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ANINTELLIGENT
TOOL FOR
HANDS

THAT HEAL.

Smart technology that provides real-time feedback
and powered rotation, articulation, and firing — with one hand. g}
That's the Signia™ stapler.! A L

Your hands and your expertise. They're among your most important tools in the OR. And our new stapler
is designed to be the ultimate complement — by providing you real-time feedback and staple line
consistency in a true one-handed design.*#?

The Signia™ stapler gives you:

= Fully powered articulation, rotation, clamping, = Compatibility with our existing reload portfolio

and firing, which provides greater precision and featuring the proven performance of
maneuverability compared to manual staplers®* Tri-Staple™ technology

» Push-button powered firing that decreasesthe = Enhanced performance when paired with
strain of operation when stapling, compared to Tri-Staple™ 2.0 reloads and Signia™ loading units
firing manually* with Tri-Staple™ 2.0 cartridges

And that's just the beginning.
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APOWERED
STAPLER

All the information you need at your fingertips

To help you deliver consistent staple lines, the Signia™ stapler is equipped with state-of-the-art
technology that automatically adjusts clamp force and firing speed.** This information is provided
to you in real-time on an easy-to-understand display screen' right on the stapler.

How it works

The smart features of the Signia™ stapler are only available when it's paired with Tri-Staple™ 2.0
reloads and Signia™ loading units with Tri-Staple™ 2.0 cartridges. That's because our new loading units
have a chip which allow them to communicate meaningful information to the stapler — during your
procedure.!

™

.
Intelligence
4 Enabled



NOT ALL
TISSUE IS
CREATED
EQUAL

Evidence shows firing more slowly in thicker
tissue helps ensure a higher percentage of
properly formed B-shaped staples.?

Adaptive Firing™ Technology

It's what makes the Signia™ stapler smart. And it's
what gives you real-time feedback when clamping
on and firing through tissue.”

With Adaptive Firing™ technology, we're putting the
tactile feedback of a manual stapler into a visual
display on a powered device — and we're taking it to
the next level.

That's because Adaptive Firing " technology:

= Measures force and provides feedback when
clamping tissue!??

= Setsfiring speed based on clamp force
measurement’

= Continuously measures force during firing

and slows firing speed based on those
measurements'

1 N=243 firings. Graph represents values based on preliminary ex vivo porcine
model data. Represents the various speeds a user can deploy staples using a

manual handle. This data was used to develop the optimal firing speeds for the

Signia™ System.

11 SAGES Lap Report. Engineering Report Number RE0O0055515

INCREASING SPEED DURING FIRE

Malformed Staple % In Variable Tissue vs. Firing Speed*?
Malformed Staple Percentages (per firing)

INCREASING TISSUE THICKNESS

Three force zones with one objective: consistent staple lines??

Not only does the Signia™ stapler measure force and adjust
firing speed, it lets you know when it does — with visual and audible
feedback.®

ed when using the Signia™ stapler with Tri-Staple

specialty reloads or Signia

ri-Staple™ 2.0 single use cartric

loading units with

Signia™ Stapler Operational Use Display Screen Sequence

Zone 3:

Indicates the stapler
will require the
highest firing force
due to very thick or
variable tissue and
the device will adjust
toits slowest speed
to deliver optimal
staple formation®

Zone 2:

Indicates the
stapler will require
a higher firing force
due to thicker or
variable tissue and
the device will slow
its speed to deliver
optimal staple
formation®

Zone 1:

Indicates the
stapler will start
firing atits regular
speed to deliver
optimal staple
formation®




POWERED
ROTATION,
ARTICULATION, f
& FIRING.

Every piece of the Signia™ stapler is designed
to benefit to you and your patients

= Single-handed operation means your other hand is freed to focus
on the surgical site!

= Push-button powered firing reduces strain of operation compared
to firing manually’

= Enhanced ergonomics create a well-balanced feel
inthe hand during use*

= Easy-to-reach controls accommodate arange
of hand sizes!

= Easy-to-understand display screen’

The Tri-Staple™ technology advantage

Benefits you — and your patients — can count on. The Signia™ stapler delivers
them with the unparalleled performance of Tri-Staple™ technology, which:

]| 2
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N
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Generates Allows greater Delivers
less stress on perfusion into the outstanding
tissue during staple line® performance in
compression and variable tissue

clamping’ thicknesses




FLEXIBILITY
& COMPATIBILITY

Our fully reposable platform offers:
= Pricing flexibility
= Signia™ power handle can be reused

» Signia" linear adapter can be reused

The system is comprised of:
= Signia™ power handle

= Signia™ power shell

» Signia™ adapters

= Various accessories™

And it's compatible with:

= Tri-Staple™ 2.0 reloads

= Signia™ loading units with Tri-Staple™ 2.0 cartridges
»  Endo GIA™ reloads

»  Endo GIA™ reloads with Tri-staple™ technology

*System accessories include a single-bay battery charging station, reusable
insertion guide, and a manual retraction tool.
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Signia™ Power Handle

The Signia™ power handle is a reusable
handheld battery-powered stapling
handle. It includes a microprocessor,
electronics, motors, a LCD display screen,
and rechargeable lithium-ion batteriesin a
sealed packet.

NOTE: The power handle is a nonsterilized
device that deactivates after reaching the
end of its service life. It will not deactivate
while in use.

Signia™ Reusable Insertion Guide

The reusable insertion guide is used to help
maintain the sterility of the Signia™ power
shell during insertion of the nonsterile Sig-
nia"" power handle. It is provided nonsterile
and must be sterilized prior to each use.

Signia™ Power Shell

The Signia™ power shellis a single-use,
sterile control shell that covers and seals the
non-sterile Signia™ power handle to create a
sterile barrier, control interface, and universal
adapter connection. It also provides a
communications interface for

Tri-Staple™ 2.0 single use reloads indicated
for use with the stapler.

Precaution: The power shellis

single-use only.

Signia™ Manual Retraction Tool

The Signia™ manual retraction toolis a
reusable, handheld device that can be used
to operate adapter controls in the event the
stapler malfunctions during operation. The
tool can be used to complete a firing, retract
the knife and open the jaws, and/or articulate
a stapling reload. It is provided nonsterile and
must be sterilized before use.

. Non-Sterile

. Central Sterile

Signia™ Linear Adapters

The Signia™ linear adapters are reusable
instruments that connect with the
assembled Signia™ power shell and power
handle to enable functionality of compatible
Medtronic stapling reloads. The adapters
are composed of motormating connectors,
sensor gauges, and device communications
interfaces to provide communications
between Signia™ loading units with
Tri-Staple™ 2.0 cartridges, Tri-Staple™ 2.0
reloads, and the power handle.

Itis provided nonsterile and must be
sterilized before use.

NOTE: The linear adapters are reusable
devices that deactivate after reaching

the end of their service life. They will not
deactivate while in use.

Single-Bay Charger
The single-bay charger and power supply
charges the power handle.

Disposable



COMPETITIVE

FEATURE

SIGNIA™ STAPLER

EES ECHELON FLEX™
POWERED STAPLER

EES ECHELON FLEX™

Compatible with Signia™
loading units and Tri-Staple™
2.0 cartridges and reloads

Single, powered handle
compatible with 30 mm,
45 mm, and 60 mm reloads

Compatible with Endo GIA™
reloads with Tri-Staple™
technology

Extra-thick reload with tissue
indications up to 3 mm

Integrated real-time feedback
display

Features Adaptive Firing™
technology

Power source

Reusability

Points of articulation with the
45-degree maximum range

Articulation

Rotation
Clamping
Firing

Jaw Opening

Lithiumion, 14.8V, 2150 mAh

Reusable, reposable system
comprised of disposable and
reusable components

Unlimited

Powered

Powered and manual
Powered
Powered

Powered

4 single-use batteries per
handle, single use, disposable

Single use, disposable

3 on each side (left, right)

Manual; second instrument or
lateral pressure against body
structure

Manual only
Manual only

Powered

Manual only

Single use, disposable

3 on each side (left, right)

Manual; second instrument or
lateral pressure against body
structure

Manual only
Manual only
Manual only

Manual only
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: /DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

April 26, 2016

Covidien

Mr. Frank Gianelli

Sr. Product Specialist Regulatory Affairs
60 Middletown Avenue

North Haven, Connecticut 06471

Re: K160176
Trade/Device Name: Signia Stapler
Regulation Number: 21 CFR 878.4750
Regulation Name: Implantable staple
Regulatory Class: Class 11
Product Code: GDW
Dated: January 22,2016
Received: January 27,2016

Dear Mr. Gianelli:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class I1I (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.




510 (K)

Page 2 - Frank Gianelli

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,
David Krause -S

for Binita S. Ashar, M.D., M.B.A., F.A.C.S.
Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure




510 (K

DEPARTMENT OF HEALTH AN_D ﬁUMAN SERVICES Form Appioved: OMB No. 0910-0120
Feod and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.

510(k) Number (if known)
K160176

Device Name

Signia™ Stapler

Indications for Use (Describe)

The Signia™ stapler, when used with Endo GIA™ single-use reloads, Endo GIA™ single-use reloads with Tri-Staple™
Technology, Tri-Staple™ 2.0 single-use reloads and Signia™ loading units with Tri-Staple™ 2.0 single-use cartridges,
has applications in abdominal. gynceological. pediatric, and thoracic surgery for resection, transcetion, and creation of
anastomosis. It may be used for transection and resection of liver substance, hepatic vasculature, and biliary structures and
for transcetion and resection of the pancreas.

The Signia™ stapler, when used with Endo GIA™ curved tip single use reloads or Tri-Staple™ 2.0 curved tip single-use
reloads, can be used to blunt disseet or separate target tissue from other certain tissue.

The Signia™ stapler, when used with Endo GLA™ single use Radial Reloads with Tri-Staple™ Technology, has
applications in open or minimally invasive general abdominal, gynceologic, pediatric and thoracic surgery for rescetion
and transection of tissue and creation of anastomosis, as well as application deep in the pelvis. i.e., low anlerior resection,
It may be used for transection and rescction of liver substance, hepatic vasculaturc and biliary structures and for
transcction and rescction of the panereas,

‘The Signia™ stapler. when used with Endo GIA™ single usc reinforeed reloads with Tri-Staple™ Technology preloaded
with polyglyeolic acid staple line reinforcement or Tri-Staple™ 2.0 single use reinforced reloads preloaded with
polyglyeolic acid staple line rcinforcement, has applications in abdominal, gynccologic, pediatric and thoracic surgery for
resection, transcction of tissue and creation of anastomosis. It may be used for transection and resection of liver substance,
hepatic vasculature and bifiary structures, and for transection and resection of the pancreas.

Type of Use (Select one or bolh, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) "] over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda. hhrs.gov J

“An agency may not conduct or sponsor, and a person is not required to respond lo, a collection of
information unfess il displays a currentfy vatid OMB number.”

FORM FDA 3881 (8/14) Page 10f 1

Covidien Signia™ Stapler January 22, 2016
Traditional 510(k) Page 56
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Signia™
Power Handle

PT00002446

BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION THOROUGHLY.

IMPORTANT!

This booklet is designed to assist in using this product. Itis not a reference to surgical techniques.

DESCRIPTION

The Signia™ power handle is a reusable, battery-powered stapling handle that is designed as part of the Signia™ stapler, which is composed of the Signia
power handle, Signia™ power shell and Signia™ adapters. The power handle includes a microprocessor, electronics, motors, an OLED display screen and a
rechargeable Li-ion battery in a sealed packet.

For system configuration information and Instructions for Use, see the Signia™ stapling system’s user manual. Refer to each system component’s
Instructions for Use for detailed product descriptions and associated indications, instructions, contraindications, warnings and precautions.

The product s to be used by medical professionals qualified in the transportation, preparation, and use of surgical devices. The Signia™ stapling system is
intended for use in a sterile operating room environment in surgical procedures where surgical stapling is indicated.

COMPATIBILITY

The power handle, when combined with a power shell and adapter, becomes the Signia™ stapler. Refer to the Signia™ stapling system’s user manual for
compatible single use stapling reloads, loading units and cartridges including curved-tip reloads, radial reloads and reinforced reloads.

INDICATIONS FOR USE

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used with
compatible single use staple reloads, reinforced reloads, loading units and cartridges has applications in abdominal, gynecological, pediatric, and thoracic
surgery for resection, transection, and creation of anastomoss. It may be used for transection and resection of liver substance, hepatic vasculature, and
biliary structures and for transection and resection of pancreas.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used with
compatible curved tip single use reloads can be used to blunt dissect or separate target tissue from other certain tissue.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used
with compatible single use radial reloads has applications in open or minimally invasive general abdominal, gynecologic, pediatric and thoracic surgery
for resection and transection of tissue and creation of anastomosis, as well as application deep in the pelvis, i.¢. low anterior resection. It may be used for
transection and resection of liver substance, hepatic vasculature and biliary structures and for transection and resection of pancreas.
CONTRAINDICATIONS

Refer to the Instructions for Use provided with the Signia™ stapling system’s user manual for specific indications, contraindications, warnings, and
DYE[&UUDHS

PRECAUTIONS

1. The power handle is a precise instrument. Care should be taken to avoid dropping, improper cleaning, improper handling or sterilizing the device. These
actions may shorten device life and/or lead to device failure.

2.The power handle is provided non-sterile. DO NOT STERILIZE.

3. Ensure the battery is sufficiently charged prior to use. Refer to the Instructions for Use provided with the associated charger.

4, REMOVE the power handle from the used power shell after use.

5. Ensure the power handle is completely dry prior to inserting it into a sterile power shell or charger.

6.Do not hold or carry the stapler by the distal end of the adapter or stapling reload.

7.The Signia™ power handle should be cleaned when it appears dirty or contaminated and following each use the adapter or by the stapling reload.

8. Endoscopic procedures should be performed only by physicians having adequate training and familiarity with endoscopic techniques. Prior to performing
endoscopic procedures, consult the medical literature relative to techniques, complications, and hazards.

9. A thorough understanding of the principles involved in laser and electrosurgical procedures is essential to avoid shock and burn hazards to the patient
and operators, as well as damage to the instrument.

Il SCHEMATICVIEW

A) POWER HANDLE

) DATA CONFIGURATION PORT
() MOTORS

D) ELECTRONIC CONNECTORS
) OLED DISPLAY SCREEN

INSTRUCTIONS FOR USE
Refer to the Instructions for Use provided with the Signia

SETUP

NOTE: The power handle unit is shipped in the OFF mode.

When receiving a new power handle, turn it on by placing the power handle into a charger terminal facing forward and the base of the handle onto the
terminal from back to front until a secure connection is established. The device will turn on and begin initializing.

CHARGING

NOTE: Refer to the charger Instructions for Use or the Signia™ stapling system’s user manual for complete information related
to charging power handle devices.

1. Insert the power handle into the battery charger, placing it into the battery charger bay facing forward and the base of the handle onto the terminal from
back to front until a secure connection is established.

stapling system's user manual for detailed instructions on set up and use.

2. Uponits first activation, charge the power handle for a minimum of three hours before clinical use.
3. Recharge the power handle after each use,

E INSERTING THE POWER HANDLE

PRECAUTION: The non-sterile power handle must be inserted into a sterile power shell with a sterilized reusable insertion
guide while maintaining aseptic transfer principles. Use caution when inserting the power handle so as not to contaminate
the sterile shell.

PRECAUTION: Ensure the power handle is sufficiently charged before use. See the Instructions for Use provided with the
charger.

PRECAUTION: The reusable insertion guide is provided non-sterile. It must be cleaned and sterilized prior to each use. Refer to
the Instructions for Use provided with the reusable insertion guide for cleaning and sterilization instructions.

1. SCRUBBED PERSON: After aseptically removing the sterile power shell from the packaging, carefully open the power shell by holding the back handle of
the power shell so the front handle s facing up and away from the back handle.

2. SCRUBBED PERSON: Align and fully seat a clean, sterilized reusable insertion quide onto the back handle of the open power shell to provide an aseptic
transfer quide when inserting the power handle into the power shell,

F) REUSABLE INSERTION GUIDE
G) POWER SHELL
H) SCRUBBED PERSON

PRECAUTION: Ensure the reusable insertion guide is properly seated onto the power shell before inserting the power handle.
3. CIRCULATING PERSON: Maintaining aseptic transfer techniques, insert the power handle into the reusable insertion guide and power shell,

A) POWER HANDLE

H) SCRUBBED PERSON

1) CIRCULATING PERSON

4. CIRCULATING PERSON: After the power handle s fully seated in the power shell, carefully remove the reusable insertion quide using the extended handle,
J) EXTENDED HANDLE

H) SCRUBBED PERSON

1) CIRCULATING PERSON

5. SCRUBBED PERSON: Taking care not to touch the power handle, close the front portion of the power shell until there is tactile confirmation the base of the
power shell is closed and the top secure clips are secured. This confirms the shellis fully losed and securely locked.

K) OP SECURE CLIPS

PRECAUTION: Ensure both top secure clips are secured before use.
Operational Use
Refer to the Signia™ stapling system’s user manual for complete information regarding controls and communications.

Removing the Power Handle

1. Release top secure clips, press the secure latch, and carefully open the power shell to expose the power handle.

2. Remove the power handle with a clean glove.

CLEANING THE POWER HANDLE

PRECAUTIONS AND WARNINGS

NOTE: The power handle is made from metal, electronics, and plastic.

NOTE: The power handle is a reusable device and will deactivate after reaching the end of its service life. The device will not
deactivate during use. The device number of uses remaining indication is provided on the power handle OLED display.

1.The power handle is provided non-sterile. Clean after each use. DO NOT STERILIZE

2.Do not rinse under running water or submerge. Avoid moisture on the gold electrical contacts on the bottom and front face.

3. Do not use alcohol, quaternary ammaonium, and bleach based wipes as they may cause physical deterioration of the handle housing such as discoloration,
embrittlement, or cracking. Only use the cleaning methods described in this manual to maximize the physical characteristics of the handle housing.

4.Do not use instrument lubricant on the power handle.

TO CLEAN THE POWER HANDLE

1. Wipe down all exposed surfaces with a slightly water dampened lint-free cloth to completely remove any gross debris from the device.

2.If additional cleaning is required, use a hydrogen peroxide based wipe such as Oxivir™ Tb per the manufacturer's instructions.

3. Ensure the power handle is completely dry prior to inserting it into a sterile power shell or charger.

MAINTENANCE

Inspect the power handle for damage or wear prior to use including bent electrical connectors, buildup of debris in electrical contacts or cracking of the
power handle housings.

STORAGE

Return the power handle to a battery charger for charging and storage. Store at room temperatures (50 °F-104 °F or 10 °C- 40 °C) and relative humidity
(30%-75%). Avoid prolonged exposure to elevated temperatures.

DISPOSAL

NOTE: Contact Covidien customer service prior to recycling and disposing of to confirm contracted recycling and disposal
agreements. Contact customer service at http: .covidien.com/sal pport or by dialing 1-800-722-8772. Recycle the
power handle by returning it to the manufacturer.

PRODUCT CLASSIFICATION PER IEC 60601-1

Type of protection against electric shock: Internally powered (battery)

Battery ratings: Lithium fon, 14.8Y, 2150 mAh

Degree of protection against electric shock: Type CF applied part

Degree of protection against ingress of water: [PX4

Not suitable for use in presence of flammable anesthetic mixture with air, oxygen, or nitrous oxide.

Mode of operation: Continuous mode
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Signia™
Power Shell

PT00032748 Page 1 of 2

BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION THOROUGHLY.

IMPORTANT!
This booklet is designed to assist in using this product. It is not a reference to surgical techniques.

This device was designed, tested and manufactured for single patient use only. Reuse or reprocessing of this device may
lead to its failure and subsequent patient injury. Reprocessing and/or resterilization of this device may create the risk of
contamination and patient infection. Do not reuse, reprocess or resterilize this device.

DESCRIPTION

The Signia™ power shell is a single use, sterile control shell that s designed as part of the Signia™ stapler, which is
composed of the Signia™ power handle, Signia™ power shell and Signia™ adapter. The sterile power shell covers the
non-sterile Signia™ power handle to create an aseptic control interface and universal adapter connector. It also provides a
communications interface for single use reloads, loading units and cartridges.

For system configuration information and Instructions for Use, see the Signia™ stapling system'’s user manual. Refer to
each system component’s Instructions for Use for detailed product descriptions and associated indications, instructions,
contraindications, warnings and precautions.

The product is to be used by medical professionals qualified in the transportation, preparation, and use of surgical devices.
The Signia™ stapling system is intended for use in a sterile operating room environment in surgical procedures where
surgical stapling is indicated.

COMPATIBILITY

The Signia™ power shell, when combined with the Signia™ power handle and Signia™ adapters, becomes the Signia
stapler. Refer to the Signia™ stapling system's user manual for compatible single use stapling reloads, loading units and
cartridges including curved-tip reloads, radial reloads and reinforced reloads.

INDICATIONS FOR USE

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable
linear adapter, when used with compatible single use staple reloads, reinforced reloads, loading units and cartridges

has applications in abdominal, gynecological, pediatric, and thoracic surgery for resection, transection, and creation of
anastomosis. It may be used for transection and resection of liver substance, hepatic vasculature, and biliary structures and
for transection and resection of pancreas.

™

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable
linear adapter, when used with compatible curved tip single use reloads can be used to blunt dissect or separate target
tissue from other certain tissue.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable
linear adapter, when used with compatible single use radial reloads has applications in open or minimally invasive general
abdominal, gynecologic, pediatric and thoracic surgery for resection and transection of tissue and creation of anastomosis,
as well as application deep i the pelvis, .. low anterior resection. It may be used for transection and resection of liver
substance, hepatic vasculature and biliary structures and for transection and resection of pancreas.
CONTRAINDICATIONS

1. The Signia™ power shell s provided STERILE and is intended for use in a SINGLE procedure only. DISCARD AFTER USE.

DO NOT RESTERILIZE.

2. Refer to the Instructions for Use provided with the Signia™ stapling system’s user manual for specific indications,
contraindications, warnings, and precautions,

WARNINGS AND PRECAUTIONS
1.The power shellis provided STERILE and is intended for use in a SINGLE procedure only.

2.Visually inspect the power shell packaging for damage or wear prior to use. Do not use the power shell if the packaging
or device appears damaged.

3. Do not exceed limitations of the hinge when opening the power shell
4. Do not overly deflect side clips. Replace if clips are broken during set up or use. Jagged edges may tear gloves.

5. REMOVE the power handle from the used power shell after use. DO NOT RESTERILIZE OR REUSE. Resterilized or
reprocessed power shells will not function.

6. Ensure the power shell i securely closed before operating the stapler.
7.Insert a power handle into the power shell before attaching an adapter to the power shell.
8.Do not hold or carry the stapler by the distal end of the adapter or by the stapling reload.

9. Endoscopic procedures should be performed only by physicians having adequate training and familiarity with
endoscopic techniques. Prior to performing endoscopic procedures, consult the medical literature relative to techniques,
complications, and hazards.

10. A thorough understanding of the principles involved in laser and electrosurgical procedures is essential to avoid shock
and burn hazards to the patient and operators, as well as damage to the instrument.

n SCHEMATICVIEW

A) POWER SHELL

B) TOP SECURE CLIPS

() SECURE LATCH

INSTRUCTIONS FOR USE

Refer to the Instructions for Use provided with the Signia™ stapling system's user manual for detailed information on

power handle insertion techniques and setup instructions. These instructions are not intended as a reference to surgical
techniques,

[E3 INSERTING THE POWER HANDLE

PRECAUTION: The non-sterile power handle must be inserted into a sterile power shell with a
sterilized, reusable insertion guide while maintaining aseptic transfer principles. Use caution when
inserting the power handle so as not to contaminate the sterile shell.

PRECAUTION: Ensure the power handle is sufficiently charged before use. See the Instructions for
Use provided with the charger.

PRECAUTION: The reusable insertion guide is provided non-sterile. It must be cleaned and sterilized
prior to each use. Refer to the Instructions for Use provided with the reusable insertion guide for
cleaning and sterilization instructions.

1. SCRUBBED PERSON: After aseptically removing the sterile power shell from the packaging, carefully open the power shell
by holding the back handle of the power shell so the front handle is facing up and away from the back handle.

2. SCRUBBED PERSON: Align and fully seat a clean, sterilized reusable insertion guide onto the back handle of the open
power shell to provide an aseptic transfer guide when inserting the power handle into the power shell.

A) POWER SHELL

D) REUSABLE INSERTION GUIDE

E) SCRUBBED PERSON

PRECAUTION: Ensure the reusable insertion guide is properly seated onto the power shell before
inserting the power handle.

3. CIRCULATING PERSON: Maintaining aseptic transfer techniques, insert the power handle into the reusable insertion
quide and power shell.

E) SCRUBBED PERSON

F) CIRCULATING PERSON

G) POWER HANDLE

4. CIRCULATING PERSON: After the power handle s fully seated in the power shell, carefully remove the reusable insertion
quide using the extended handle.

E) SCRUBBED PERSON

F) CIRCULATING PERSON

H) EXTENDED HANDLE

5. SCRUBBED PERSON: Taking care not to touch the power handle, close the front portion of the power shell until there is
tactile confirmation the base of the power shell is closed and the top secure clips are secured. This confirms the shell is fully
closed and securely locked.

B) TOP SECURE CLIPS

NOTE: Ensure both top secure clips are secured before use.

DISASSEMBLING THE POWER HANDLE

1. Release the top secure clips, press the secure latch and carefully open the power shell to expose the power handle.

2. Remove the power handle with a clean glove.

3. Discard the power shell.

STORAGE

Store at room temperatures (50 °F-104 °F or 10 °C- 40 °C) and relative humidity (30%-75%). Avoid prolonged exposure
1o elevated temperatures.

DISPOSAL

Discard or recycle as per local, state, and governmental requlations.

PRODUCT CLASSIFICATION PER IEC 60601-1

Degree of protection against electric shock: Type CF applied part

Not suitable for use in presence of flammable anesthetic mixture with air, oxygen, or nitrous oxide.

Mode of operation: Continuous mode

ELECTROMAGNETIC COMPATIBILITY GUIDANCE (EN/IEC 60601-1-2)

PRECAUTION: The power shell is considered medical electrical equipment. Medical electrical
equipment requires special care regarding elec i ibility (EMC), and needs to be
installed and put into service ling to the EMCi provided in this d

PRECAUTION: Portable and mobile RF communication equipment can affect medical electrical
equipment.

WARNING: The use of accessories other than those specified and sold by Covidien may resultin
i d emissions or d di ity of the power shell.

WARNING: The power shell should not be used next to other equipment. If adjacent use is necessary,
observe the power shell to verify normal operation.
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Guidance and Manufacturer’s

The power shell is intended for use in the electromagnetic environment specified below. The customer or user should
ensure tis used in such an environment.

*Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless), telephones, and land
mobile radios; amateur radio; AM and FM radio broadcast and TV broadcast, cannot be predicted theoretically with
accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey
should be considered. If the measured field strength in the location in which the power handle, adapter and power

Coroli . R ) L shell are used exceeds the applicable RF compliance level above, the power handle, adapter and power shell should
test be observed to verify normal operation. If abnormal performance is observed, additional measures may be necessary,
RF emissions The power shell uses RF energy only for its internal function such asreorienting orrelocating the power shell.
SR Group 1 Therefore, RF emissions are very low and are not likely to cause any ® Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
interference with nearby electronic equipment.
RF emissions (lass B ded Between Portable and Mobile RF Communications
G Equipment and the Power Shell
Harmonic enisions N/A The power shell is a low-voltage battery-operated device and is The power shell is intended for use in an electromagnetic environment in which radiated RF disturbances are
IEC61000-3-2 suitable for use in all establishments. controlled. The customer or user can help prevent electromagnetic interference by maintaining a minimum distance
Voltage fluctuations / between portable and mobile RF communications equipment (transmitters) and the power shell as recommended
flicker emissions /A below, according to the maximun output power of the communications equipment.
EC610003-3 distance ding to frequency of itter (m)
Rated maxi output
power of transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
Guidance and Manufacturer’s Declaration-El. d=14P d=1/P d=12/P
The power shell is intended for use in the electromagnetic environment specified below. The customer or user should oo 012 012 03
ensure it is used in such an environment 01 038 038 073
1EC60601 Compli Elec
i 1 12 12 23
Immunity test test level level i ids
10 38 38 73
Floors should be wood,
Electrostatic discharge (ESD) +6KV contact +6kV contact conaet,orceamictle. I ﬂpors 100 u 12 B
IEC61000-4-2 +8KVai 8K air e ovared wih yifetc - . .
- - material, the relative humidity For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
should be at least 30%. meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the
maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.
Flectrical fast transient +24V for power The povier shellis a low-voltage Note 1. At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
/burst supplylines N/A batteryjoperated devie Note 2. These quidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
+1kV forinput/ and s suitable for use in all
IEC61000-4-4 reflection from structures, objects, and people.
outputlines establishments.
S diferential The power shell is a low-voltage
Surge node WA battery-operated device
IEC61000-4-5 and s suitable for use in all
+2KV common mode .
establishments.
<5%U,
(>95%dipinU)
for0.5 cycle
40%U,
{f T
Vo\tage dips short (60% dipin U) The power shell is a low-voltage
interruptions, and voltage ! .
for five cycles battery-operated device
variations on power supply N/A

70% U, and s suitable for use in all

inputines (30%dipinU,) establishments.

IEC61000-4-11

for 25 cycles
<5%U;
(>95%dipinU))
for five seconds
Powerfequency (50/60 The power shell is a Iow—\{ahage
N battery-operated device
fe) magnetic feld 3Am A and s suitable for use in all
IEC61000-4-8

establishments.

Note: U, is the AC mains voltage prior to application of the test level

and M; s

The power shell is intended for use in the electromagnetic environment specified below. The customer or user should
ensure itis used in such an environment

Immunity IEC60601 test level C i Elec
test level Guidance
Portable and mobile RF communications
equipment should be used no closer to any
part of the power shell, including cables,
than the recommended separation distance
calculated from the equation applicable to the
Conducted 3V, 3V frequency of the transmitting device.
RF 150 kHz to 80 MHz Recommended separation distance
IEC61000- d=12/p
4-6 3V/m 3V/m
80 MHz 10 2.5 GHz d=1.24/P 80 MHz t0 800 MHz
Radiated RF
IEC61000- d=1.2y/P 800 MHzto 2.5 GHz
4-3

where P is the maximum output power rating
of the transmitter in watts (W) according
1o the transmitter manufacturer and d is
the recommended separation distance in
meters (m)

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,”
should be less than the compliance level in
each frequency range.”
Interference may occur in the vicinity of
equipment marked with the following symbol:

()
Note 1. At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2. These quidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects, and people.
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E 3 covibien
Signia™
Linear Adapters

PT00048739

a 5

MANUAL CLEANING
1 i v ignia manual
2.Wipedown the adapte with i 240°Cph spcifcations

3. Under 32-40 °Crnning wate, ) instument sof

des ol thedtl eofthe st undeuing wtcrnd s for -2, Donot e o e While bushing, pay

particular attention ay particulr

4a.Forengymatc StersProlystca™ 2K Concentate) aslghtangletoalk

thestf fomhebotmandi bubls o s o the . Oncealairuies e s inmesetheadptena 3240° egymatc bt ez

specifed by the manufactures nstructions fo U andsoek for 10-20 minutes.

4o Foralkaline dtergents (non-enzymatc pH greater than .5 butes than 108} (Vlcated with neodisher MediCean fote™): Hold the adapte atalight
luton fom the bottom and ai ce all ar bubbles are eleased, immerse

theadapterina 2.40°C ke ol e by he mansoctuer's sacions o s ok or 1020 it

5 Manuallyagtate the adapter i the bath fo 1-2 minutes

6, Invert theadapteruni l i has compleely daned.

7.Ina dean 32-40 Cwaterbath, hol head thevater rom the bottom and i fomthe
{op Onceall ar bubbles e relase,immersthe adapter and soakfor 2-3 minutes
& Manual agitte heacaper n thebath for 1-2 minutes.
.Ivert the adaper i al id has compleely draied.
10.Repeatstep3
1. Rinse unde 32-40Crunning ap water o 1-2minutes,
’ THORQUGHLY: 12.Pefom a fna s under purfed water for 1-2minutes,
i fial nse under purfed wate for 1-2inu
IMPORTANT! ! !
Thisbooklt s designed isnot iy 13,0y vith a ean, sof in-fe cloth
DESCRIPTION 14.Inpecthe adape. 1 ot visbly dean, epet the above seps
The Signa™ liner adapters e handieand Signia™ powe shell o make up heSigni™ b the adapter.
patiblestapling reload, The Signia s0r gauges and AUTOMATIC CLEANING
powerhandle L
for lnstrucions for Use, see the Sigia™ mancal. Refe snsuctions for
desciptons and st ¢ " nem
Use o detaed poduct nstrcion wartings, precadions. (0)facing downward toasist drainage.
Thepoduct prepatin, The Sigia™ . -
e B v mm;u‘mw\ sk e S manua,
Wipe down he i 0ot
COMPATIBILITY el e ! -
The Signia™ linear adapter s sed withthe Signia™ staple. Refer o the Signia manual for 3.Under 32-40“Crunning water, ylon brsle brush for
o I ] The Signa™ lnear adapter the Sgnia™ Hold the distalen o the adapte nder rnningwter nd lus o 1-2 minute.Donot et thebrsh i the istal end st v\rmnmmmg oy partiar
mantal etacon ol the Signia 100 efer o ndidual Isructions forUse o inicatins the pin (4. A pay ot 0

instucions,conranications, wamings and precautons.
INDICATIONS FOR USE

TS s composdofhe ™ el pover il ™ sepone sl S e et hen s
1 gnecologica, pediatic, and thoraci

substance, hepaic i g bilary

surgery for resection, ransecin,

Tt may be used for

4 Rinseunder 32-40°C running tap water o 1-2 mires
. Perfo the automatc dearing o

muuminnmmammnanfmnnnmpams Treament | Trme (S5 [— Fov——
TheSigia™saple composed ofthe Signia™ eusabl pawer handle X\gn;amsm“g’jzuienowevsheHandX\gma reusable near adapter,when used with e 05 ot m
Enzymatic or Alkalne:Detergent
The igna™ stpler composed ofthe Sgnia™ reus2ble power handle Sigia™ single use power el and Sgnia™ reus2ble inear adapter when used with "
y oo ‘s thoracc suger forscion Enzyme Wash 0400 HotTp Water D\IumduevHv;m‘anu!adurev&
i i low anteriorresection. ft may be used fortransection and specications
resection o ver pancess. Rnse 015 HotTp Wter WA
CONTRAINDICATIONS Enzymatc or Alkalne:Detergent
Refer for Use p the Signia manual fo specific indications, d warnings, and precations. Wiash 0300 HotTap Water Diluted per the manufacturer’s
speications
Il scremaTicViEw i
o Rnse 015 HotTap Water WA
8 LOADING ALIGNMENT " Hot Purified Weterheated to
ARROW i Coviden Theml Rinse 0500 ot o) N
OIS Dy 0600 HighSeting 203 °F (95°C) A
DJSINGLE USERELOKD UNLCADBUITON 1 Valdated withStersPolstca™ 2 concentate
ELORDNGHUB 2 Valdated with neodisherMediclea forte™
) CENTERTR-LOBE STAPLING DIRECTIONAL CONTROL
) RIGHT TR-LOBE ROTATIONAL CONTROL 6.Dry with  lan, sof, lnt-fre cloth,
INSTRUCTIONS FOR USE 7. nspectthe adaptt fnotvisbly cean, epeat the abe teps.
" s user manual dset
fele P Y ol i 10.8. Referto the
upinstructions, tended dleaner fori
WARNINGS AND PRECAUTIONS DISINFECTION
1 Theslap\eva"d adapters preparation, leaning, sterization,
ot e e s Seetheinstrucions i theautomatic leaning secion
& gl stapling
2.Refr manual forspecicindicatons,convaindicaton, wamings, and precautons. STERILIZATION
. " ! . . information hod ded and qualfied o he ignia™ adaper 0 achieve 2 minimum seity
3. Selctthe Coidien™ stapling el withan nicated ssu range thatisappropiate for the tarettisue. Overly thickor i tssue may resultin assurancelevelof 10°
unacceptable saple fomaton STEAMSTERILIZATION
4.Theadapterisap Gareshauld Jeaing, The adapter are provided I placng porothersabl
orlead o devic falure container Putthe adapters and rovided, on ther i, descibed
. Theadapteris provided non-sterle, Clean and terfze before each use Steam Autoclave Sterilization:
6.D0not flash sterize (immediate-use sterlize) the adaper. 152 re-vacuum (Ve Steam (e
7 for Exposure: 20°F(132°0)
technology (such as STERRAD™ systes) r gamma strlzatonto sterzethe acapter Exposure time: 4 minutes
8 Cean the adapt dother biologiel he deice Donot useaby Vacuum dry time: 20- 40 minutes:
9.Donot . alend ofthe adapteor by dapt " 134°C re-vacuum (Ve Steam Cyle
10,00 notatempt " " e completed.Daing somay lad o Exposure termperture: 273°F (134°0)
improper calibraion and/ordevice damage Exposure time: 3 minutes
11 Donotattach po— Vacuum dry time: 20 - 40 minutes
. prio fandle. T staplr willnot Outside USA (OUS)
and the adapter completes s calibrtion.
[H perifthe packaging orthe Minimum recommended wio'
14, Endoscopi I pic techniques. Prior } Cyde
any endoscopi nsult the medical , complications, and hazarcs Pre-vacum Steam (yde | Cyde Gde Gyde
1 tapler, ignia’ manual may or D perature () 132 134 134 134
may not be successful in 9
best course faction. Exposure ime (minutes) 4 3 5 ]
SETUPAND DISSASSEMBLY Vacwm drytime (miies) | 2040 040 040 040
Refrtothe nstructionsforUse i the Signia™stapling system' usermanualfor complteset up,opertion,and disassembly instructiors,
1. Word Health Organization (WHO) steam steizaton yce.
foruse.
SETUP
1. Algnthep theadap q gup ih not exceeded.
2. SIMULTANEOUSLY, PRESS THE WO COMPONENTS TOGETHER UNTILTHE ADAPTERS FULLY SEATED INTOTHE STAPLING HANDLE AND TACTILE FEEDBACK S WARNINGS AND PRECAUTIONS
REGISTERED, 1. forst the Sgnia* adapter 4 P 137Cand. 8
LOADING A STAPLING RELOAD
Therefore, do not 209°F (137°0), andor expe 18 minut
described i the associated Instructions for Use. Ve andiorlead o devie flure.
1. Insert th pin located a the disal end of the adapter 2.Place he zation.
dlignmentindicator o the it 3. Alowa Donot in
2 lock autocave immediatelyafter the terlization ycle complte.
4 Usea!  and may lead to malfunction.
underneath. ’ " B0 Sterilization
UNLOADING A STAPLING RELOAD §
nce tation and e jaws e apen, backorelasethe wistthe eload Hot Cyde: e
countrdockwise 45, an pull the eoad rom th shaft of the aapter to remove t. +TemperatureSetPaint: 130°F (54°C)
2. Dispose of the sing! Do ot attempt " H650 mg/L
CLEANING, DISINFECTION, AND STERILIZATION  Relative Humidy. 40-60%
NOTE: The adapter is made from metals and plastic. ~ Expasure Time: 2 hours minimum
WARNING AND PRECAUTIONS - Condion:Wapped
1.Theadapter s supp Ttmustbe deaned v Cold Cydle:
2. Cean the adapter biological the device. Donot TemperatureSet Point. 100°F (38 °C)
pl from the adapte prorto g nloading a Ethylene 0id €50-700mg
Stapling o the Sigia manel Relatve Humidy: 4-60%
During Use BipasureTime: 6 hous minmum
i - Condiion:Wiapped
After Use MAINTENANCE

The adapt traces ofbload and debri. R
connotbe performed immediatl, covr the adapter with a most tovel

following use. I reprocessing

Inspectthe adaperfordamagear wear prior o se, incuding bent eectonc connctor rdisal p components, buidup of debris i lectronic contacts o
adking afthe adapte housings
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STORAGE

Store at room temperatures (50 °F-104 °F or 10 °C- 40 °C) and relative humidity (30%-75%). Avoid prolonged exposure to elevated temperatures.
DISPOSAL

Discard or recycle as per local, state, and governmental requlations.

PRODUCT CLASSIFICATION PER IEC 60601-1

Type of protection against electric shock: Intemally powered (battery)

Battery ratings: Lithium ion, 148V, 2150 mAh

Degree of protection against electric shock: Type CF applied part

Not suitable for use in presence of flammable anesthetic mixture with i, oxygen, or nitrous oxide.
Mode of operation: Continuous mode

ELECTROMAGNETIC COMPATIBILITY GUIDANCE (EN/IEC 60601-1-2)

PRECAUTION: The Medical electrical equipment
g " . N

be install to the EMCi

(EMQ),
provided in this document.

PRECAUTION: Portable and mobile RF

'WARNING: The use of
immunity of the stapler and adapter.

WARNING: The adapter nt. If adjacent use is necessary, the stapler and adapter
should b ify ion in th ion in which it will be used.

peci idi inil issit decreased

Guid: d Dedlarati

The adapter is intended for use in th i i ified below. The orthe
user should ensure they are used in such an environment.

stest | Compliance Electromagnetic environment—guidance
The adapter uses RFenergy only orts inernalfunction. Therefore,thei RF emissions
RF emissions
fite Goup1 areverylowand are not kel to causeany nterference with nearby electronic
equipment.
R emissions
o ClassB
Harmonic emissions.
amonic s N/A The adapteris a low-voltage battery-operated device and i suitable for use i al
[EC61000-3-2
establistments
Volage fluctuatons
fickeremissions NiA
IEC61000-3-3
Guidance and Ded.
The adapter is intended for use in ic envi i Th orthe
usershould y in such an envii
i 1EC 60601 Compliance L .
Immunity test testlevel evel Electromagnetic environment—guidance

Electrostatic discharge Floors should be wood, concrete, or ceramic tile. If
floors are covered with synthetic material, the relative

humidity should be at least 30%.

+6KV contact 6KV contact

IEC61000-4-2 BV air 8KV air

+2kV for power

Electrical fast transient The power handle, adapter and power shell are low-

Jbust . T\va‘va‘rjn ' NIA voltage battery-operated devices and aresutable for
TEC61000-4-4 s useinallestablshments
output lings
+140 difrentl The poier handle,adaptr and powershell are ow-
Suge )
mode i Voltage battery-operated deviesand aresitable for
IEC61000-4-5
£240 common mode useinallestalishments
<5%U
(>95%dipiny,)
for05 ¢y
4
Volage dips, short %y
(6% dpinl)
interuptons, andvotage The poier handle,adaptr and powershell are ow-
forfie s

ariationson pover NiA oltagebattery-operated deices and aresitabe for

supply inputlines T0%U useinal esablishments
EC61000-4-11 (0 dpinl)
for 25 cyces
<5%U
(>95%dipint)
for fve seconds
Povwer fequency (50/60 The povier handle,adaptr and powershell are ow-
He) magneti feld IMm WA voltage battery-operated devicesand aresitable for

IEC 61000-4-8 use in all establishments.

Note: U, s the AC mains volage pirtoapplication ofthe et lvel.

Guid: d

The adapter is intended for use in
should ensure they are used in such an environment.

IEC60601test | Compliance

or the user

Immunity test Electromagnetic Environment—Guidance
level level
Portable and mobile RF communications equipment should be used
no closer to any part of the power handle, adapter and power shell,
including cables, than the recommended separation distance calculated
from the equation applicable to the frequency of the transmitting
device.
Recommended separation distance
d=12/P
d=1.2/P 80 MHz 10 800 MHz
d=12yP 800 Mz 0 25 GHz
Conducted RF WV 3y where P is the maximum output power rating of the transmitter in

IEC61000-4-6 | 150 kHz 1o 80 MHz watts (W) according to the transmitter manufacturer and d is the
recommended separation distance in meters (m).
Field strengths from fixed RF transrmitters, as determined by an
3V/m Jectromageticite survey, should be ess than the compl
in each fiequency range.*
Interference may occur in the vicinity of equipment marked with the
following symbol:

()
Note 1. At 80 MHz and 800 Mz, the higher frequency range apples

Note 2. These guidelines may not apply in allsituations. Electromagnetic propagation is affected by absorption and reflection from
structure, objects, and people.

Radiated RF 3Vim
IEC61000-4-3 | 80MHzto 2.5 GHz

* Field strengths from fixed transmitters, such as base stations for radio ( , telephones, and mateur
radio; AM and FM radio broadcast and TV broadcast, cannot be predicted theoretically with accuracy. To assess the electromagnetic
environment due to fixed RF transmittrs,an electromagneticsite survey should be considered. If the measred fied stength n the
location in which the stapler and adapter are used exceeds the applicable RF compliance level above, the power handle, adapter

and power shell should be observed to verify normal operation. I abnormal performance s observed, additional measures may be
ecessary, such s reorenting or relocating the power handle, adapter and power shell

© Over the frequency range 150 kHz to 80 MHz, field strenqths should be less than 3V/m.

Recommended Separation Distances Between Portable and Mobile RF Communications Equipment and the
Stapler and Power Adapter
The adapter is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The customer
orthe user can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the power handle, adapter and power shell as recommended below, according to the
poweer of th 1
Separation di to frequency of transmitter (m)
of
transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=12/P d=12P d=12P
001 012 012 023
0.1 038 038 073
1 12 12 23
10 38 38 73
100 12 12 P
Fortrnsmiter notlistedcbore, ( sing
the equali y wherePis e ratng of the ransmiter
thetransmiter manufacturer
MNote 1. At 80 MHz and 800 MH, the separation distance for the higher frequency range appli
Note 2 applyinallshuation. Electomagnet
objects,and people
Rx Do not use if Consult Caution, consult
package is opened instructions accompanying
ONLY or damaged for use documents
101.3 kPa
90% 140°F
60°C
20.2°F
< 549 kPa -29°C
Transport h_umldlty Transport atmospheric Transport temperature
limitation pressure limitations
K E 16.8V/1.5A c €
[ Type CF Applied Part Direct Current 0123
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“ Covidien llc, 15 Hampshire Street, Mansfield, MA 02048 USA.

[EcTReP] Covidien Ireland Limited, IDA Business & Technology Park, Tullamore.

www.covidien.com

COVIDIEN, COVIDIEN with logo, and Covidien logo and Positive Results for Life are U.S. and internationally registered trademarks of Covidien AG. Other
brands are trademarks of a Covidien company, ™* brands are trademarks of their respective owner,

2016/06-3



INSTRUCTIONS

18

E J covibEN®
Signia™
Reusable Insertion Guide

PT00048741

BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION THOROUGHLY.
IMPORTANT!

This booklet is designed to assist in using this product. Itis not a reference to surgical techniques.
DESCRIPTION

The Signia™ reusable insertion guide is designed for use with the Signia™ stapler, which is
composed of the Signia™ power handle, Signia™ power shell and Signia™ adapters. The reusable
insertion guide is intended to be used to help maintain the sterility of the Signia™ power shell
during insertion of the non-sterile Signia™ power handle. It is provided non-sterile and must be
sterilized prior to each use.

For system configuration informeation and instructions for use, see the Signia™ stapling system’s user
‘manual. Refer to each system component’s instructions for use for detailed product descriptions and
associated indications, instructions, contraindications, warnings, and precautions.

The productis to be used by medical professionals qualified n the transportation, preparation, and
use of surgical devices. The Signia™ stapling system is intended for use in a sterile operating room
environment in surgical procedures where surgical staplingisindicated.

INDICATIONS FOR USE

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power
shell and Signia™ reusable linear adapter, when used with compatible single-use staple reloads,

PRECAUTION: Ensure the reusable insertion guide is properly seated onto the power shell
before inserting a power handle device.

3. CIRCULATING PERSON: Maintaining aseptic transfer techniques insert the power handle into the reusable
insertion guide and power shell handle.

E) SCRUBBED PERSON

F) CIRCULATING PERSON

G) POWER HANDLE

4. CIRCULATING PERSON: After the power handle is fully seated in the power shell, carefully remove the
reusable insertion guide using the extended handle.

B) EXTENDED HANDLE

E) SCRUBBED PERSON

F) CIRCULATING PERSON

5. SCRUBBED PERSON: Taking care not to touch the power handle, close the front partion of the power shell
until there is confirmation the base of the power shell is closed and the top secure dlips are secured. This
confirms the power shell is fully closed and securely locked.

D) TOP SECURE CLIPS

CLEANING, DISINFECTION, AND STERILIZATION

NOTE: The reusable insertion guide is made from plastic.

Warnings

Detergents and solutions should have a pH between neutral and 10.8.

Sterilization temperature should not exceed 279 °F (137 °C).

The reusable insertion guide is supplied non-sterile. Prior to use it must be cleaned and sterilized.

Before Use

Clean and sterilize the reusable insertion guide prior to each use following the instructions provided.
During Use

Remaove excess sail on reusable instruments with disposable wipes.

After Use

The reusable insertion quide should be cleaned thoroughly after every use to remove all traces of blood and
debris. Reprocess as soon as possible following use. If reprocessing cannot be performed immediately, cover
the device with a moist towel.

MANUAL CLEANING

1. Wipe down the device with a lint-free cloth soaked in 32-40 °C pH-neutral detergent solution diluted per
manufacturer's instructions.

2. Under 32-40 °C running water, scrub all reachable surfaces with an 11.9 mm soft nylon bristle brush for
1-2 minutes to remove surgical debris, Pay partcular attention o the grooves on the extended handle and
indentations on the underside of the tool.

3a. For enzymatic detergents (validated with Sters Prolystica™* 2x Concentrate): immerse the device ina 32-
40 °Cenzymatic bath diluted as specified by the manufacturer's Instructions for Use and soak for 5-10 minutes.
3b. For alkaline detergents (non-enzymatic pH greater than 9.5 but less than 10.8) (validated with neodisher
MediClean forte™*): immerse the device in 32-40°C alkaline bath diluted as specified by the manufacturer's
Instructions for Use and soak for 5-10 minutes.

4. Manually agitate the device in the bath for at least 1 minute.

STEAM STERILIZATION

The Reusable Insertion Guide is provided non-sterile. It may be sterilized by steam autoclave by
placingitin a polyethylene breathable pouch, standard hospital wrap, or other suitable container.
Put the reusable insertion guide into the inserts provided, on its ide, in an approved sterilization
tray. Follow the process parameters as described:

Steam Autoclave Sterilization:

132°CPre-vacuum (Hi Vac) Steam Cycle

Exposure temperature: 270°F (132°C)

Exposure time: 4 minutes

Vacuum dry time: 20 - 40 minutes

134°C Pre-vacuum (HiVac) Steam Cycle

Exposure temperature: 273°F (134°C)

Exposure time: 3 minutes

Vacuum dry time: 20 - 40 minutes

Outside USA (OUS)
Minimum recommended WHO'
Pre-vacuum Steam Cycle Cyde Cyde Cyde Cyde
Exposure temperature (°C) 132 134 134 134
Exposure time (minutes) 4 3 5 18
Vacuum dry time (minutes) 20-40 20-40 20-40 20-40
1. World Health Organization (WHO) steam sterilization cycle.

NOTE: When sterilizing multiple i in tod:
sterilizer manufacturer’s stated maximum load is not exceeded.
WARNINGS AND PRECAUTIONS

1. For steam autoclave sterilization, the Reusable Insertion Guide has been tested to a maximum
exposure temperature of 137°Cand a maximum exposure time of 18 minutes without degradation
in functional performance and service life of the device.

Therefore, do not expose the device to temperatures in excess of 279°F (137°C), and/or exposure
time in excess of 18 minutes as this may shorten device service life and/or lead to device failure.

2. Allow a 20 minute cool down period at room temperature post sterilization. Do not leave the
instrument in the autoclave for cool down. Remove from the autoclave immediately after the
sterilization cycle completes.

3. Do not use flash steam sterilization. Use of flash steam sterilization will damage the device, and
may lead to malfunction

EtO Sterilization

The following sterilization instructions apply to the use of EtO sterilization:

le, ensure the

5. Repeat step 2. Hot Cycle Cold Cycle

6. Rinse under warm running tap water (32-40 °C) for at least one minute. Temperature Set Point 130°F (54°0) 100°F (38°C)
7. Perform a fina rnse under purifed water for a minimum of one minute Emé‘:g:ﬂ?:;?z:aﬁ 600-650 mg/L. 650-700 mg/L.

8. Dry with a clean, soft, lint-free cloth !

9. Inspect the device. Ifnotviibly clean, repeat the above steps. Relative Huridity 40-60% 40-60%
AUTOMATIC CLEANING ExposureTime 2 hoursrinimum 6 hours minimum
NOTE: The Signia™ reusable insertion guide should be placed in the isinfector Conditon Wrapped Wrapped
with the logo facing up to avoid water collecting in the crevices on the underside of the

tool. MAINTENANCE

NOTE: The Signia™ blei i ide should be placed in the washer-disinfector
in such a manner to avoid contact with other devices (damage may occur as a result of

reinforced reload, loading units and cartridges has applications in abdominal,
pediatric, and thoracic surgery for resection, transection, and creation of anastomoss. It may be
used for transection and resection of liver substance, hepatic vasculature, and biliary structures and
for transection and resection of pancreas.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power
shell and Signia™ reusable linear adapter, when used with compatible curved tip single use reloads-
can be used to blunt dissect or separate target tissue from other certain tissue.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power
shell and Signia™ reusable linear adapter, when used with-compatible single use radial reloads has
applications in open or minimally invasive general abdominal, gynecologic, pediatric and thoracic
surgery for resection and transection of tissue and creation of anastomosis, as well as application
deepin the pelvis, i.e. low anterior resection. It may be used for transection and resection of liver
substance, hepatic vasculature and bilary structures and for transection and resection of pancreas.
[l SCHEMATICVIEW

A) REUSABLE INSERTION GUIDE

B) EXTENDED HANDLE

() POWER SHELL

D) TOP SECURE CLIPS

INSTRUCTIONS FOR USE

Refer to the instructions for use provided with the Signia™ stapling system's user manual, power
handle or power shell for detailed information on power handle insertion techniques and set-up
instructions. These instructions are not intended as a reference to surgical techniques.

[E3 INSERTING THE POWER HANDLE

PRECAUTION: Maintain aseptic transfer pri
handle into a sterile power shell with
tion not t inate the sterile shell d

iples when inserting the power
d reusable insertion guide. Use
ing power handle insertion.

PRECAUTION: Ensure the power handle is sufficiently charged before use. See the
instructions for use provided with the power charger.

PRECAUTION: The reusable insertion guide is provided non-sterile. It must be
deaned and sterilized prior to each use.

1, SCRUBBED PERSON: After aseptically removing the strile power shell fiom the packaging,
carefully open the power shell by holding the back handle of the power shell so the front handle is
facing up and away from the back handle.

2. SCRUBBED PERSON: Align and fully seat a clean, sterilized reusable insertion quide onto the back
handle of the open power shell to provide an aseptic transfer quide when inserting the disinfected
power handle into the power shell.

A) INSERTION GUIDE

() POWER SHELL

E) SCRUBBED PERSON

during the wash cyde)
1. Wipe down the reusable insertion quide with a lint-free cloth soaked in 32-40 °C pH-neutral detergent
solution diluted per manufacturer’s instructions.
2. Under 32-40 °C running water, scrub all reachable surfaces with an 11.9 mm soft nylon bristle brush for
1-2 minutes to remove surgicaldebris. Pay partcular attention to the grooves on the extended handle and
indentations on the underside of the tool

3. Rinse under running tap water (32-40 °C) for at least 1 minute.
4. Perform the automatic cleaning cycle, following the parameters in the table below:

Treatment | Time (MM:SS) Temperature Chemical
Pre-wash 00:45 Cold tap water N/A
Enzymatic’or Alkaline’
Wash 0400 Hot tap water Detergent diluted per the
manufacturer’s specifications
Rinse 00:15 Hot tap water N/A
Enzymatic’ or Alkaline?
Wash 03:00 Hot tap water Detergent diluted per the
manufacturer’s specifications
Rinse 00:15 Hot tap water N/A
Hot purified water
Thermal rinse 0500 beated 0 203°F 55°) N/A
oy 1600 High Seting 203 % "
1. Validated with Steris Prolystica™* 2x concentrate
2. Validated with neodisher MediClean forte™*

5. Dry with a clean, soft, lint-free cloth.
6. Inspect the device. If not visibly clean, repeat the above steps.
NOTE: The reusable insertion guide has been tested for material compatibility with

cdeaners that have pH ranges from neutral to 10.8. Refer to the cleaner’s manufacturer for
i i the microbiologi i of the cleaner.

DISINFECTION

See the automatic cleaning section.

STERILIZATION

The following process parameter information are the sterilization methods recommended and qualified for the
Reusable Insertion Guide to achieve a minimurn sterility assurance level of 10°.

Inspect the reusable insertion quide for damage or wear prior to use. If the device is warped or
broken in any way, replace with a new reusable insertion quide.

STORAGE

Store at room temperature. Avoid prolonged exposure to elevated temperatures.

DISPOSAL

Discard or recycle as per local, state, and governmental regulations.

® [y A

Do not use if Consult Caution, consult
package is opened  instructions accompanying

or damaged for use documents
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E J coviben®
Signia™
Manual Retraction Tool

PT00048743

BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION THOROUGHLY.

IMPORTANT!

This booklet is designed to assist in using this product. Itis not a reference to surgical techniques.

DESCRIPTION

The Signia™ manual retraction tool is a reusable instrument accessory for the Signia™ stapler, which is composed of the Signia™ power handle, Signia™ power
shelland Signia™ adapters The Signia™ manual retraction tool s designed fo use with Sigria™ adapters to provide manual operational control ofthe tapling
reload and articulation controls in the event of a malfunction during operation. It intended to be used only to complete a fring that has been initiated, to
retract the knife, and open the jaws and to de-articulate a stapling reload. It should not be used to initiate a new firing of the stapling reload. Itis provided
non-sterile and must be sterilized before use.

For system configuration information and Instructions for Use, see the Signia™ stapling systemis user manual.Refer to each system component’s nstructions for
Use for detailed product descriptions and associated indications, instructions, contraindications, warnings, and precautions.

COMPATIBILITY

The manual retraction tool issued with the Signia™ adapter which is part of the Signia™ Stapler. Refer to the Signia™ stapling system’s user manual for
compatible single-use stapling reloads, loading unts and cartridges including curved-tip reloads,radial eloads and reinforced reloads,

INDICATIONS FOR USE

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used with
compatible single-use staple reloads, reinforced reloads, loading units and cartridges has applications in abdominal, gynecological, pediatric, and thoracic
surgery for resection, ransection, and creation of anastomosis. It may be used for transection and resection oflver substance, hepatic vasculature, and biliary
structures and for transection and resection of pancreas.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used with
compatible curved tip single use reloads can be used to blunt dissect or separate target tissue from other certain tissue.

The Signia™ stapler composed of the Signia™ reusable power handle, Signia™ single use power shell and Signia™ reusable linear adapter, when used with
compatible single use radial reloads has applications in open or minimally invasive general abdominal, gynecologic, pediatric and thoracic surgery for resection
and transection of tissue and creation of anastomosis, as well as application deep in the pelvis, i.e. low anterior resection. It may be used for transection and
resection of liver substance, hepatic vasculature and biliary structures and for transection and resection of pancreas.

(CONTRAINDICATIONS

1.The manualretraction tool s contraindicated for intiating a new firing with  stapling eload

2. Refer to the Instructions for Use provided with the selected stapling reloads for specific indications, contraindications, warnings, and precautions.

3. Refer to the Instructions for Use provided in the user's manuals for the stapling system for specific indications, contraindications, warnings, and precautions.

n SCHEMATICVIEW

A) MANUAL RETRACTIONTOOL

B) PROXIMAL END OF ADAPTER

C) CENTERTRI-LOBE STAPLING DIRECTIONAL CONTROL
D) RIGHT TRI-LOBE ROTATIONAL CONTROL

INSTRUCTIONS FOR USE

These instructions are not intended s a reference to surgical techniques.

WARNINGS AND PRECAUTIONS

1.The Signia™ stapler and manual retraction tool is to be used by medical professionals qualified in the transportation, preparation, cleaning, sterilization, and
use of surgical devices. Covidien™ single-use reloads are intended for use in a sterile operating foom environment in surgical procedures where surgical stapling
isindicated

2.The manual retraction tool can only be used as a back-up means for operating the adapter controls. Should a malfunction occur in either the stapling reload or
the adapter, the stapling reload may not respond to inputs from the tool.

3. Inspect the manual retraction tool before use to ensure functionality.

4. Retracting the knife and opening a fullyfired stapling reload using the manualretraction tool may take up to 8 minutes. The user should consider this when
deciding on the best course of action in the event of a failure of the stapler.

5.The manual retraction tool is provided non-sterile. Clean and sterilize before each use.

6. Use only the sterilization method that is recommended and qualified for the manual retraction tool as described in this document. Do not use hydrogen
peroxide gas plasma technology (such as Sterrad™ systems) or gamma sterilization to sterilize the ool

7. After firing and removal of the instrument, always inspect the staple line and the surrounding site for hemostasis and/or leakage. Minor bleeding or leakage
may be controlled by electrocautery or sutures.

8.When dividing major vascular structures, be sure to adhere to the basic surgical principles of proximal and distal control.

9. Failure to completely fire the stapling reload will result in an incomplete cut and/or incomplete staple formation, which may result in poor hemostasis and/
or leakage.

TROUBLESHOOTING

Prior to using the manual retraction tool, review these troubleshooting scenarios related to firing of the reload.

The stapler s designed to stop firing a stapling reload if any of the following events occur:

«The DOWN / FIRE button is released and the UP / OPEN button is pressed during the firing process.

«The stapler senses a firing load that is in excess of the mechanical design limit of the stapling reload.

«The stapling reload completes firing.

If the stapler stops while firing a stapling reload, the following should be assessed:

1.Release the DOWN / FIRE bution, and any other button ortoggle that may be pressed

2. Inspect the stapling reload for an obstruction, excessively thick tissue, or for completion of firing.

3. If continued firing is desired, attempt to complete the firing by pressing and holding the DOWN / FIRE button until firing is finished.

If the stapler is unable to complete the firing of the stapling reload:

1. Press the UP / OPEN button. The device will retract the knife to the fully clamped position, but the jaws will remain clamped on the tissue. Press up and hold
the UP / OPEN button to open the jaws of the instrument.

adhere to the basic

PREC/ : dividing major vascular d distal control.

2. If successful in removing the stapling reload from the tissue, refer to the user manual for the Signia™ stapling system to remove the stapling reload. If
unstuccessful refer to the Removing the Stapling Reload section below.

REMOVING THE STAPLING RELOAD
Ifthe stapler fails 1 remove the reoad from the issue, the following procedures may be used to attempt to retract the knife and open the aws of the stapling
reload

WARNING: Depending upon the failure, the may or may not ful in retracting the knife and
opening the stapling reload. Professional experit hould be used to assess deciding the best course of
action.

NOTE: The alf can be stapler in use or with a new power
staplerifa power d sterile control shell ble. Insert a charged power handle into a sterile control
shell, following the Power Handle Inserti of the Si i user manual.

PPOWERED OPENING APPROACH

PRECAUTION: Care should be taken to support pi lamped reload during di to prevent distal tip

and/or tissue damage.
1. Stabilize the adapter and remove the stapling handle by pressing the QUICK RELEASE button on the top of the adapter while simultaneously pulling the
stapling handle off of it
2. Reattach the existing stapling handle or a new stapling handle onto the adapter and connected reload. Upon connection to the adapter, the device will run
through a calibration process and recognize if a reload is attached. It will then attempt to reverse the knife blade, forcing the knife to retract and open the stapling
reload
3. Once the stapling reload is disengaged from tissue, remove the power handle from the patient and inspect the staple line and surrounding tissue for
hemostasis and/or leakage.
PPOWER HANDLE REBOOT APPROACH
PRECAUTION: Rebooting the power handle during a firing or incomplete firing will stop the firing process.
1.To force a reboot, simultaneously press and hold both SAFETY buttons for up to 10 seconds. Release the buttons and the device will reboot.
NOTE: Upon reboot, the device will run through a calibration process and recognize if a reload is attached. It will then attempt to
reverse the knife blade, forcing the knife to retract and open the stapling reload.
2.0nce the stapling reload s disengaged from tissue, remove the stapler from the patient and inspect the staple line and surrounding tissue for hemostasis and/
or leakage.
MANUAL OPENING PROCEDURE
Use the following manual retraction tool procedure if another power stapler is not available to perform the above powered opening approaches.
'WARNING: The manual retraction tool is intended to be used as a back-up device for the Signia™ stapler should the stapler

peri ilure during ion. It can be used pl firing that Iready initiated, or to retract the knife
and open the jaws to remove a reload from tissue. It should NOT be used to initiate a new firing of a stapling reload.

WARNING: The manual retraction tool is provided non-sterile. Clean and sterilize before each use.

1. Remove the power stapling handle from the adapter by pressing the black QUICK RELEASE button on the adapter while pulling the handle off of it
PRECAUTION: Care should be taken to support p! lamped reload during di
and or tissue damage.

2.To control the firing, insert the manual retraction tool into the center hole marked with the number 1 on the proximal end of the adapter.

3.To continue firing the stapling reload, turn the manual adapter tool counterclockwise.

4.Toretract the knife and open the jaws of the stapling reload, turn the manual adapter tool clockwise and in the direction of the arrow indicator,
PRECAUTION: Retracting the knife and opening a

minutes. The user should consider this when deci
handle.

to prevent distal tip

y tool may takeupto 8
\g on the best course of action in the event of a failure of the power stapling

NOTE: If the reload is articulated, insert the manual retraction tool into the hole marked with the number 2 on the proximal
end of the adapter. Center the reload, and remove the i from the patient. Refer to the i ions in the Di
section of the Signia™ stapling system'’s user manual.

NOTE: When the stapling reload is orientated so the lower clamp cover is up and the anvil is down, turning the manual adapter
tool counterclockwise will articulate the reload to the right. Turning it clockwise will articulate the reload to the left.

WARNING: If a device malfunction occurs during a procedure or the manual retraction tool is used, do not attempt to reuse the
power stapler, power handle, adapter, or the stapling reload. Contact Covidien for return instructions.

PRECAUTION: After firing and removing the Signia™ stapler from the patient, always inspect the staple line and the surroundi
for hemostasis and/or leakage. Minor bleeding or leakage may b ing
CLEANING, DISINFECTION, AND STERILIZATION

NOTE: The manual retraction tool is made from metal and plastic.

Warnings

Detergents and solutions should have a pH between neutral and 10.8.

Sterilization temperature should not exceed 279 °F (137 °C).

The manual retraction tool s supplied non-sterile. Prior to use it must be cleaned and sterilized.
Before Use

(lean and sterilize the manual retraction tool prior to each use following the instructions provided.
After Use

The manual etraction tool should be cleaned thoroughly afer every use to remove allraces of blood and debris. Reprocess as soon as possible following use. If
reprocessing cannot be performed immediately, cover the instrument with a moist towel.

MANUAL CLEANING

NOTE: The Signia™ manual retraction tool should be cleaned in the open position; with external and internal handles in either an
open Vshape (45° angle relative to the shaft) or T shape (90° angle relative to the shaft).

1. Wipe down the device with a lint-free cloth soaked in 32-40 °C pH-neutral detergent solution diluted per manufacturers instructions.

2.Under 32-40 °C running water, scrub all reachable surfaces with an 11.9 mm soft nylon bristle brush for 1-2 minutes to remove surgical debris. Pay particular
attention to the indentations on the interior of the handles.

3a. For enzymatic detergents (validated with Steris Prolystica™* 2x Concentrate): immerse the device in a 32-40 °C enzymatic bath diluted as specified by the
manufacturer’s Instructions for Use and soak for S-10 minutes.

3b. For alkaline detergents (non-enzymatic pH greater than 9.5 but less than 10.8) (validated with neodisher MediClean forte™*): immerse the device n a
32-40°C alkaline bath diluted as specified by the manufacturer’s Instructions for Use and soak for 5-10 minutes.

4. Manually agitate the device in the bath for at least 1 minute.

5. Repeat step 2.

6. Rinse under warm running tap water (32-40 °C) for at least one minute.

7. Perform a final rinse under purified water for a minimum of one minute.

8. Dry with a clean, soft, lint-free cloth

9. Inspect the device. If not visibly clean, repeat the above steps.

AUTOMATIC CLEANING

NOTE: The Signia™ manual retraction tool should be cleaned in the open position; with external and internal handles in either an
open V shape (45° angle relative to the shaft) or T shape (90° angle relative to the shaft).

NOTE: The Signia™ manual retraction placedin lying flat to assist drainage and in such a
manner to avoid contact with other devices (damage may occur as a result of movement during wash cycle).

1. Wipe down the manual retraction tool with a lint-free cloth soaked in 32-40 °C pH-neutral detergent solution diluted per manufacturer's instructions.

2. Under 32-40 °C running water, scrub ll reachable surfaces with an 11.9 mm soft nylon bristle brush for 1-2 minutes to remove surgical debris. Pay particular
attention to the indentations on the interior of the handles.

orsutures.

3 Rinse under unning tap water (32-40°C) forat east T minute.
4 Perform the automaticceaning cyce, following the parameters i the table below:
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Time .
Treatment (MM:SS) Temperature Chemical
Pre-wash 00:45 Cold tap water N/A
icl 2
Vash 0400 Hottap waer Enzymatic’ or Alkaline Pelergemdw\uted per the
manufacturer's specifications
Rinse 00:15 Hot tap water N/A
- y -
Vash 0300 Hottap water Enzymatic' or Alkaline !)elergenld\\uted per the
manufacturer's specifications
Rinse 00:15 Hot tap water N/A
Hot purified water heated to
Thermal rinse 05:00 203 (95°0) N/A
Dry 06:00 High Setting 203 °F (95 °C) N/A

1. Validated with Steris Prolystica™* 2x concentrate
2.Validated with neodisher MediClean forte™*

5. Dry with a clean, soft, lint-free cloth.
6. Inspect the device. If not visibly clean, repeat the above steps.

NOTE: The manual retraction tool has been tested for material compatibility with cleaners that have pH ranges from neutral to

10.8. Refer to the dleaner’s for i the of the deaner.
DISINFECTION

See the instructions in the automatic cleaning section.

STERILIZATION

The following process parameter information are the sterilization methods recommended and qualified for the Manual Retraction Tool to achieve a minimum
sterility assurance level of 10

STEAM STERILIZATION

The Manual Retraction Tool is provided non-sterile. It may be sterilized by steam autoclave by placing it in a polyethylene breathable pouch, standard hospital
wrap, or other suitable container. Put the Tool into the inserts provided, on its side, in an approved sterilization tray. Follow the process parameters as described:
Steam Autoclave Sterilization:

132°C Pre-vacuum (HiVac) Steam Cycle

Exposure temperature: 270°F (132°C)

Exposure time: 4 minutes minimum

Vacuum dry time: 20 - 40 minutes

134°C Pre-vacuum (HiVac) Steam Cycle

Exposure temperature: 273°F (134°C)

Exposure time: 3 minutes minimum

Vacuum dry time: 20 - 40 minutes

Outside USA (OUS)
Minimum recommended
WHO' Cycle
Pre-vacuum Steam Cycle Cyde Cyde Cycle
Exposure temperature (°C) 132 134 134 134
Exposure time (minutes) 4 3 5 18
Vacuum dry time (minutes) 20-40 20-40 20-40 20-40
1. World Health Organization (WHO) steam sterilization cycle.

NOTE: When sterilizing multiple instruments in one autoclave cycle, ensure the
not exceeded.

WARNINGS AND PRECAUTIONS

1. For steam autoclave sterilization, the Manual Retraction Tool has been tested to a maximum exposure temperature of 137°C and a maximum exposure time of
18 minutes without degradation in functional performance and service life of the device.

urer’s stated maxi load is

Therefore, do not expose the device to temperatures in excess of 279°F (137°C), and/or exposure time in excess of 18 minutes as this may shorten device service
life- and/or lead to device failure.

2. Allow a 20 minute cool down period at room temperature post sterilization. Do not leave the instrument in the autoclave for cool down. Remove from the
autoclave immediately after the sterilization cycle completes.

3.Do not use flash steam sterilization. Use of flash steam sterilization will damage the device, and may lead to malfunction.

Et0 Sterilization

The following sterilization instructions apply to the use of Et0 sterilization:

Hot Cycle Cold Cycle
Temperature Set Point 130 °F (54°C) 100 °F (38 °C)
Ethylene Oxide Gas Concentration 600-650 mg/L 650-700 mg/L
Relative Humidity 40-60% 40-60%
Exposure Time 2 hours minimum 6 hours minimum
Condition Wrapped Wrapped
MAINTENANCE
Inspect the manual retraction tool for damage or wear prior to use.
STORAGE
Store at room temperature. Avoid prolonged exposure to elevated temperatures.
DISPOSAL

Discard or recycle as per local, state, and governmental regulations.

Rx Do not use if Consult Caution, consult
package is opened instructions accompanying
ONLY or damaged for use documents
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CLEANING

During use:

Remove excess soil on the reusable instruments with
disposable wipes.

After use:

Reprocess the instruments as soon as possible following use.
If reprocessing cannot be performed immediately, cover the
instruments with a moist towel.

PRECAUTION

Do not use instrument lubricant on the power handle or the
adapter.

Power Shell

The power shell is single-use only. DISCARD AFTER USE.
DO NOT STERILIZE.

Re-sterilized or reprocessed sterile power shells will not
function.

Power Handle
WARNING & PRECAUTION

The power handle is made from metal, electronics,
and plastic.

NOTE

The power handle is a reusable device and will deactivate
after reaching the end of its service life. The device will

not deactivate during use. The number of uses remaining
indication is provided on the power handle OLED display.

1. The power handle is provided non-sterile. Clean after each
use. DONOT STERILIZE.

. Do not rinse under running water or submerge. Avoid
moisture on the gold electrical contacts on the bottom
and front face.

N

W

. Do not use alcohol, quaternary ammonium, and bleach
based wipes as they may cause physical deterioration of
the handle housing such as discoloration, embrittlement,
or cracking. Only use the cleaning methods described in
this manual to maximize the physical characteristics of the
handle housing.

4. Do not use instrument lubricant on the power handle.

To clean the power handle

= Wipe down all exposed surfaces with a slightly water
dampened lint-free cloth to completely remove any gross
debris from the device.

= If additional cleaning is required, use a hydrogen peroxide
based wipe such as Oxivir™" Tb per the manufacturer's
instructions.

= Ensure the power handle is completely dry prior to inserting
itinto a sterile power shell or charger.

The power handle is non-sterile and cannot be sterilized.
Do not immerse. The power handle will be damaged if
sterilization is attempted.

Adapters

The adapter is supplied non-sterile. It must be cleaned and
sterilized prior to use.

Clean the adapter immediately after use to prevent blood
and other biological materials from drying on the surface of
the device. Do not use abrasive agents.

Remove and dispose of the single-use reload (if attached)
from the adapter prior to cleaning and sterilizing.

After use

The adapter should be cleaned thoroughly after every use to
remove all traces of blood and debris. Reprocess as soon as

possible following use. If reprocessing cannot be performed

immediately, cover the adapter with a moist towel.

NOTE

The adapter is a reusable instrument and will deactivate
after reaching the end of its service life. The number of uses
remaining is indicated on the power handle display. These
indications are described in the Signia™ stapling system's
user manual.




Manual cleaning

1. Remove the adapter from the stapler according to the
instructions for use provided with the Signia™ stapling
system's user manual.

2. Wipe down the adapter with a separate lint-free cloth
soakedina90-104 F (32-40 C) pH-neutral detergent
solution diluted per the manufacturer's specifications.

3. Under 90-104 F (32-40 C) running water, scrub all
reachable exterior surfaces with a generalinstrument
soft nylon bristle brush for 1-2 minutes to remove
surgical debris. Hold the distal end of the adapter under
running water and flush for 1-2 minutes. Do not insert
the brush into the distal end shaft. While brushing, pay
particular attention to the grooves on the pin. Also pay
particular attention to the grooves and sides of the reload
unload button.

4a. For enzymatic detergents (Validated with Steris
Prolystica™ 2X Concentrate): Hold the adapter at a slight
angle to allow the detergent solution to flow into the shaft
from the bottom and air bubbles to release from the top.
Once all air bubbles are released, immerse the adapterin
a90-104 F (32-40 C) enzymatic bath diluted as specified
by the manufacturer's Instructions for Use and soak for
10-20 minutes.

4b. For alkaline detergents (non-enzymatic pH greater
than 9.5 but less than 10.8) (Validated with neodisher
MediClean forte™): Hold the adapter at a slight angle to
allow the detergent solution to flow into the shaft from
the bottom and air bubbles to release from the top.
Once all air bubbles are released, immerse the adapter
ina90-104 F (32-40 C) alkaline bath diluted as specified
by the manufacturer's Instructions for Use and soak for
10-20 minutes.

5. Manually agitate the adapter in the bath for 1-2 minutes.
6. Invertthe adapter until all fluid has completely drained.

7. Inaclean90-104 F (32-40 C) water bath, hold the adapter
at a slight angle to allow the water to flow into the shaft
from the bottom and air bubbles to release from the top.
Once all air bubbles are released, immerse the adapter
and soak for 2-3 minutes.

8. Manually agitate the adapter in the bath for 1-2 minutes.
9. Invertthe adapter until all fluid has completely drained.
10. Repeat step 3.

11. Rinse under 90-104 F (32-40 C) running tap water for
1-2 minutes.

12. Perform a final rinse under purified water for 1-2 minutes.
13. Dry with a clean, soft, lint-free cloth.

14. Inspect the adapter. If not visibly clean, repeat the
above steps.

PRECAUTION

Do not use instrument lubricant on the power handle or the
adapter.

Automatic cleaning

1. Remove the adapter from the stapler according to the
instructions for use provided with the Signia™ stapling
system's user manual.

o

Wipe down the adapter with a lint-free cloth soaked in 90-
104 F (32-40 C) pH-neutral detergent solution diluted per
manufacturer's instructions.

Under 90-104 F (32-40 C) running water, scrub all
reachable surfaces with a general instrument soft nylon
bristle brush for 1-2 minutes to remove surgical debris.

W

Hold the distal end of the adapter under running water
and flush for 1-2 minutes. Do notinsert the brush into the
distal end shaft. While brushing, pay particular attention to
the grooves on the pin. Also pay particular attention to the
grooves and sides of the reload unload button.

Rinse under 90-104 F (32-40 C) running tap water for
1-2 minutes.

»

o

Perform the automatic cleaning cycle, following the
recommendations in the table on the next page.

NOTE

The Signia™ adapter should be placed in such a manner to
avoid contact with other devices to prevent damage from
occuring in result of movement during the wash cycle. It is
recommended that the adapter be placed with reload unload
button facing downward to assist drainage.

Treatment Time (min:sec) Temperature Chemicals

1. Validated with Steris Prolystica™" 2x concentrate
2. Validated with neodisher MediClean forte™
3.Dilute detergents per the manufacturer's specifications

6. Drywith aclean, soft, lint-free cloth.

7. Inspect the adapter. If not visibly clean, repeat the above
steps.

PRECAUTION

Do not use instrument lubricant on the power handle or the
adapter.



NOTE

The adapter has been tested for material compatibility
with cleaners that have pH ranges from neutral to 10.8.
Refer to the cleaner's manufacturer for information on the
microbiological effectiveness of the cleaner.

Reusable Insertion Guide

Detergents and solutions should have a pH between neutral
and 10.8.

The reusable insertion guide is supplied non-sterile. Prior to
use it must be cleaned and sterilized.

After Use

The reusable insertion guide should be cleaned thoroughly
after every use to remove all traces of blood and debris.
Reprocess as soon as possible following use. If reprocessing
cannot be performed immediately, cover the device with a
moist towel.

Manual Cleaning

1. Wipe down the device with a lint-free cloth soaked in 90-
104 F (32-40 C) pH-neutral detergent solution diluted per
manufacturer's instructions.

Under 90-104 F (32-40 C) running water, scrub all
reachable surfaces with an 11.9mm soft nylon bristle
brush for 1-2 minutes to remove surgical debris. Pay
particular attention to the grooves on the extended
handle and indentations on the underside of the tool.

2.

3a. For enzymatic detergents (validated with Steris
Prolystica™ 2x Concentrate): immerse the device in a
90-104 F (32-40 C) enzymatic bath diluted as specified
by the manufacturer's Instructions for Use and soak for
5-10 minutes.

3b. For alkaline detergents (non-enzymatic pH greater
than 9.5 but less than 10.8) (validated with neodisher
MediClean forte™): immerse the device in 90-104 F
(32-40 C) alkaline bath diluted as specified by the
manufacturer's Instructions for Use and soak for
5-10 minutes.

4. Manually agitate the device in the bath for at least

1 minute.
5. Repeatstep 2.
6. Rinse under warm running tap water (90-104 F/32-40C)

for atleast 1 minute.

7. Perform afinal rinse under purified water for a minimum
of 1 minute.

8. Drywith a clean, soft, lint-free cloth

9. Inspect the device. If not visibly clean, repeat the
above steps.

Automatic Cleaning
NOTE

The Signia™ reusable insertion guide should be placed in the
washer-disinfector with the logo facing up to avoid water
collecting in the crevices on the underside of the tool.

The Signia™ reusable insertion guide should be placed in the
washer-disinfector in such a manner to avoid contact with
other devices (damage may occur as a result of movement
during the wash cycle).

1. Wipe down the reusable insertion guide with a lint-free
cloth soakedin 90-104 F (32-40 C) pH-neutral detergent
solution diluted per manufacturer's instructions.

Under 90-104 F (32-40 C) running water, scrub all
reachable surfaces with an 11.9 mm soft nylon bristle
brush for 1-2 minutes to remove surgical debris. Pay
particular attention to the grooves on the extended
handle and indentations on the underside of the tool.

Rinse under running tap water (90-104 F/32-40 C) for at
least 1 minute.

N

b

B

Perform the automatic cleaning cycle, following the
parameters in the table below:

Treatment Time (min:sec) Temperature Chemicals

1. Validated with Steris Prolystica™ 2x concentrate
2. Validated with neodisher MediClean forte™
3. Dilute detergents per the manufacturer's specifications

5. Drywithaclean, soft, lint-free cloth.

6. Inspectthe device. If not visibly clean, repeat the
above steps.

NOTE

The reusable insertion guide has been tested for material
compatibility with cleaners that have pH ranges from
neutral to 10.8. Refer to the cleaner’'s manufacturer for
information on the microbiological effectiveness of the
cleaner.




Manual Retraction Tool

Detergents and solutions should have a pH between neutral
and 10.8.

The manual retraction tool is supplied non-sterile. Prior to
use it must be cleaned and sterilized.

After Use

The manual retraction tool should be cleaned thoroughly
after every use to remove all traces of blood and debris.
Reprocess as soon as possible following use. If reprocessing
cannot be performed immediately, cover the instrument with
amoist towel.

Manual Cleaning

NOTE

The Signia™ manual retraction tool should be cleaned in the
open position; with external and internal handles in either
anopen V shape (45 degree angle relative to the shaft) or T
shape (90 degree angle relative to the shaft).

1. Wipe down the device with a lint-free cloth soaked in 90-
104 F (32-40 C) pH-neutral detergent solution diluted per
manufacturer's instructions.

2. Under90-104 F (32-40 C) running water, scrub all
reachable surfaces with an 11.9 mm soft nylon bristle
brush for 1-2 minutes to remove surgical debris. Pay
particular attention to the indentations on the interior of
the handles.

3a. For enzymatic detergents (validated with Steris
Prolystica™ 2x Concentrate): immerse the device in a
90-104 F (32-40 C) enzymatic bath diluted as specified
by the manufacturer's Instructions for Use and soak for
5-10 minutes.

3b. For alkaline detergents (non-enzymatic pH greater
than 9.5 but less than 10.8) (validated with neodisher
MediClean forte™): immerse the device ina 90-104 F
(32-40 C) alkaline bath diluted as specified by the
manufacturer's Instructions for Use and soak for 5-10
minutes.

4. Manually agitate the device in the bath for at least
1 minute.

5. Repeatstep 2.

6. Rinse under warm running tap water (90-104 F/32-40 C)
for at least 1 minute.

7. Perform a final rinse under purified water for a minimum
of 1 minute.

8. Drywith aclean, soft, lint-free cloth

9. Inspectthe device. If not visibly clean, repeat the
above steps.

Automatic Cleaning
NOTE

The Signia™ manual retraction tool should be cleaned in the
open position; with external and internal handles in either
an open V shape (45 degree angle relative to the shaft) or T
shape (90 degree angle relative to the shaft).

The Signia™ manual retraction tool should be placed in the
washer-disinfector lying flat to assist drainage and in such
amanner to avoid contact with other devices (damage may
occur as a result of movement during wash cycle).

1. Wipe down the manual retraction tool with a lint-free
cloth soakedin 90-104 F (32-40 C) pH-neutral detergent
solution diluted per manufacturer's instructions.

Under 90-104 F (32-40 C) running water, scrub all
reachable surfaces with an 11.9 mm soft nylon bristle
brush for 1-2 minutes to remove surgical debris. Pay
particular attention to the indentations on the interior of
the handles.

Rinse under running tap water (90-104 F/32-40 C) for at
least 1 minute.

N
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Perform the automatic cleaning cycle, following the
parameters in the table below:

Treatment Time (min:sec) Temperature Chemicals

1. Validated with Steris Prolystica™ 2x concentrate
2. Validated with neodisher MediClean forte™
3. Dilute detergents per the manufacturer's specifications

5. Drywithaclean, soft, lint-free cloth.

6. Inspectthe device. If not visibly clean, repeat the
above steps.

NOTE

The manual retraction tool has been tested for material
compatibility with cleaners that have pH ranges from
neutral to 10.8. Refer to the cleaner's manufacturer

for information on the microbiological effectiveness of
the cleaner.

Disinfection
See the automatic cleaning sections.



STERILIZATION

Sterilizing
The adapters, manual retraction tool, and the reusable

insertion guide are provided non-sterile. They may be
sterilized by steam autoclave.

Do not use hydrogen peroxide gas plasma technology

(such as STERRAD™ systems), ethylene oxide, or gamma
sterilization. The adapters and accessories are approved for
steam autoclave sterilization.

The following information is the sterilization method
recommended and qualified for the linear adapter. Do not
expose the device to temperatures in excess of 279 F

(137 C), as this may shorten device service life and/or lead to
device failure.

Place the adapter on its side during sterilization.

Allow a 20-minute cool down period at room temperature
post sterilization. Do not leave the instrument in the
autoclave for cool down; remove it immediately after the
sterilization cycle is complete.

Do not use flash steam sterilization. Use of flash steam
sterilization will damage the device, and may lead to
malfunction.

Steam Autoclave Sterilization

132 C pre-vacuum (Hi Vac) steam cycle
= Exposure temperature: 270 F (132 C)
= Exposure time: 4 minutes

= Vacuum dry time: 20-40 minutes
134 C pre-vacuum (Hi Vac) steam cycle
= Exposure temperature: 273 F (134 C)

= Exposure time: 3 minutes

= Vacuum dry time: 20-40 minutes

Outside USA (OUS)

Pre-Vacuum Steam Cycle Cycle | Cycle Cycle Cycle

Exposure Temperature (C) | 132 134 134 134

Exposure Time (minutes) 4 3 5 18
Vacuum Dry Time (minutes) | 20-40 | 20-40 | 20-40 | 20-40
tWorld Health Organization

NOTE

When sterilizing multiple instruments in one autoclave
cycle, ensure the sterilizer manufacturer’s stated maximum
load is not exceeded.

Storage
Store at room temperature.

90% 101.3kPa 140°F
@ -
N 20.2°F

54.9kPa -29°C
Transport humidity Transport atmospheric Transport temperature
limitation pressure limitations
Disposal

Discard or recycle as per local, state, and governmental
regulations.



BAT TERY LIFE

Battery Life

Full battery life depends on factors such as tissue consistency and thickness, dwell time,

and functionality used during a procedure. At a minimum, the Signia™ stapler is designed to allow
for 17 firings, including 10 hours of dwell time. A lockout feature will activate if a minimum of two
firings are not possible. And the user will be notified via audible indicator and a yellow signal on the
OLED screen’?

Storage

Return the power handle to a battery charger bay for safe storage. Always store the device at room
temperature (50-104 F or 10-40 C) and relative humidity between 30-75%. And avoid prolonged
exposure to elevated temperatures.




PUT THEFUTURE
OF STAPLING

IN YOUR HANDS / “,.\
TODAY.

Ordering Information

ORDER CODE DESCRIPTION

SIGPHANDLE Signia™ Power Handle
SIGPSHELL Signia™ Power Control Shell
SIGADAPTSTND Signia™ Linear Adapter
SIGADAPTXL Signia™ Linear Adapter XL
SIGADAPTSHORT Signia™ Linear Adapter Short
(coming soon)

SIGSBCHGR Signia™ Single-Bay Charger
SIGRIG Signia™ Reusable Insertion Guide
SIGMRET Signia™ Manual Retraction Tool
SIGTRAY Signia™ Sterilization Tray
SIGPCORD1 Signia™ Power Cord 1-US
SIGPCORD6 Signia™ Power Cord 6 —JA

To try the Signia™ stapler in your next procedure, contact your local
Medtronic sales representative or call 800-722-8772.

More information is on our website: medtronic.com/covidien
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