of 1.5mm, 1.8mm or 2.0mm. This
ability eliminates the need for multiple cartridges (a blue cartridge for compressed tissue
with a thickness of 1.5mm, a gold cartridge for compressed tissue with a thickness of
1.8mm and a green cartridge for compressed tissue with a thickness of 2.0mm), which is
required when using the predicate device. The cartridge contains six staggered rows of
staples with an integrated knife located in the safety housing.

Performance Data Bench testing and preclinical laboratory evaluation in an animal
model was performed to demonstrate that the new devices will perform as intended.
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