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General information

General information

How to place an order

All orders are processed by the appropriate Cook customer service center, as
determined by your location. Please note: Not all products are available for sale in all
regions. Please contact your local customer service center for more information.

Customer service centers

Americas

Orders should be directed to Cook Medical
by mail, phone, fax, email, or EDI.

Cook Medical

PO Box 4195

Bloomington, IN 47402-4195, USA

Phone: 800.457.4500

Fax: 800.554.8335

Email: CustomerSupport@CookMedical.com
EDI: cookmedical.com/edi.do

Customer service lines (800.457.4500) are available
weekdays (excluding national holidays) between the
hours of 8:00 am and 7:00 pm EST.

Please note: For all other countries, contact the nearest
customer service center, your local Cook Medical
representative, or your distributor.

Cook Medical



General information

BusinessCare Integration

Our BusinessCare Integration (BCl) team is aligned with
our clinical division teams (MedSurg and Vascular), so
our account executives simplify the point of contact for
you. Our broad view of Cook and deep understanding
of the healthcare supply chain help us collaborate with
you right where you need us, so that you can focus
more on your facility’s patients.

We can work with all the stakeholders involved in
bridging your product purchase and supply chain
needs. We will invest time to understand your needs,
identify opportunities for you, and collaborate with
you. For more information, please contact us at
800.457.4500 or CustomerSupport@cookmedical.com.
Please contact your local customer service center to be
connected with the appropriate BCl contact.

Order Number

Every catalog item has both a six digit Order Number
and Reference Part Number. Either of these numbers
can be used when placing orders.

Special order items (nonstock)

Cook manufactures special order (nonstock) items
to help meet your institution’s individual needs.
These items may be subject to a price increase and
a minimum order quantity to cover order processing
considerations. Please note: Special order items are
nonreturnable and require longer lead times.

EDI ordering

By ordering through Cook’s EDI system, you can
eliminate document rekeying and paper and reduce
ordering lead time, stock handling, and many other
manual processes. Using your Cook customer account
and global product number, we work directly with you
or your distributor to provide start-to-finish electronic
ordering. Please contact your local customer service
center to determine whether EDI is available in your
area.

Shipments and terms

Delivery information and fees

North America

Default shipping for all orders in stock is two business
days and is included in the cost of the product.
Nonstock items will take longer to ship. If you need less
than two-day delivery for stock items, we can arrange
it for an additional fee. Please contact your local
Customer Support office for those rates.

Latin America

Please consult your local Cook Medical representative
or distributor.

Standing order shipments

The standing order shipments (SOS) program simplifies
ordering and shipping of regularly purchased products.
Products ordered routinely and in predictable
quantities and special order (nonstock) products
needed on a regular basis can be scheduled to ship
monthly or at a different agreed upon interval. This
ensures that your order will be received routinely at

the designated time. If you are overstocked and do not
need your next SOS shipment, simply call 30 days prior
to the scheduled ship date and have the order held until
your next scheduled shipment. As a customer of the
SOS program, your pricing is held firm for the 12-month
period from when you first start ordering, during

which time you are protected from price increases. The
SOS program is not a contract and can be canceled

in its entirety with a 30-day notice prior to your next
scheduled shipment. If you would like to know more
about our standing order shipments program, or if

you are interested in establishing an SOS order, please
contact your local customer service center or your Cook
representative.

Returned goods policy

Cook will accept return of any stock item within 90
days of the original invoice date; however, we will not
accept return of nonstock items. Prior authorization

for all returned items is required. To obtain a return
authorization number, contact your local customer
service center or distributor. A request for return of
products must specify reason for return, order number,
quantity, lot number, and invoice number. All returned
products must be received in their original, unopened
packages, undamaged, and packed appropriately

for shipping. ltems must be in salable condition and
suitable for restocking. Returned products must be
accompanied by the original order invoice, packing
slip, or facsimile. Returned items may be subjectto a
reprocessing charge that varies by geographic location.
Full credit will be given for any item returned due to

a processing error by Cook. Packages returned to
Cook should be marked with the return authorization
number on the outside of the package and shipped to
the appropriate Cook location to the attention of Returned
Goods.

Product information

Product use information

For information concerning indications,
contraindications, warnings, precautions, and
suggested instructions for use, refer to appropriate
product-specific labeling.

Packaging and sterilization notice

All products are supplied sterile in peel-open packages
and are intended for one-time use unless otherwise
noted.

Cook Medical



General information

Product storage

Cook products should be stored in a dark, cool, and
dry place or refrigerated where indicated. Extended
periods of exposure to light may result in degradation
of some plastic materials and should be avoided.
Extended periods of elevated temperature can reduce
a product’s shelf life and should also be avoided.

Product expiration

Most Cook products carry an expiration date on the
label that is based on concerns for product integrity.
The expiration date is typically given as year/month or
year/month/day and indicates the date by which the
product should be used. Use during the month or day
indicated is acceptable.

Product changes

Cook reserves the right to change or discontinue any
product without notice; however, we can recommend
alternatives if one of your products has been
discontinued.

Product warranty

Cook warrants that at the time of manufacture,
products were prepared and tested in accordance with
quality system regulations specified by the appropriate
global regulatory body and were true to label. Because
of biological differences in individuals, no product is
100% effective under all circumstances. In addition,
because we have no control of the conditions under
which the product is used, diagnosis of the patient,
and the method of use or administration and handling
of the product after it leaves our possession, we do

not warrant either a good effect or against an ill effect
following the product’s use. The foregoing warranty

is exclusive and in lieu of all other warranties either
written, oral, or implied (including any warranties

of merchantability or fitness for purpose). No
representative of the company may change any of the
foregoing, and the buyer accepts the product subject
to all terms hereof.

Product performance

Cook is dedicated to providing our customers with
excellent quality products delivered in a manner that
meets their needs and expectations. However, we
understand that in some cases, a service or product
quality issue may occur. In these situations, it is
requested that the customer communicate the issue to
the Cook customer relations department. Customers
outside of the US should contact their local customer
service department or distributor. If product is to be
returned as a result of any failure to meet customer
expectations, the appropriate return address and
shipping information will be provided.

Cook Medical



General information

Product label

The information provided below is an explanation of
reference symbols that can be found on a product

label.

Reference Part Number

and Global Part Number

Nonsterile
Sterilization using ethylene oxide.

1 | Manufacturer’s Lot Number.
Date of Manufacture
Manufacturer

Use-by-Date

Do Not Reuse/Single Use Only
(for disposable one-time use products)

= OWE[L

Caution, Consult Instructions For Use

Order Number description

Products may be ordered using the Order Number
(Global Part Number) as well as the traditional
Reference Part Number. A sample of the ordering
information is below.

Order Reference

MNumber Part Number
G4B675 FS-OMNI-21

G56103 FS-OMNI-21-260
G48576 F5-OMMI-21-480
G31903 FS-OMNI

G391 F5-OMNI-35
Mark V System®

All Cook products with the Mark V System have
markings in 5 cm increments for endoscopic
visualization.

EE Consult Instructions For Use

Authorised representative

in the European Union

e
"

#

Keep Away from Sunlight
* Keep Dry

Phthalate

MR Conditional

Product Contains Latex

Not Lithotripsy Compatible

@I I

>
5

Wire Guide Compatibility
Maximum Insertion Portion Width

Minimum Accessory Channel

= @@ ¢

Quantity Per Box

Color connection

Cook developed the unique color connection method
to provide instant recognition of compatible devices
placed over specific-size wire guides.

Wire guide holders and accompanying devices display
a corresponding color band. Employing a compatible,
color-coded wire guide and accessory allows for
smoother, more organized delivery of your over-the-
wire accessories and the potential for improved
patient care.

B Green=0.018 inch
B Black = 0.021 inch
B Blue = 0.025inch

M Purple = 0.035inch

Cook Medical
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Order Reference
Number Part Number
G31522 FS-WL-0-S
G31540 FS-WL-P-S

QUICK REFERENCE

Scope
Compeatibility

Olympus®
Fujinon®

Pentax®

Wire Guide Locking Devices

Fusion® Wire Guide Locking Device

Used with endoscopic biliary devices to lock wire
guides in place during ERCP procedures.

Box
Quantity

10

10

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Olympus®is a registered trademark of Olympus Corporation (Tokyo, Japan), Olympus America Inc. or their affiliated entities.

Fujinon®is a registered trademark of Fujinon Inc.

Pentax®is a registered trademark of Pentax Imaging Company.

12
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Fusion - Sphincterotomes

Fusion® OMNI™ Sphincterotome with DomeTip®

Used for cannulation of the ductal system and for sphincterotomy.
If preloaded, also aids in bridging difficult strictures during ERCP.

1
/ I T T~ 7
/ 7
I/ 1 & N
/
Minimum
Monofilament Accessory
Wire Guide  Wire Guide CuttingWire  Channel
Order Reference Catheter Tip Diameter Length Preloaded Length Diameter
Number Part Number Fr Shape inch cm Wire Guide mm mm
G48675 FS-OMNI-21 54 DomeTip® 0.021 - - 25 2.8
@
G56103 FS-OMNI-21-260 54 DomeTip®  0.021 260 acerietro 25 28
@
G48676 FS-OMNI-21-480 5.4 DomeTip® 0.021 480 T'acDei:e'\é't‘fﬁm 25 28
G31903 FS-OMNI 7.5 DomeTip® 0.035 - - 25 3.2
@
G55814 FS-OMNI-35-260 7.5 DomeTip® 0.035 260 TracDei:e'\ft‘?ﬁm 25 3.2
(c}
G55815 FS-OMNI-35-480 7.5 DomeTip®  0.035 ago  TcerMeto 25 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.

13 Cook Medical
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Fusion - Sphincterotomes

Fusion® IDE-Tome Sphincterotome with DomeTip®

Used for cannulation of the ductal system and for sphincterotomy.

/ / /
7/ I /
7/ /
Minimum
Monofilament Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Diameter
Number Part Number Fr Shape cm inch mm mm
G31533 FS-25M-35 7.5 DomeTip® 175 0.035 25 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.

14 Cook Medical
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Fusion - Sphincterotomes

Fusion® Needle Knife

Used for accessing the common bile duct when standard
cannulation methods have been exhausted.

~
I~
~~

I
Minimum
Accessory
Catheter Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Diameter
Number Part Number Fr Fr cm inch mm mm
G31539 FS-PRECUT 7.5 6.0 177 0.035 Adjustable 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.

Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.

15 Cook Medical
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Fusion - Sphincterotomes

Fusion® ERCP Catheter with DomeTip®

Used for endoscopic cannulation of the ductal system.

Minimum
Accessory
Catheter Wire Guide Channel
Order Reference Catheter Tip Length Diameter Diameter
Number Part Number Fr Shape cm inch mm
G31528 FS-GT-2 6.3 DomeTip® 195 0.035 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

16 Cook Medical
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Fusion - Extraction

Fusion Quattro® Extraction Balloon

Used for endoscopic removal of stones in the biliary system and
for contrast injection.

S ———/fam — . @
p— : @

Minimum
Accessory
Catheter Wire Guide Balloon Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm inch mm Port mm
8.5
G48225 FS-QEB-A 6.6 200 0.035 12 above balloon 32
15
8.5
G48226 FS-QEB-B 6.6 200 0.035 lg below balloon 3.2
15
12
G31921 FS-QEB-XL-A 66 200 0.035 - above balloon 32
20
12
G31922 FS-QEB-XL-B 66 200 0.035 - below balloon 32
20

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.

17 Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Fusion® Extraction Balloon

for contrast injection.

Fusion - Extraction

Used for endoscopic removal of stones in the biliary system and

// ()}
- — N
/ )
Minimum
Accessory
Catheter Wire Guide Balloon Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm inch mm Port mm
8.5
G31537 FS-8.5-12-15-A 6.6-5.4 200 0.035 12 above balloon 32
15
8.5
G31538 FS-8.5-12-15-B 6.6-5.4 200 0.035 12 below balloon 3.2
15

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.

18

Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Fusion - Extraction

Fusion® Lithotripsy Extraction Basket

Used for endoscopic removal of biliary stones and foreign bodies.

) o o ——
J

/ .
/
Minimum
Accessory
Basket Basket Sheath Wire Guide Channel
Order Reference Diameter Length Sheath Length Diameter Diameter
Number Part Number cm cm Fr cm inch mm
G48277 FS-LXB-2X4 2 4 10.0 208 0.035 4.2
G48278 FS-LXB-3X6 3 6 10.0 208 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with Conquest TTC® (page 66) and Soehendra® Lithotriptor (page 67).
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Fusion - Dilation

Fusion® Titan™ Biliary Dilation Balloon

Used to dilate strictures of the biliary tree.
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Minimum
Accessory
Catheter Wire Guide Balloon Balloon Channel

Order Reference Length Diameter Diameter Balloon Length Diameter
Number Part Number cm inch mm Fr cm mm
G49219 FS-BDB-4X4 190 0.035 4 12.0 4 3.2
G49220 FS-BDB-6X4 190 0.035 6 18.0 4 3.2
G49221 FS-BDB-8X4 190 0.035 8 24.0 4 3.2
G49222 FS-BDB-10X4 190 0.035 10 30.0 4 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Fusion - Dilation

Fusion® Biliary Dilation Catheter

This device is used to dilate biliary strictures. This device is
indicated for adult use only.

/L
7] L
[ = W | —]
Minimum
Accessory
Taper Catheter Wire Guide Channel
Order Reference Catheter Length Length Diameter Tip Diameter
Number Part Number Fr cm cm inch Shape mm
G49571 FS-BDC-7 6.9-5.0 2.0 195 0.035 DomeTip® 4.2
G49572 FS-BDC-8.5 8.4-6.0 2.0 195 0.035 DomeTip® 4.2
G49573 FS-BDC-10 9.6-7.0 2.0 195 0.035 DomeTip® 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Fusion - Cytology

Fusion® Cytology Brush

Used for the collection of cells in the biliary system.

Minimum
Accessory
Catheter Wire Guide Brush Brush Filiform Tip Channel
Order Reference Catheter Length Diameter Diameter Length Length Diameter
Number Part Number Fr cm inch mm cm cm mm
G31525 FS-CB-1.5-S 7.8 186 0.035 3 25 15 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Fusion - Plastic Stents

Fusion® OASIS One Action Stent Introduction System®
Used for endoscopic biliary stent placement to drain obstructed
bile ducts.
//
I 7] L
7/
Minimum
Pushing Guiding Accessory
Pushing Catheter Guiding Catheter Wire Guide Channel
Order Reference Catheter Length Catheter Length Diameter Diameter
Number Part Number Fr cm Fr cm inch mm
G31526 FS-OA-8.5 8.5 170 5 195 0.035 4.2
G31527 FS-OA-10 9.0 170 55 195 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
Not for use with pigtail stents.

Compatible with ST-2 Soehendra Tannenbaum® (page 106), Cotton-Huibregtse® (page 95), and Cotton-Leung® (page 99) stents.

OASIS® One Action Stent Introduction System

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

CONTRAINDICATIONS: Those specific to ERCP.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « Wire guide
diameter and inner lumen of wire-guided device must be compatible. - Not compatible with pigtail stents.
« Do not use this device if stent cannot advance through strictured area. « Preloaded stents should not be

23

left indwelling for more than three months or as directed by a physician. Periodic evaluation is
recommended.

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Additional
complications associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0096_REVO
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Fusion - Plastic Stents

Fusion® Pushing Catheter

Used for endoscopic biliary stent placement to drain obstructed
bile ducts.

I/ I/
7/ - )
Pushing Minimum
Pushing Catheter Wire Guide Accessory
Order Reference Catheter Length Diameter Channel Diameter
Number Part Number Fr cm inch mm
G31550 FS-PC-5 5.0 170 0.035 3.2
G31551 FS-PC-7 6.0 170 0.035 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic -
Wire Guide Locking Devices

Cook SnapLoc® Wire Guide Locking Device

Used with endoscopic biliary and pancreatic devices to lock
the wire guide(s) in place and to prevent reflux of bodily fluids

A during ERCP.

L
Snapl?.
Order Reference
Number Part Number Endoscope Manufacturer Compatibility Box Quantity
G59683 SNAPLOC-O Olympus® 10
G59686 SNAPLOC-P Pentax® 10
G59685 SNAPLOC-F Fujifilm® 10

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

OLYMPUS is a registered trademark of Olympus Corporation (Tokyo, Japan), Olympus America Inc. or their affiliated entities.
PENTAX is a registered trademark of Pentax Imaging Company.
FUJIFILM is a registered trademark of FUJIFILM corporation.
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Biliary/Pancreatic - Wire Guides

Acrobat® 2 Calibrated Tip Wire Guide

Used to assist in cannulation of the biliary and pancreatic ducts
and to aid in bridging difficult strictures during ERCP.

/L

Hydrophilic
Wire Guide Wire Guide Radiopaque Coating
Order Reference Diameter Length Tip Length Length Tip
Number Part Number inch cm cm cm Shape
G47608 AWG2-25-260 0.025 260 4 58 straight
G47609 AWG2-25-260-A 0.025 260 4 58 angled
G47610 AWG2-25-450 0.025 450 4 58 straight
G47611 AWG2-25-450-A 0.025 450 4 58 angled
G47612 AWG2-35-205 0.035 205 4 58 straight
G47613 AWG2-35-205-A 0.035 205 4 58 angled
G47614 AWG2-35-260 0.035 260 4 5.8 straight
G47615 AWG2-35-260-A 0.035 260 4 5.8 angled
G47616 AWG2-35-450 0.035 450 4 5.8 straight
G47617 AWG2-35-450-A 0.035 450 4 5.8 angled
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
May be left in place during sphincterotomy.
Caution: Not for use with metal tip devices.
Minimum
Accessory
Wire Guide Wire Guide Channel
Order Reference Catheter Diameter Length Diameter
Number Part Number Fr Tip Shape inch cm mm
G57298 DASH-AWG2-25-450 6.3 DomeTip® 0.025 450 238
G57299 DASH-AWG2-35-260 6.6 DomeTip® 0.035 260 2.8
G57300 DASH-AWG2-35-450 6.6 DomeTip® 0.035 450 2.8
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
28 Cook Medical
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Biliary/Pancreatic - Wire Guides

Tracer Metro® Direct™ Wire Guide

Used to assist in cannulation of the biliary and pancreatic ducts
and to aid in bridging difficult strictures during ERCP.

Hydrophilic
Wire Guide Wire Guide Radiopaque Coating

Order Reference Diameter Length Tip Length Length Tip

Number Part Number inch cm cm cm Shape
G55705 METII-21-260 0.021 260 5 8 straight
G26862 METII-21-480 0.021 480 5 8 straight
G31913 METII-25-260 0.025 260 5 5 straight
G25785 METII-25-480 0.025 480 5 5 straight
G31914 METII-35-260 0.035 260 5 5 straight
G25686 METII-35-480 0.035 480 5 5 straight
G25687 METII-35-480-A 0.035 480 5 5 angled
G50660 METII-35-600E 0.035 600 5 5 straight

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

May be left in place during sphincterotomy.
Caution: Not for use with metal tip devices.
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Biliary/Pancreatic - Wire Guides

Roadrunner® Extra Support Wire Guide

Used to assist in cannulation of the biliary and pancreatic ducts
and to aid in bridging difficult strictures during ERCP.

7/ R
/
/
Wire Guide Wire Guide Radiopaque
Order Reference Diameter Length Tip Length Tip
Number Part Number inch cm cm Shape
G23038 RR-18-260 0.018 260 3 straight
G23039 RR-18-260-A 0.018 260 3 angled
G22419 RR-18-480 0.018 480 3 straight
G22416 RR-18-480-A 0.018 480 3 angled

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Must remove prior to sphincterotomy.
Caution: Not for use with metal tip devices.
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Biliary/Pancreatic - Wire Guides

Delta Wire® Fully Hydrophilic Coated Wire

Used to assist in cannulation of the biliary and pancreatic ducts
and to aid in bridging difficult strictures during ERCP.

/L
/7
/L 4
//
Wire Guide Wire Guide
Order Reference Diameter Length Tip
Number Part Number inch cm Shape
G31595 DWG-25-260-S 0.025 260 straight
G31597 DWG-25-260-A-S 0.025 260 angled
G31900 DWG-35-260-S 0.035 260 straight
G31901 DWG-35-260-A-S 0.035 260 angled

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Must remove prior to sphincterotomy.
Caution: Not for use with metal tip devices.
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Biliary/Pancreatic - Wire Guides

Standard Wire Guide

Used to assist in cannulation of the biliary and pancreatic ducts
and to aid in bridging difficult strictures during ERCP.

/ /L
7/
Wire Guide Wire Guide
Order Reference Diameter Length Tip
Number Part Number inch cm Shape
G13815 THSF-35-400 0.035 400 straight
G13816 THSF-35-480 0.035 480 straight

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Must remove prior to sphincterotomy.
Not compatible with Fusion®, Evolution® biliary, or DomeTip® devices.
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Biliary/Pancreatic - Sphincterotomes

Fusion® OMNI™ Sphincterotome with DomeTip®
Used for cannulation of the ductal system and for sphincterotomy.
If preloaded, it also aids in bridging difficult strictures during
ERCP.
]
, /L\ ,
/ } S T~ 7
/ 7
I/ 1 B 0
/
Minimum
Monofilament Accessory
Wire Guide ~ Wire Guide CuttingWire  Channel
Order Reference Catheter Tip Diameter Length Preloaded Length Diameter
Number Part Number Fr Shape inch cm Wire Guide mm mm
G48675 FS-OMNI-21 54 DomeTip® 0.021 - - 25 2.8
®
G56103 FS-OMNI-21-260 5.4 DomeTip® 0.021 260 T'aE)ei:e'\é't‘?Em 25 28
. Tracer Metro®
G48676 FS-OMNI-21-480 54 DomeTip® 0.021 480 Direct™ 25 2.8
G31903 FS-OMNI 7.5 DomeTip® 0.035 - - 25 3.2
) Tracer Metro®
G55814 FS-OMNI-35-260 7.5 DomeTip® 0.035 260 Direct™ 25 3.2
®
G55815 FS-OMNI-35-480 7.5 DomeTip® 0.035 480 TracD?:e'\ft?ﬁm 25 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

Fusion® IDE-Tome Sphincterotome with DomeTip®

Used for cannulation of the ductal system and for sphincterotomy.

/ / /
7/ I /
7/ /
Minimum
Monofilament Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Diameter
Number Part Number Fr Shape cm inch mm mm
G31533 FS-25M-35 7.5 DomeTip® 175 0.035 25 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

D.A.S.H.® Sphincterotome with DomeTip®

Used for cannulation of the ductal system and for sphincterotomy. If
preloaded, it also aids in bridging difficult strictures during ERCP.

—1
I l/
/
/
/
Minimum
Monofilament Accessory
Wire Guide Wire Guide CuttingWire  Channel
Order Reference Catheter Tip Diameter Preloaded Length Length Diameter
Number Part Number Fr Shape inch Wire Guide cm mm mm
G26850 DASH-21 5.4 DomeTip® 0.021 - - 25 2.8
®
G25790 DASH-21-480 54 DomeTip® 0.021 Traéﬁ:e“ggﬁro 480 25 28
G25224 DASH-1 6.3 DomeTip® 0.025 - - 25 2.8
@
G25225 DASH-260 6.3 DomeTip® 0.025 TracDﬁ:e“é't‘?ﬁm 260 25 28
@
G25227 DASH-480 6.3 DomeTip®  0.025 TracDeirre“é‘terﬁm 480 25 28
G54193 DASH-35 6.6 DomeTip® 0.035 - - 25 2.8
@
G25666 DASH-35-480 6.6 DomeTip® 0.035 Tragrre“é',?ﬁm 480 25 28
G57298 DASH-AWG2-25-450 6.3 DomeTip® 0.025 Acrobat® 2 450 25 2.8
G57299 DASH-AWG2-35-260 6.6 DomeTip® 0.035 Acrobat® 2 260 25 2.8
G57300 DASH-AWG2-35-450 6.6 DomeTip® 0.035 Acrobat® 2 450 25 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

Tri-Tome PC® Triple Lumen Sphincterotome

Used for endoscopic cannulation of the ductal system and for
sphincterotomy.

/
—7
\\ TN 1 .
\
Minimum
Accessory
Catheter Wire Guide  Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Cutting Wire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
Tri-Tome® Protector™
G49197 TRI-25M-P 75 DomeTip® 175 0.035 25 monofilament 28
Protector

Tri-Tome®
G22583 TRI-20 7.5 DomeTip® 175 0.035 20 braided 2.8
G22584 TRI-20M 7.5 DomeTip® 175 0.035 20 monofilament 2.8
G22554 TRI-25 7.5 DomeTip® 175 0.035 25 braided 2.8
G22555 TRI-25M 7.5 DomeTip® 175 0.035 25 monofilament 2.8
G22556 TRI-30 7.5 DomeTip® 175 0.035 30 braided 2.8
G22557 TRI-30M 7.5 DomeTip® 175 0.035 30 monofilament 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

Cannulatome 11® Double Lumen Sphincterotome

Used for cannulation of the ductal system and for sphincterotomy.

I/ | H N |
/
Minimum
Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Cutting Wire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
G22240 CT-20 6.3 DomeTip® 180 0.035 20 braided 2.8
G22536 CT-20M 6.3 DomeTip® 180 0.035 20 monofilament 2.8
G25801 CT-30 6.3 DomeTip® 180 0.035 30 braided 2.8
G22538 CT-30M 6.3 DomeTip® 180 0.035 30 monofilament 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Order Reference Catheter
Number Part Number Fr

Cotton® CannulaTome II°® Protector™

G49196 CT-25M-P 6.3
Cotton® CannulaTome II°®

G22241 CT-25 6.3

G22537 CT-25M 6.3

QUICK REFERENCE

Biliary/Pancreatic - Sphincterotomes

Cotton® CannulaTome |I® PreCurved Double Lumen

Sphincterotome

Used for cannulation of the ductal system and for sphincterotomy.

Tip
Shape

DomeTip®

DomeTip®

DomeTip®

Catheter
Length

am

180

180

180

Wire Guide
Diameter
inch

0.035

0.035

0.035

/
/
Minimum
Accessory
Cutting Wire Channel

Length Cutting Wire  Diameter

mm Type mm
monofilament

2 Protector™ 28
25 braided 2.8
25 monofilament 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

Classic Cotton® CannulaTome®

Used for cannulation of the ductal system and for sphincterotomy.

[C— I //
\\
\
Minimum
Accessory
Catheter Wire Guide  Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Cutting Wire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
G21944 CCPT-25 6.3 taper 180 0.035 25 braided 2.8
G21969 CCPT-25-MONO 6.3 taper 180 0.035 25 monofilament 2.8
G22732 CCPT-25ME 6.3 taper 300 0.035 25 monofilament 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

UTS® Ultra Taper Sphincterotome

Used for cannulation of the ductal system and for sphincterotomy.

// /
— 7/ 7
/
/
Minimum
Accessory
Catheter Wire Guide  Cutting Wire Channel

Order Reference Catheter Tip Length Diameter Length CuttingWire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
G22503 UTS-15 5.1-4.0 taper 180 0.021 15 braided 2.8
G22427 UTS-20 5.1-4.0 taper 180 0.021 20 braided 2.8
G22429 UTS-20M 5.1-4.0 taper 180 0.021 20 monofilament 2.8
G22489 UTS-25 5.1-4.0 taper 180 0.021 25 braided 2.8
G22490 UTS-25M 5.1-4.0 taper 180 0.021 25 monofilament 2.8
G22428 UTS-30 5.1-4.0 taper 180 0.021 30 braided 2.8
G22430 UTS-30M 5.1-4.0 taper 180 0.021 30 monofilament 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Sphincterotomes

Billroth Il Sphincterotome

Used for cannulation of the ductal system and for sphincterotomy.

S

o

/
U /
/ —w——
/
Minimum
Accessory
Catheter Wire Guide  Cutting Wire Channel

Order Reference Catheter Tip Length Diameter Length Cutting Wire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
G22143 PTG-20-6-BII-NG 6.3-5.0 taper 180 0.035 20 braided 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Needle Knives

Fusion® Needle Knife

Used for accessing the common bile duct when standard
cannulation methods have been exhausted.

~
I~
~~

I
Minimum
Accessory
Catheter Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Diameter
Number Part Number Fr Fr cm inch mm mm
G31539 FS-PRECUT 7.5 6.0 177 0.035 adjustable 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Needle Knives

Huibregtse® Single Lumen Needle Knife

Used for accessing the common bile duct when standard
methods of cannulation have been exhausted.

| la

Minimum
Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Length Diameter Length Diameter
Number Part Number Fr cm inch mm mm
G22037 HPC-2 5.1 200 0.035 4 2.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Needle Knives

Huibregtse® Triple Lumen Needle Knife

Used for accessing the common bile duct when standard
methods of cannulation have been exhausted.

~
I~
~~

Minimum
Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Length Tip Diameter Length Diameter
Number Part Number Fr cm Shape inch mm mm
G24885 HPC-3 7.5-6.0 177 taper 0.035 4 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Needle Knives

Zimmon® Needle Knife Papillotome

Used for accessing the common bile duct when standard
methods of cannulation have been exhausted.

E=le - // -
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Minimum
Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Length Diameter Length Diameter
Number Part Number Fr cm inch mm mm
G21822 PTW-1 5.1 195 0.035 7 2.0
G22717 PTW-1E 5.1 315 0.035 7 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Catheters

Fusion® ERCP Catheter with DomeTip®

Used for endoscopic cannulation of the ductal system.

' u - 5 1 )

Minimum
Accessory
Catheter Wire Guide Channel
Order Reference Catheter Tip Length Diameter Diameter
Number Part Number Fr Shape cm inch mm
G31528 FS-GT-2 6.3 DomeTip® 195 0.035 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Glo-Tip I1® Double Lumen ERCP Catheter

system.

Biliary/Pancreatic - Catheters

This device is used for endoscopic cannulation of the ductal

n — o 0 n )
l/ 1
/ CIII)
Minimum
Accessory
Catheter Stylet Wire Guide Channel
Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
G22226 GT-2-T 6.3 DomeTip® 195 100 0.035 2.8
G24506 GT-2-T-ANG 6.3 DomeTip® 200 100 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Catheters

Glo-Tip I1® Double Lumen ERCP Catheter
with Radiopaque Bands

Used for endoscopic cannulation of the ductal system.

//
/7
Minimum
Accessory
Catheter Stylet Wire Guide Channel

Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
G24694 GT-2-T-RB 6.3 DomeTip® 195 100 0.035 28

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Radiopaque bands at 5, 7, 9, and 12 cm.
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Biliary/Pancreatic - Catheters

Glo-Tip® ERCP Catheter

Used for endoscopic cannulation of the ductal system.
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Minimum
Accessory
Catheter Stylet Wire Guide Channel
Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
precurved
G22302 GT-5-4-3 54 graduated 195 100 0.018 2.8
taper
G21452 GT-1-LT 54 long taper 195 100 0.021 2.8
G21500 GT-1-ST 54 short taper 195 100 0.025 2.8
G22093 GT-1 5.4 standard 195 100 0.035 238
G22621 GT-1-T 54 taper 195 100 0.035 2.8
G22719 GT-1-TE 4.5-54 taper 315 220 0.035 2.8
G21965 GT-1-T-ANG 5.4 angled taper 200 100 0.035 2.8
G22305 GT-1-UT 54 ultra taper 195 100 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Catheters

Glo-Tip® ERCP Catheter with Radiopaque Bands

Used for endoscopic cannulation of the ductal system.
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Minimum
Accessory
Catheter Stylet Wire Guide Channel

Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
G24693 GT-1-T-RB 54 taper 195 100 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Catheters

Classic ERCP Catheter

Used for endoscopic cannulation of the ductal system.

/7

Minimum
Accessory
Catheter Stylet Wire Guide Channel
Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
metal
G57285 ERCP-1-BT-D* 54 radiopaque 195 100 0.035 2.8
bullet
G57288 ERCP-1-CRAMER-D 54 metal cannula 195 100 - 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

*Recommend Standard Wire Guide (page 32) for metal tip devices, all sold separately.
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Biliary/Pancreatic - Catheters

Huibregtse®-Katon ERCP Catheter

Used for endoscopic cannulation of the ductal system.

/[ -
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Minimum
Accessory
Catheter Stylet Wire Guide Channel

Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
G57289 ERCP-1-HKB-D 54 metal ball 195 100 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Recommend Standard Wire Guide (page 32), sold separately.
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Biliary/Pancreatic - Catheters

Haber RAMP™ Catheter

Used for endoscopic cannulation of the ductal system.

) (@ — ——
Minimum
Accessory
Catheter Wire Guide Channel
Order Reference Catheter Tip Length Diameter Diameter
Number Part Number Fr Shape cm inch mm
G25194 HRC-1 8.1 taper 191 0.035 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Catheters

Side Arm Adapter

Used for injection of sterile water or contrast through catheters
during wire guide use.

Ty

IRy

Wire Guide
Order Reference Diameter Box
Number Part Number Description inch Quantity

0.018
0.021
G22676 DSA-1-S non-rotatable 0.025 10

0.035

0.018
0.021
G22677 DSA-RA-S rotatable 0.025 10

0.035

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Extraction

Fusion Quattro® Extraction Balloon

Used for endoscopic removal of stones in the biliary system and
for contrast injection.
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Minimum
Accessory
Catheter Wire Guide Balloon Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm inch mm Port mm
8.5
G48225 FS-QEB-A 6.6 200 0.035 12 above balloon 32
15
8.5
G48226 FS-QEB-B 6.6 200 0.035 lg below balloon 3.2
15
12
G31921 FS-QEB-XL-A 66 200 0.035 - above balloon 32
20
12
G31922 FS-QEB-XL-B 66 200 0.035 - below balloon 32
20

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Fusion® Extraction Balloon

for contrast injection.

Biliary/Pancreatic - Extraction

Used for endoscopic removal of stones in the biliary system and

// )
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Minimum
Accessory
Catheter Wire Guide Balloon Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm inch mm Port mm
85
G31537 FS-8.5-12-15-A 6.6-5.4 200 0.035 12 above balloon 3.2
15
85
G31538 FS-8.5-12-15-B 6.6-5.4 200 0.035 12 below balloon 3.2
15

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Tri-Ex® Multiple Size Extraction Balloon

Used for endoscopic removal of biliary stones.

Biliary/Pancreatic - Extraction
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Minimum
Accessory
Catheter Balloon Wire Guide Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm mm inch Port mm
8.5
G26856 TXR-8.5-12-15-A 6.9-5.4 200 12 0.035 above balloon 2.8
15
8.5
G26857 TXR-8.5-12-15-B 6.9-5.4 200 12 0.035 below balloon 2.8
15
8.5
G50695 TXR-ME 6.6 275 12 0.035 above balloon 3.2
15

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Biliary/Pancreatic - Extraction

Tri-Ex® Triple Lumen Extraction Balloon

Used for endoscopic removal of biliary stones and for contrast

injection.
# =
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Minimum
Accessory
Catheter Balloon Wire Guide Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm mm inch Port mm
G22530 TX-8.5-A 6.9-5.1 200 8.5 0.035 above balloon 2.8
G22531 TX-8.5-B 6.9-5.1 200 8.5 0.035 below balloon 2.8
G22532 TX-12-A 6.9-5.1 200 12 0.035 above balloon 2.8
G22534 TX-15-A 6.9-5.1 200 15 0.035 above balloon 2.8
G22535 TX-15-B 6.9-5.1 200 15 0.035 below balloon 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Biliary/Pancreatic - Extraction

Escort 11® Double Lumen Extraction Balloon

Used for endoscopic removal of biliary stones and for contrast
injection.

/'//'/ — @’

Minimum
Accessory
Catheter Balloon Wire Guide Channel

Order Reference Catheter Length Diameter Diameter Tip Diameter
Number Part Number Fr cm mm inch Shape mm
G21664 EBL-8.5-200 6.6-5.1 200 8.5 0.035 taper 2.8
G21603 EBL-12-200 6.6-5.1 200 12 0.035 taper 2.8
G22262 EBL-15-200 6.6-5.1 200 15 0.035 taper 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Biliary/Pancreatic - Extraction

Fusion® Lithotripsy Extraction Basket

Used for endoscopic removal of biliary stones and foreign bodies.
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Minimum
Accessory
Basket Basket Sheath Wire Guide Channel
Order Reference Diameter Length Sheath Length Diameter Diameter
Number Part Number cm cm Fr cm inch mm
G48277 FS-LXB-2X4 2 4 10.0 208 0.035 4.2
G48278 FS-LXB-3X6 3 6 10.0 208 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with Conquest TTC® (page 66) and Soehendra® Lithotriptor (page 67).
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Biliary/Pancreatic - Extraction

The Web® Extraction Basket

Used for endoscopic removal of biliary stones and foreign bodies.

I/l/ I 1/
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Minimum
Sheath Multifilament Accessory
Order Reference Sheath Length Basket Size Channel Diameter
Number Part Number Fr cm cm mm
G22775 WEB-1.5X3.5 7.0 220 1.5x3.5 2.8
G22776 WEB-2X4 7.0 220 2x4 2.8
G22777 WEB-2.5X5 7.0 220 25x5 2.8
G22778 WEB-3X6 7.0 220 3x6 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with Conquest TTC® (page 66) and Soehendra® Lithotriptor (page 67).
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Biliary/Pancreatic - Extraction

Memory Basket® 7 Fr Soft Wire

Used for endoscopic removal of biliary stones and foreign bodies.
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Minimum
Accessory
Sheath Multifilament Channel
Order Reference Sheath Length Basket Size Number Handle Diameter
Number Part Number Fr cm cm of Wires Type mm
G57275 MSB-1.5X3.5-D 6.9 210 15x35 4 rotatable 28
pin vise
G57271 MSB-2X4-D 69 210 2x4 4 rotatable 28
pin vise
G57272 MSB-2X4-6-D 6.9 210 2x4 6 rotatable 28
pin vise
G57273 MSB-3X6-D 6.9 210 3x6 4 rotatable 28
pin vise
G57274 MSB-3X6-6-D 6.9 210 3x6 6 rotatable 28
pin vise

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with Conquest TTC® (page 66) and Soehendra® Lithotriptor (page 67).
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Biliary/Pancreatic - Extraction

The Web® Il Double Lumen Extraction Basket

Used for endoscopic removal of biliary stones and foreign bodies.

Minimum
Accessory
Sheath Wire Guide Multifilament Channel
Order Reference Sheath Length Diameter Basket Size Diameter
Number Part Number Fr cm inch cm mm
G22303 MSB-35-2X4 7.8 185 0.035 2x4 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Not for use with mechanical lithotriptor.
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Biliary/Pancreatic - Extraction

Memory Basket® 7 Fr Hard Wire

Used for endoscopic removal of biliary stones and foreign bodies.

// / / //
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Minimum
Accessory
Sheath Monofilament Channel
Order Reference Sheath Length Basket Size Handle Diameter
Number Part Number Fr cm cm Type mm
G57268 MWB-2X4-D 6.9 194 2x4 rotatable 28
pin vise
G57269 MWB-3X6-D 6.9 194 3x6 rotatable 28
pin vise

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Not for use with mechanical lithotriptor.
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Biliary/Pancreatic - Extraction

Memory Basket® Eight Wire

Used for endoscopic removal of biliary stones and foreign bodies.
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Minimum
Accessory
Sheath Monofilament Channel
Order Reference Sheath Length Basket Size Handle Diameter
Number Part Number Fr cm cm Type mm
G21538 MB5-2X4-8 55 192 2x4 rotatable 20
pin vise
G21910 MB5-3X6-8 55 192 3x6 rotatable 20
pin vise

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Not for use with mechanical lithotriptor.
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Biliary/Pancreatic - Extraction

Conquest TTC® Lithotriptor Cable

Used to mechanically crush stones in the biliary duct when other
methods of endoscopic removal have failed.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

.

Minimum
Accessory
Cable Channel
Order Reference Cable Length Diameter
Number Part Number Fr cm mm
G25472 TTCL-1 8.5 170 3.2
G25518 TTCL-10 10.0 170 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Soehendra Lithotriptor (page 67) sold separately.

Compatible with Memory Basket® 7 Fr Soft Wire (page 62), The Web® Extraction Basket (page 61), and Fusion® Lithotripsy Extraction Basket (page 60),
sold separately.
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Biliary/Pancreatic - Extraction

Soehendra® Lithotriptor

Used to mechanically crush stones in the bile duct when other
methods of endoscopic removal have failed.

This device is supplied nonsterile.
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Cable
Order Reference Cable Length
Number Part Number Fr cm Description
G21860 SLH-1 - - aluminum lithotripsy handle
G57283 SLC-2-D 14.0 82 lithotripsy cable

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with Memory Basket® 7 Fr Soft Wire (page 62), The Web® Extraction Basket (page 61), and Fusion® Lithotripsy Extraction Basket (page 60),
sold separately.

SLH-1 compatible with Conquest TTC® (page 66).
SLC-2-D not compatible with Fusion® Lithotripsy Extraction Basket.
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Biliary/Pancreatic - Dilation

Fusion® Titan™ Biliary Dilation Balloon

Used to dilate strictures of the biliary tree.
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Minimum
Accessory
Catheter Wire Guide Balloon Balloon Channel

Order Reference Length Diameter Diameter Balloon Length Diameter
Number Part Number cm inch mm Fr cm mm
G49219 FS-BDB-4X4 190 0.035 4 12.0 4 3.2
G49220 FS-BDB-6X4 190 0.035 6 18.0 4 3.2
G49221 FS-BDB-8X4 190 0.035 8 24.0 4 3.2
G49222 FS-BDB-10X4 190 0.035 10 30.0 4 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Dilation

Cook Sphere® Inflation Device

Used to inflate the balloon with fluid, to monitor the pressure

in the balloon during the procedure, and to deflate the balloon
after dilation.

Order Reference
Number Part Number
G34903 CID-60-15

Fluid Maximum
Capacity Pressure
mL atm
60 15

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Dilation

Fusion® Biliary Dilation Catheter

This device is used to dilate biliary strictures. This device is
indicated for adult use only.
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Minimum
Accessory
Wire Guide Channel
Order Reference Catheter Catheter Length Diameter Tip Diameter
Number Part Number Fr cm inch Shape mm
G49571 FS-BDC-7 6.9-5.0 195 0.035 DomeTip® 4.2
G49572 FS-BDC-8.5 8.4-6.0 195 0.035 DomeTip® 4.2
G49573 FS-BDC-10 9.6-7.0 195 0.035 DomeTip® 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Dilation

Cotton® Graduated Dilation Catheter

This device is used to dilate biliary strictures. This device is
indicated for adult use only.

ma=) e —————————————

Minimum
Accessory
Wire Guide Channel
Order Reference Catheter Catheter Length Taper Diameter Diameter
Number Part Number Fr cm Fr inch mm
G22061 CGDC-8.5-7-5 84 195 7.0-5.0 0.035 32
G22104 CGDC-10-7-5 9.6 195 7.0-5.0 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Dilation

Soehendra® Biliary Dilation Catheter

This device is used to dilate biliary strictures. This device is
indicated for adult use only.

ma=) e —————————————

Minimum
Accessory
Catheter Wire Guide Channel

Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr cm cm inch mm
G21571 SBDC-6 6.0-4.0 4.0 195 0.035 2.8
G21573 SBDC-7 6.9-4.0 4.0 195 0.035 2.8
G50800 SBDC-7E 6.9-4.0 4.0 278 0.035 2.8
G22062 SBDC-8.5 84-5.0 4.0 195 0.035 3.2
G21576 SBDC-9 9.0-6.0 4.0 195 0.035 37
G21729 SBDC-10 9.6-6.0 4.0 195 0.035 37
G22046 SBDC-11.5 11.4-7.0 4.0 195 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Cytology

Fusion® Cytology Brush

Used for the collection of cells in the biliary system.

Minimum
Accessory
Catheter Wire Guide Brush Brush Filiform Tip Channel
Order Reference Catheter Length Diameter Diameter Length Length Diameter
Number Part Number Fr cm inch mm cm cm mm
G31525 FS-CB-1.5-S 7.8 186 0.035 3 2.5 15 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Cytology

CytoMax 11® Double Lumen Cytology Brush

Used to collect cells in the biliary system.

Minimum
Accessory
Catheter Wire Guide Brush Brush Filiform Tip Channel

Order Reference Catheter Length Diameter Diameter Length Length Diameter
Number Part Number Fr cm inch mm cm cm mm
G22672 DLB-21-1.5-S 6.6 185 0.021 3 25 1.5 2.8
G22674 DLB-35-1.5-S 7.8 186 0.035 3 25 15 3.2
G22675 DLB-35-3.5-S 7.8 186 0.035 3 25 35 3.2
G24741 DLB-35-S 7.8 186 0.035 3 25 — 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Drainage

Nasal Biliary Drainage Sets

Used for temporary endoscopic drainage of the biliary duct
\ through the nasal passage by use of an indwelling catheter.
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Minimum
Accessory
Catheter Wire Guide Drainage Channel
Order Reference Catheter Length Diameter Number of Catheter Diameter
Number Part Number Fr cm inch Sideholes Configuration mm
G21583 ENBD-5 5.0 250 0.035 5 pigtail 3.2
G21943 ENBD-5-LIGUORY 5.0 235 0.035 9 pigtail with 32
alpha curve
G22423 ENBD-5-LIGUORY-RT 5.0 235 0.035 9 pigtail with 32
alpha curve
G21585 ENBD-6 6.0 250 0.035 5 pigtail 3.2
G21725 ENBD-6-LIGUORY 6.0 235 0.035 9 pigtail with 32
alpha curve
G21586 ENBD-7 7.0 250 0.035 5 pigtail 3.2
G21521 ENBD-7-LIGUORY 7.0 235 0.035 9 pigtail with 32
alpha curve

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Drainage

Cystotome™ Cystoenterostomy Needle Knife

Used to electrosurgically puncture a hole in the transgastric or
transduodenal wall and into a pancreatic pseudocyst, when it is
visibly bulging into the gastrointestinal tract.

1 :
[ /]
/
/
L B
/
Minimum
Outer Inner Accessory
Outer Catheter Inner Catheter Wire Guide  Diathermic Channel
Order Reference Catheter Length Catheter Length Diameter Ring Diameter
Number Part Number Fr cm Fr cm inch Fr mm
G30550 CST-10 10.0 165 5.0 190 0.035 10.0 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Biliary/Pancreatic - Manometry

Lehman Sphincter of Oddi Manometry Catheter

Used for motility studies in the common bile duct, pancreatic
duct, sphincter of Oddi, and duodenum.

e

/ //
/ /7
Minimum
Accessory
Working Wire Guide Channel
Order Reference Catheter Length Diameter Tip Length Tip Diameter
Number Part Number Fr cm inch mm Shape mm
short

G24972 SOM-18-S-LEHMAN-NG 5.1-35 188 0.018 5 taper 2.8
G24974 SOM-18-L-LEHMAN-NG  5.1-35 188 0.018 ";gg taper 28

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Biliary/Pancreatic - Metal Stents

Evolution® Biliary Controlled-Release Stent -
Uncovered

Used in palliation of malignant neoplasms in the biliary tree.

/[ /
[ ] L T 7
4 /
Evolution’ / /7
il CONTROLLED-RELEASE STENT /’ — I /,/I =

Minimum
Stent Accessory
Body Flange Stent Wire Guide Channel

Order Reference Introducer Diameter Diameter Length Diameter MR Diameter
Number Part Number Fr mm mm cm inch Status mm
G23123 EVO-8-9-4-B 8.5 8 9 4 0.035 & 3.2
G23124 EVO-8-9-6-B 8.5 8 9 6 0.035 3.2
G23125 EVO-8-9-8-B 8.5 8 9 8 0.035 & 3.2
G23126 EVO-8-9-10-B 8.5 8 9 10 0.035 & 3.2
G23127 EVO-10-11-4-B 8.5 10 1 4 0.035 & 3.2
G23128 EVO-10-11-6-B 8.5 10 1 6 0.035 & 3.2
G23129 EVO-10-11-8-B 8.5 10 1 8 0.035 & 3.2
G23130 EVO-10-11-10-B 8.5 10 1 10 0.035 & 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Warning: The safety and effectiveness of this device for use in the vascular system have not been established.
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Evolution® Biliary Stent System - Uncovered

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used in palliation of malignant neoplasms in the biliary tree.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. Additional contraindications include, but are not limited to: inability to pass the wire
qguide or stent through the obstructed area « biliary duct strictures of benign etiology « biliary obstruction
preventing endoscopic cholangiography « concurrent perforated bile duct - those patients for whom endo-
scopic procedures are contraindicated - patients with coagulopathy, concurrent bile duct stones, very small
intrahepatic ducts and any use other than those specifically outlined under Intended Use.

WARNINGS: The safety and effectiveness of this device for use in the vascular system has not been estab-
lished. This device is not intended to be deployed through the wall of a previously placed or existing metal
stent. Doing so could result in difficulty or inability to remove introducer. The stent contains nickel, which
may cause an allergic reaction in individuals with nickel sensitivity. This stent system is designed for single
use only. Attempts to reprocess, resterilize and/or reuse may lead to device failure and/or transmission of
disease. If the package is opened or damaged when received, do not use. Visually inspect with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper working con-
dition, do not use. Please notify Cook for return authorization. After stent placement, additional methods of
treatment such as chemotherapy and irradiation may increase the risk of stent migration due to tumor
shrinkage, stent erosion, and/or mucosal bleeding. This metal biliary stent is not intended to be reposi-
tioned or d after stent pl. and is considered a permanent implant. Attempts to remove
the stent after placement may cause damage to the surrounding mucosa. In case of accidental deployment
or improper placement (immediately following deployment), stent should be left in place and placement of
a second stent of the same diameter should be attempted to achieve desired result providing adequate
overlapping (minimum 1cm).

PRECAUTIONS: Refer to the package label for the minimum channel size required for this device. A com-
plete diagnostic evaluation should be performed prior to placement to measure the stricture length and
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Biliary/Pancreatic - Metal Stents

determine the proper stent length. The stent length chosen should allow for additional length on either
side of the stricture. Note: In the event a single stent will not adequately cover the stricture, a second stent
of the same diameter should be placed providing adequate overlapping (minimum 1cm) of the initially
placed stent to ensure a bridging of the stricture between the stents. If wire guide or stent cannot advance
through obstructed area, do not attempt to place stent. Stent should be placed using fluoroscopic and
endoscopic monitoring. The stent should only be placed with the Cook delivery system, which is provided
with each stent. This stent is intended for palliative treatment only. Alternate methods of therapy should be
investigated prior to placement. Long-term patency with this stent has not been established. Periodic eval-
uation of the stent is advised. Assessment must be made to determine the necessity of sphincterotomy or
balloon dilation prior to stent placement. In the event sphincterotomy or balloon dilation is required, all
appropriate cautions, warnings and contraindications must be observed. Stent cannot be recaptured after
the deployment threshold has been passed. The position of the red marker on the top of the handle in re-
lation to point-of-no-return position on the handle label indicates when threshold has been passed. Do not
attempt to reload a deployed stent. Do not use this device for any other purpose than the stated intended
use. Not compatible with THSF wire guide. Use of this device is restricted to a trained healthcare profes-
sional. Passing a delivery system through a just deployed stent may cause a previously placed stent to dis-
lodge. To reduce the risk of stent dislodgement ensure that the delivery system is completely recaptured
following stent deployment.

POTENTIAL ADVERSE EVENTS: Potential adverse events associated with ERCP include, but are not limited
to: allergic reaction to contrast or medication - aspiration « cardiac arrhythmia or arrest - cholangitis « chole-
cystitis « cholestasis - hemorrhage - hypotension - infection - pancreatitis - perforation « respiratory depres-
sion or arrest - sepsis. Additional adverse events that can occur in conjunction with biliary stent placement
include, but are not limited to: allergic reaction to nickel - bile duct ulceration - death (other than due to
normal disease progression) « fever « inflammation « ingrowth due to tumor or excessive hyperplastic tissue
«nausea - obstruction of the pancreatic duct - pain/discomfort - perforation - recurrent obstructive jaundice
« stent migration « stent misplacement « stent occlusion « trauma to the biliary tract or duodenum « tumor
overgrowth « vomiting.

See Instructions for Use for full product information.

AB_IFU0056_REV2
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Biliary/Pancreatic - Metal Stents

Evolution® Biliary Controlled-Release Stent -
Fully Covered

Not for sale in the US.

Used in palliation of malignant neoplasms in the biliary tree.

CONTROLLED-RELEASE STENT

Minimum
Stent Accessory
Body Flange Stent Wire Guide Channel

Order Reference Introducer Diameter Diameter Length Diameter MR Diameter
Number Part Number Fr mm mm cm inch Status mm
G23131 EVO-FC-8-9-6-B 8.5 8 9 6 0.035 & 3.2
G23132 EVO-FC-8-9-8-B 8.5 8 9 8 0.035 & 3.2
G23133 EVO-FC-10-11-4-B 8.5 10 1 4 0.035 & 3.2
G23134 EVO-FC-10-11-6-B 8.5 10 1 6 0.035 & 3.2
G23135 EVO-FC-10-11-8-B 8.5 10 1 8 0.035 & 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Warning: The safety and effectiveness of this device for use in the vascular system have not been established.
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Biliary/Pancreatic - Metal Stents

Evolution® Biliary Controlled-Release Stent -
Partially Covered

Not for sale in the US.

Used in palliation of malignant neoplasms in the biliary tree.
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Minimum
Stent Accessory
Body Flange Stent Wire Guide Channel

Order Reference Introducer Diameter Diameter Length Diameter MR Diameter
Number Part Number Fr mm mm cm inch Status mm
G23136 EVO-PC-8-9-6-B 8.5 8 9 6 0.035 & 3.2
G23137 EVO-PC-8-9-8-B 8.5 8 9 8 0.035 & 3.2
G23138 EVO-PC-10-11-4-B 8.5 10 1 4 0.035 & 3.2
G23139 EVO-PC-10-11-6-B 8.5 10 1 6 0.035 & 3.2
G23140 EVO-PC-10-11-8-B 8.5 10 1 8 0.035 & 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Warning: The safety and effectiveness of this device for use in the vascular system have not been established.
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Biliary/Pancreatic - Metal Stents

Zilver 635°® Biliary Self-Expanding Stent

Used in palliation of malignant neoplasms in the biliary tree.

(= SRR

Minimum
Accessory
Stent Stent Introducer ~ Wire Guide Channel

Order Reference Diameter Length Introducer Length Diameter MR Diameter
Number Part Number mm cm Fr cm inch Status mm
G50616 ZILBS-635-6-4 6 4 6.0 200 0.035 & 28
G50619 ZILBS-635-6-6 6 6 6.0 200 0.035 & 28
G50622 ZILBS-635-6-8 6 8 6.0 200 0.035 & 28
G23811 ZILBS-635-6-10 6 10 6.0 200 0.035 & 238
G23812 ZILBS-635-6-12 6 12 6.0 200 0.035 & 2.8
G50617 ZILBS-635-8-4 8 4 6.0 200 0.035 & 28
G50620 ZILBS-635-8-6 8 6 6.0 200 0.035 & 2.8
G50623 ZILBS-635-8-8 8 8 6.0 200 0.035 & 28
G23813 ZILBS-635-8-10 8 10 6.0 200 0.035 & 2.8
G23814 ZILBS-635-8-12 8 12 6.0 200 0.035 & 28

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Warning: The safety and effectiveness of this device for use in the vascular system have not been established.

Continued on page 83
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Zilver 635@ Biliary Self-Expanding Stent

Stent Stent

Order Reference Diameter Length
Number Part Number mm cm
G50618 ZILBS-635-10-4 10 4
G50621 ZILBS-635-10-6 10 6
G50624 ZILBS-635-10-8 10 8
G23815 ZILBS-635-10-10 10 10
G23816 ZILBS-635-10-12 10 12

QUICK REFERENCE

Biliary/Pancreatic - Metal Stents

Continued from page 82

Minimum
Accessory
Introducer ~ Wire Guide Channel

Introducer Length Diameter MR Diameter
Fr cm inch Status mm
6.0 200 0.035 & 2.8
6.0 200 0.035 /\ 28
6.0 200 0.035 ﬁ 2.8
6.0 200 0.035 AN 28
6.0 200 0.035 ﬁ 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Warning: The safety and effectiveness of this device for use in the vascular system have not been established.

Zilver 635° Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used in palliation of malignant neoplasms in the biliary tree.

CONTRAINDICATIONS: Contraindications include those specific to ERCP and any procedure to be per-
formed in conjunction with stent placement. « Additional contraindications include, but are not limited to:
- Inability to pass the wire guide or stent delivery system through the obstructed area - Very small intra-
hepatic ducts - Biliary duct strictures of benign etiology - Biliary obstruction preventing cholangiography
- Concurrent perforated bile duct - Concurrent bile duct stones - Patients for whom endoscopic proce-
dures are contraindicated - Patients with coagulopathy — Any use other than that specifically outlined in
the Intended Use section of this document

WARNINGS: The safety and efficacy of combined side-by-side with overlapping stents has not been estab-
lished. - The safety and effectiveness of this device for use in the vascular system has not been established.
«This stent is not intended to be removed and is considered to be a permanent implant. Attempts to re-
move the stent after placement may cause damage to the surrounding mucosa. « This device is not intend-
ed to be deployed through the wall of a previously placed or existing metal stent. Doing so could make it
difficult or impossible to remove the delivery system. « The stent contains nickel, titanium, and gold, which
may cause allergic reaction in individuals with nickel, titanium, or gold sensitivity. - These metal biliary
stents are not intended to be repositioned or removed after deployment in the bile duct. In case of acci-
dental deployment or improper placement (immediately following deployment), leave the stent in place
and placement of a second stent should be attempted. - Upon removal from package, inspect the product
to ensure no damage has occurred. If the package is opened or damaged when received, do not use the
device. Visually inspect the device with particular attention to kinks, bends or breaks. If an abnormality is
detected that would prohibit proper working condition, do not use the device. Notify Cook for return au-
thorization. « This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may
lead to device failure and/or transmission of disease. - Do not advance the delivery system up into the bile
duct after stent deployment has been initiated. - Do not use the product if there is doubt as to whether the
product is sterile. « Sterile if package is unopened or undamaged. - After stent placement, alternative me-
thods of treatment such as chemotherapy and irradiation may increase the risk of: a) stent migration due to
tumor shrinkage, b) stent erosion of the tissue, and/or ¢) mucosal bleeding.

PRECAUTIONS: This device is intended for use by physicians trained and experienced in ERCP techniques
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and biliary stenting. Standard techniques for the ERCP should be employed. - This device is not compatible
with the Cook Medical THSF wire guide. « Refer to the package label for the minimum channel size required
for this device. « Prior to stent placement, a complete diagnostic evaluation should be performed to de-
termine the appropriate stent length and diameter. The stent length chosen should allow for additional
length on both ends of the stricture. NOTE: In the event a single stent will not adequately cover the stric-
ture, a second stent of the same diameter should be placed. In relation to the lesion site, the area of nar-
rowing furthest away from the papilla should be stented first and the area nearest to the papilla should be
stented second. This second stent should provide adequate overlap (at least 1 cm) with the initially placed
stent to ensure a bridging of the stricture between the stents. « This stent must be placed under fluoro-
scopic monitoring. « This stent must only be placed using the delivery system provided. « This stent is in-
tended for palliative treatment only. Alternate methods of therapy should be investigated prior to place-
ment. « Long-term patency with this stent has not been established. Periodic evaluation of the stent is
advised. « If the wire guide or delivery system cannot be advanced through the obstructed area, do not
attempt to place the stent. « Assessment must be made to determine the necessity of sphincterotomy or
balloon dilation prior to stent placement. In the event sphincterotomy or balloon dilation is required, all
appropriate cautions, warnings and contraindications must be observed. - Take care not to kink the device
during use. - Do not expose the delivery system to organic solvents (e.g., alcohol). - Do not excessively
torque the device. « Use of balloon dilation after stent placement has not been evaluated.  Following stent
placement, if resistance is met during the withdrawal of the delivery system, carefully remove the delivery
system and wire guide as a unit. - Do not attempt to reload a deployed or partially deployed stent.  The
delivery system cannot be readvanced over the stent to recapture the stent during deployment.
POTENTIAL ADVERSE EVENTS: Potential adverse events associated with ERCP include, but are not limited
to: allergic reaction to contrast or medication « aspiration - cardiac arrhythmia or arrest « cholangitis « chole-
cystitis « cholestasis - hemorrhage « hypotension « infection - liver abscess « pancreatitis - perforation « re-
spiratory depression or arrest « sepsis. Additional adverse events that can occur in conjunction with biliary
stent placement include, but are not limited to: allergic reaction to nickel - bile duct ulceration - death
(other than due to normal disease progression) « fever « inflammation « nausea « obstruction of the pancrea-
tic duct - pain « perforation - recurrent obstructive jaundice « stent migration « stent misplacement - stent
occlusion « trauma to the biliary tract or duodenum « tumor ingrowth or excessive hyperplastic tissue in-
growth « tumor overgrowth « vomiting.

See Instructions for Use for full product information.

AB_IFU0065 REV3

Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Fusion® OASIS One Action Stent Introduction System®

Used for endoscopic biliary stent placement to drain obstructed
bile ducts.

//
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7/
Minimum
Pushing Guiding Accessory
Pushing Catheter Guiding Catheter Wire Guide Channel
Order Reference Catheter Length Catheter Length Diameter Diameter
Number Part Number Fr cm Fr cm inch mm
G31526 FS-OA-8.5 8.5 170 5.0 195 0.035 42
G31527 FS-OA-10 9.0 170 5.5 195 0.035 42
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Not for use with pigtail stents.
Compatible with ST-2 Soehendra Tannenbaum® (page 106), Cotton-Huibregtse® (page 97-98), and Cotton-Leung® (page 102-104) stents.
OASIS® One Action Stent Introduction System left indwelling for more than three months or as directed by a physician. Periodic evaluation is
CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly recommended.
licensed practitioner). POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
INTENDED USE: This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
placement to drain obstructed bile ducts. medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Additional

. complications associated with biliary stent placement include, but are not limited to: trauma to the biliary
CONTRAINDICATIONS: Those specific to ERCP. tract or duodenum, obstruction of the pancreatic duct, stent migration.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. - Wire guide

diameter and inner lumen of wire-guided device must be compatible. - Not compatible with pigtail stents.

« Do not use this device if stent cannot advance through strictured area. - Preloaded stents should not be AB_IFU0096_REVO

See instructions for use for full product information.

84 Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Fusion® Pushing Catheter

Used for endoscopic biliary stent placement to drain obstructed
bile ducts.

I/ I/
7/ - )
Minimum
Pushing Accessory
Pushing Catheter Wire Guide Channel
Order Reference Catheter Length Diameter Diameter
Number Part Number Fr cm inch mm
G31550 FS-PC-5 5.0 170 0.035 3.2
G31551 FS-PC-7 6.0 170 0.035 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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ducts.
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Pushing
Pushing Catheter
Order Reference Catheter Length
Number Part Number Fr cm
G22150 OA-8.5 8.5 170
G25146 OA-8.5E 8.5 293
G21739 OA-10 10.0 170
G25147 OA-10E 10.0 295
G21381 OA-11.5 11.0 170

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

OASIS One Action Stent Introduction System®

Used for endoscopic stent placement to drain obstructed biliary

! f————

Minimum
Guiding Accessory
Guiding Catheter Wire Guide Channel

Catheter Length Diameter Diameter
Fr cm inch mm
5.0 205 0.035 3.2
5.0 318 0.035 3.2
6.0 205 0.035 3.7
6.0 320 0.035 37
6.0 205 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Compatible with ST-2 Soehendra Tannenbaum® (page 106), Cotton-Huibregtse® (page 97-98), and Cotton-Leung® (page 102-104) stents.

The guiding catheter has four radiopaque bands 5 cm apart.

OASIS® One Action Stent Introduction System

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

CONTRAINDICATIONS: Those specific to ERCP.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - Wire guide
diameter and inner lumen of wire-guided device must be compatible. - Not compatible with pigtail stents.
- Do not use this device if stent cannot advance through strictured area. - Preloaded stents should not be
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left indwelling for more than three months or as directed by a physician. Periodic evaluation is
recommended.
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Additional
complications associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction of the pancreatic duct, stent migration.
See instructions for use for full product information.

AB_IFU0096_REVO
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Biliary/Pancreatic - Plastic Stents

Huibregtse® Guiding Catheter

Used for endoscopic stent placement to drain obstructed biliary
ducts.

Minimum
Accessory
Catheter Wire Guide Channel
Order Reference Catheter Length Diameter Diameter
Number Part Number Fr cm inch mm
G21448 HGC-6 6.0 220 0.035 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Compatible with ST-2 Soehendra Tannenbaum® (page 106), Cotton-Huibregtse® (page 95), and Cotton-Leung® (page 99) stents.
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Biliary/Pancreatic - Plastic Stents

Stent Introducer Sets (SIS)

Used for endoscopic biliary stent placement.

HE 7f

/ /
[ I 7 / ]
7/
Minimum
Pushing Guiding Accessory
Pushing Catheter Guiding Catheter Wire Guide Channel

Order Reference Catheter Length Catheter Length Diameter Diameter
Number Part Number Fr cm Fr cm inch mm
G21532 SIS-8.5 8.5 170 5.0 320 0.035 3.2
G22684 SIS-10 10.0 170 6.0 320 0.035 37
G21749 SIS-11.5 11.0 170 6.0 320 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Components also sold separately.
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Biliary/Pancreatic - Plastic Stents

Stent Introducer Components
Pushing Catheters and Guiding Catheters

Used for endoscopic biliary and pancreatic stent placement.

HE 7f

/ [/
[ ] 7 / ]
7/
Minimum
Accessory
Pushing Pushing Guiding Wire Guide Channel

Order Reference Catheter Catheter Length  Catheter Length Diameter Diameter
Number Part Number Fr cm cm inch mm
Pushing Catheter
G25092 PC-3 3.0 170 - 0.018 3.2
G21771 PC-5 5.0 170 - 0.035 3.2
G22715 PC-5E 5.0 320 - 0.035 3.2
G21774 PC-7 7.0 170 - 0.035 3.2
G22716 PC-7E 7.0 320 - 0.035 3.2
G21623 PC-8.5 85 170 - 0.035 3.2
G21443 PC-10 10.0 170 - 0.035 3.7
G22091 PC-11.5 11.0 170 - 0.035 4.2
Guiding Catheter
G22004 GC-5* - - 320 0.035 3.2
G22005 GC-6** - - 320 0.035 32

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

* Compatible with 8.5 Fr stent.
** Compatible with 10-11.5 Fr stent.
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Biliary/Pancreatic - Plastic Stents

OASIS One Action Stent Introduction System®
Preloaded with Cotton-Leung® Biliary Stent

Used for endoscopic placement of a preloaded biliary stent to
drain obstructed biliary ducts.

This set includes an introducer with four radiopaque bands 5
cm apart, with preloaded Cotton-Leung stent, pushing catheter,
guiding catheter, and flap protector (positioning sleeve).

Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G25656 OACL-7-5 7.0 5 170 205 0.035 3.2
G25657 OACL-7-7 7.0 7 170 205 0.035 3.2
G25658 OACL-7-9 7.0 9 170 205 0.035 3.2
G25659 OACL-7-12 7.0 12 170 205 0.035 3.2
G25660 OACL-7-15 7.0 15 170 205 0.035 3.2
G25374 OACL-8.5-5 8.5 5 170 205 0.035 3.2
G25375 OACL-8.5-7 8.5 7 170 205 0.035 3.2
G25376 OACL-8.5-9 8.5 9 170 205 0.035 3.2
G25377 OACL-8.5-12 8.5 12 170 205 0.035 3.2
G25378 OACL-8.5-15 8.5 15 170 205 0.035 3.2
G25379 OACL-10-5 10.0 5 170 205 0.035 3.7
G25380 OACL-10-7 10.0 7 170 205 0.035 3.7
G25381 OACL-10-9 10.0 9 170 205 0.035 3.7
G25382 OACL-10-12 10.0 12 170 205 0.035 3.7
G25383 OACL-10-15 10.0 15 170 205 0.035 3.7
G25384 OACL-11.5-5 11.5 5 170 205 0.035 4.2
G25385 OACL-11.5-7 11.5 7 170 205 0.035 4.2
G25386 OACL-11.5-9 11.5 9 170 205 0.035 4.2
G25387 OACL-11.5-12 11.5 12 170 205 0.035 4.2
G25388 OACL-11.5-15 11.5 15 170 205 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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OASIS® One Action Stent Introduction System

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

CONTRAINDICATIONS: Those specific to ERCP.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - Wire guide
diameter and inner lumen of wire-guided device must be compatible. - Not compatible with pigtail stents.
- Do not use this device if stent cannot advance through strictured area. - Preloaded stents should not be
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

left indwelling for more than three months or as directed by a physician. Periodic evaluation is
recommended.
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Additional
complications associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction of the pancreatic duct, stent migration.
See instructions for use for full product information.

AB_IFU0096_REVO
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Biliary/Pancreatic - Plastic Stents

OASIS One Action Stent Introduction System®
Preloaded with ST-2 Soehendra Tannenbaum® Biliary Stent

Used for endoscopic placement of a preloaded biliary stent to drain
obstructed biliary ducts.

This set includes an introducer with four radiopaque bands 5 cm
apart, with preloaded ST-2 Soehendra Tannenbaum stent, pushing
[ catheter, guiding catheter, and flap protector (positioning sleeve).

Length cm

e —————

Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G26846 OATS-8.5-5 8.5 5 170 205 0.035 3.2
G26848 OATS-8.5-7 8.5 7 170 205 0.035 3.2
G26849 OATS-8.5-9 8.5 9 170 205 0.035 3.2
G26853 OATS-8.5-12 8.5 12 170 205 0.035 3.2
G26854 OATS-8.5-15 8.5 15 170 205 0.035 3.2
G26858 OATS-10-5 10.0 5 170 205 0.035 3.7
G26859 OATS-10-7 10.0 7 170 205 0.035 3.7
G26860 OATS-10-9 10.0 9 170 205 0.035 3.7
G26863 OATS-10-12 10.0 12 170 205 0.035 3.7
G26864 OATS-10-15 10.0 15 170 205 0.035 3.7
G26836 OATS-11.5-5 1.5 5 170 205 0.035 4.2
G26837 OATS-11.5-7 1.5 7 170 205 0.035 4.2
G26838 OATS-11.5-9 1.5 9 170 205 0.035 4.2
G26842 OATS-11.5-12 1.5 12 170 205 0.035 4.2
G26843 OATS-11.5-15 1.5 15 170 205 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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OASIS® One Action Stent Introduction System

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device (with preloaded stent, if applicable) is intended for endoscopic biliary stent
placement to drain obstructed bile ducts.

CONTRAINDICATIONS: Those specific to ERCP.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « Wire guide
diameter and inner lumen of wire-guided device must be compatible. - Not compatible with pigtail stents.
- Do not use this device if stent cannot advance through strictured area. - Preloaded stents should not be
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

left indwelling for more than three months or as directed by a physician. Periodic evaluation is
recommended.
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. « Additional
complications associated with biliary stent placement include, but are not limited to: trauma to the biliary
tract or duodenum, obstruction of the pancreatic duct, stent migration.
See instructions for use for full product information.

AB_IFU0096_REVO
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Compass BDS® Biliary Plastic Stent

Used to drain obstructed biliary ducts.

Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G58988 CBBSO-7-5 7.0 5 0.035 3.2
G58989 CBBSO-7-10 7.0 10 0.035 3.2
G58990 CBBSO-7-15 7.0 15 0.035 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Recommended for use with FS-PC-7 Fusion® Pushing Catheter (page 85), PC-7 Pushing Catheter (page 89) or PC-7E Pushing Catheter (page 89).

Compass BDS® Stent

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

INDICATIONS FOR USE: Endoscopic biliary stent placement for biliary drainage of obstructed ducts that
could be caused by common bile duct stones, malignant biliary obstruction, benign or malignant strictures
or other obstructed biliary conditions requiring drainage.

CONTRAINDICATIONS: Those specific to ERCP. Inability to pass a wire guide and/or stent through the
obstructed area.

WARNINGS: This single-use device is not designed for re-use. Attempts to reprocess, resterilize, and/or
reuse may lead to contamination with biological or chemical agents and/or migration and/or mechanical
integrity failure of device. - Visually inspect the integrity of the sterile packaging. Do not use if the sterile
packaging is damaged or unintentionally opened before use. « Visually inspect the device with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper working
condition, do not use. Please notify Cook for return authorization. - The Compass BDS biliary stent is in-
tended for up to a maximum of 3 months indwell.
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PRECAUTIONS: A complete diagnostic evaluation of the patient prior to use to determine the proper stent
size should be carried out. « The stent must be placed under fluoroscopic monitoring. - The pigtail straight-
ener is not intended for use in the accessory channel of the endoscope. - Care must be exercised when
straightening the pigtail curls in order to avoid kinking or breaking the stent. - Do not use excessive force to
advance the stent. - Periodic evaluation of the device is recommended during indwell period. « Select the
Cook stent introducer system in the appropriate French size. - Sphincterotomy is not necessary for device
placement. - Dislodgement of a placed stent is possible when attempting additional procedures. - Do not
use this device for any purpose other than stated intended use. - Store the device in a dry location. - Use of
this device is restricted to a trained healthcare professional. - The product is intended for use by physicians
trained and experienced in ERCP techniques.

POTENTIAL ADVERSE EVENTS: Those associated with ERCP: allergic reaction to contrast or medication

« aspiration « cardiac arrhythmia or arrest « cholangitis - hemorrhage « hypotension « infection « liver abscess
« pancreatitis « perforation « respiratory depression or arrest - sepsis. Those associated with biliary stent
placement: fever - obstruction of the pancreatic duct « pain/discomfort « stent migration « stent occlusion

« trauma to the biliary tract or duodenum.

See Instructions for Use for full product information.

AB IFU0135 REV3
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Biliary/Pancreatic - Plastic Stents

Cotton-Huibregtse® Biliary Stent Sets

Used to drain obstructed biliary ducts.

This set includes a stent, pushing catheter, guiding catheter,
and flap protector (positioning sleeve). Guiding catheter not
included with 7 Fr stents.

HE 7

[ I // // ]
7/
Length cm
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G22486 CHBS-7-3 7.0 3 170 - 0.035 2.8
G21831 CHBS-7-5 7.0 5 170 - 0.035 2.8
G22485 CHBS-7-6 7.0 6 170 - 0.035 2.8
G21832 CHBS-7-7 7.0 7 170 - 0.035 2.8
G21834 CHBS-7-9 7.0 9 170 - 0.035 2.8
G22420 CHBS-7-10 7.0 10 170 - 0.035 2.8
G21970 CHBS-7-12 7.0 12 170 - 0.035 2.8
G21971 CHBS-7-15 7.0 15 170 . 0.035 2.8
G21814 CHBS-8.5-5 8.5 5 170 320 0.035 3.2
G21817 CHBS-8.5-7 8.5 7 170 320 0.035 3.2
G21820 CHBS-8.5-9 8.5 9 170 320 0.035 3.2
G21888 CHBS-8.5-12 8.5 12 170 320 0.035 3.2
G21889 CHBS-8.5-15 8.5 15 170 320 0.035 3.2
G21454 CHBS-10-3 10.0 3 170 320 0.035 3.7
G21455 CHBS-10-5 10.0 5 170 320 0.035 3.7
G21457 CHBS-10-7 10.0 7 170 320 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 96
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Cotton-Huibregtse® Biliary Stent Sets

Stent

Order Reference Stent Length
Number Part Number Fr cm
G21459 CHBS-10-9 10.0 9
G21996 CHBS-10-10 10.0 10
G21997 CHBS-10-11 10.0 1
G21999 CHBS-10-12 10.0 12
G22000 CHBS-10-15 10.0 15
G21541 CHBS-11.5-5 1.5 5
G21542 CHBS-11.5-7 1.5 7
G21545 CHBS-11.5-9 1.5 9
G22118 CHBS-11.5-10 1.5 10
G22121 CHBS-11.5-12 1.5 12
G22123 CHBS-11.5-15 1.5 15

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 95

Minimum
Pushing Guiding Accessory
Catheter Catheter Wire Guide Channel

Length Length Diameter Diameter
cm cm inch mm
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. « This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. « Care must be exercised when straightening
the pigtail curls* in order to avoid kinking or breaking the stent. - The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. - The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

*(if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0045_REV1
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Biliary/Pancreatic - Plastic Stents

Cotton-Huibregtse® Biliary Stent Only

Used to drain obstructed biliary ducts.

Includes a flap protector (positioning sleeve). Introducer
components sold separately.

Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G21719 CHBSO-7-4 7.0 4 0.035 2.8
G21720 CHBSO-7-5 7.0 5 0.035 2.8
G21721 CHBSO-7-7 7.0 7 0.035 2.8
G21722 CHBSO-7-9 7.0 9 0.035 2.8
G22211 CHBSO-7-10 7.0 10 0.035 2.8
G22213 CHBSO-7-12 7.0 12 0.035 2.8
G22217 CHBSO-7-15 7.0 15 0.035 2.8
G27172 CHBSO-7-18 7.0 18 0.035 2.8
G21699 CHBSO-8.5-5 8.5 5 0.035 3.2
G21700 CHBSO-8.5-7 8.5 7 0.035 3.2
G21702 CHBSO-8.5-9 8.5 9 0.035 3.2
G22195 CHBSO-8.5-10 8.5 10 0.035 3.2
G22196 CHBSO-8.5-12 8.5 12 0.035 3.2
G22198 CHBSO-8.5-15 8.5 15 0.035 3.2
G27173 CHBSO-8.5-18 8.5 18 0.035 3.2
G21648 CHBSO-10-3 10.0 3 0.035 37
G21650 CHBSO-10-4 10.0 4 0.035 3.7
G21652 CHBSO-10-5 10.0 5 0.035 37
G21654 CHBSO-10-6 10.0 6 0.035 3.7
G21656 CHBSO-10-7 10.0 7 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 98
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Cotton-Huibregtse® Biliary Stent Only

Order Reference Stent
Number Part Number Fr

G21657 CHBSO-10-8 10.0
G21658 CHBSO-10-9 10.0
G21879 CHBSO-10-10 10.0
G21880 CHBSO-10-11 10.0
G21881 CHBSO-10-12 10.0
G21883 CHBSO-10-15 10.0
G22404 CHBSO-10-18 10.0
G21797 CHBSO-11.5-5 1.5
G21799 CHBSO-11.5-7 1.5
G21800 CHBSO-11.5-8 11.5
G21801 CHBSO-11.5-9 1.5
G22197 CHBSO-11.5-10 1.5
G22199 CHBSO-11.5-12 1.5
G22200 CHBSO-11.5-15 1.5
G27171 CHBSO-11.5-18 1.5

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 97

Minimum

Accessory

Stent Wire Guide Channel

Length Diameter Diameter
cm inch mm
8 0.035 3.7
9 0.035 3.7
10 0.035 37
1 0.035 3.7
12 0.035 37
15 0.035 3.7
18 0.035 37
5 0.035 4.2
7 0.035 4.2
8 0.035 4.2
9 0.035 4.2
10 0.035 4.2
12 0.035 4.2
15 0.035 4.2
18 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. « This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. - Care must be exercised when straightening
the pigtail curls* in order to avoid kinking or breaking the stent. - The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. « The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

*(if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0045_REV1
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Biliary Stent Sets

Used to drain obstructed biliary ducts.

This set includes a stent, pushing catheter, guiding catheter,
and flap protector (positioning sleeve). Guiding catheter not
included with 5 Fr and 7 Fr stents.

HE 7f

/ [/
[ I 7/ ]
7/
Length cm Length cm
5.0 Fr 7-11.5 Fr
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G22402 CLBS-5-5 5.0 5 170 - 0.035 2.0
G22278 CLBS-5-7 5.0 7 170 - 0.035 20
G22403 CLBS-5-9 5.0 9 170 - 0.035 2.0
G22414 CLBS-5-12 5.0 12 170 - 0.035 20
G21947 CLBS-7-3 7.0 3 170 - 0.035 2.8
G21949 CLBS-7-4 7.0 4 170 - 0.035 2.8
G21950 CLBS-7-5 7.0 5 170 - 0.035 2.8
G21951 CLBS-7-6 7.0 6 170 - 0.035 2.8
G21952 CLBS-7-7 7.0 7 170 - 0.035 2.8
G27135 CLBS-7-8 7.0 8 170 - 0.035 2.8
G21954 CLBS-7-9 7.0 9 170 - 0.035 2.8
G21563 CLBS-7-10 7.0 10 170 - 0.035 2.8
G27130 CLBS-7-11 7.0 1" 170 - 0.035 2.8
G21566 CLBS-7-12 7.0 12 170 - 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 100
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Biliary Stent Sets Continued from page 99
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G27131 CLBS-7-13 7.0 13 170 - 0.035 2.8
G27132 CLBS-7-14 7.0 14 170 - 0.035 2.8
G21569 CLBS-7-15 7.0 15 170 - 0.035 2.8
G27133 CLBS-7-16 7.0 16 170 - 0.035 2.8
G27134 CLBS-7-17 7.0 17 170 - 0.035 2.8
G21574 CLBS-7-18 7.0 18 170 - 0.035 2.8
G21487 CLBS-8.5-3 8.5 3 170 320 0.035 3.2
G21489 CLBS-8.5-5 8.5 5 170 320 0.035 3.2
G21490 CLBS-8.5-6 8.5 6 170 320 0.035 3.2
G21492 CLBS-8.5-7 8.5 7 170 320 0.035 3.2
G21495 CLBS-8.5-8 8.5 8 170 320 0.035 3.2
G21496 CLBS-8.5-9 8.5 9 170 320 0.035 3.2
G21598 CLBS-8.5-10 8.5 10 170 320 0.035 3.2
G27136 CLBS-8.5-11 8.5 1 170 320 0.035 3.2
G21599 CLBS-8.5-12 8.5 12 170 320 0.035 3.2
G27137 CLBS-8.5-13 8.5 13 170 320 0.035 3.2
G27138 CLBS-8.5-14 8.5 14 170 320 0.035 3.2
G21600 CLBS-8.5-15 8.5 15 170 320 0.035 3.2
G24648 CLBS-8.5-16 8.5 16 170 320 0.035 3.2
G24649 CLBS-8.5-17 8.5 17 170 320 0.035 3.2
G27139 CLBS-8.5-18 8.5 18 170 320 0.035 3.2
G21841 CLBS-10-3 10.0 3 170 320 0.035 3.7
G21843 CLBS-10-4 10.0 4 170 320 0.035 3.7
G21844 CLBS-10-5 10.0 5 170 320 0.035 3.7
G27124 CLBS-10-6 10.0 6 170 320 0.035 3.7
G21847 CLBS-10-7 10.0 7 170 320 0.035 3.7
G21848 CLBS-10-8 10.0 8 170 320 0.035 3.7
G21850 CLBS-10-9 10.0 9 170 320 0.035 37
G21668 CLBS-10-10 10.0 10 170 320 0.035 3.7
G27121 CLBS-10-11 10.0 1 170 320 0.035 3.7
G21670 CLBS-10-12 10.0 12 170 320 0.035 3.7
G21672 CLBS-10-13 10.0 13 170 320 0.035 3.7
G27122 CLBS-10-14 10.0 14 170 320 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Cotton-Leung® Biliary Stent Sets

Stent

Order Reference Stent Length
Number Part Number Fr cm
G21673 CLBS-10-15 10.0 15
G27123 CLBS-10-16 10.0 16
G21674 CLBS-10-17 10.0 17
G21675 CLBS-10-18 10.0 18
G22051 CLBS-11.5-3 1.5 3
G22052 CLBS-11.5-5 1.5 5
G22054 CLBS-11.5-6 1.5 6
G22056 CLBS-11.5-7 1.5 7
G22057 CLBS-11.5-8 1.5 8
G22059 CLBS-11.5-9 1.5 9
G27125 CLBS-11.5-10 1.5 10
G22053 CLBS-11.5-11 1.5 1
G22055 CLBS-11.5-12 1.5 12
G27126 CLBS-11.5-13 1.5 13
G27127 CLBS-11.5-14 1.5 14
G22060 CLBS-11.5-15 1.5 15
G27128 CLBS-11.5-16 1.5 16
G27129 CLBS-11.5-17 1.5 17
G22064 CLBS-11.5-18 1.5 18

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 100

Minimum
Pushing Guiding Accessory
Catheter Catheter Wire Guide Channel

Length Length Diameter Diameter
cm cm inch mm
170 320 0.035 37
170 320 0.035 37
170 320 0.035 37
170 320 0.035 37
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. « This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. « Care must be exercised when straightening
the pigtail curls* in order to avoid kinking or breaking the stent. - The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. « The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

* (if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0045_REV1
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Biliary Stent Only

Used to drain obstructed biliary ducts.

Includes a flap protector (positioning sleeve).

Length cm Length cm
5.0 Fr 7.0-11.5 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22383 CLSO-5-3 5.0 3 0.035 2.8
G21565 CLSO-5-5 5.0 5 0.035 2.8
G22384 CLSO-5-7 5.0 7 0.035 2.8
G22385 CLSO-5-9 5.0 9 0.035 2.8
G22398 CLSO-5-12 5.0 12 0.035 2.8
G22399 CLSO-5-15 5.0 15 0.035 2.8
G22392 CLSO-7-2 7.0 2 0.035 2.8
G21679 CLSO-7-3 7.0 3 0.035 2.8
G21680 CLSO-7-4 7.0 4 0.035 2.8
G21681 CLSO-7-5 7.0 5 0.035 2.8
G27143 CLSO-7-6 7.0 6 0.035 2.8
G21683 CLSO-7-7 7.0 7 0.035 2.8
G21684 CLSO-7-8 7.0 8 0.035 2.8
G21685 CLSO-7-9 7.0 9 0.035 2.8
G21979 CLSO-7-10 7.0 10 0.035 2.8
G21981 CLSO-7-11 7.0 1 0.035 2.8
G21983 CLSO-7-12 7.0 12 0.035 2.8
G21984 CLSO-7-13 7.0 13 0.035 2.8
G21987 CLSO-7-14 7.0 14 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 87, 89, and 137 for introducer and retrieval components, sold separately.

Continued on page 103
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Biliary Stent Only Continued from page 102
Minimum
Accessory
Stent Wire Guide Channel
Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G21988 CLSO-7-15 7.0 15 0.035 2.8
G27142 CLSO-7-16 7.0 16 0.035 2.8
G22480 CLSO-7-17 7.0 17 0.035 2.8
G21990 CLSO-7-18 7.0 18 0.035 2.8
G21991 CLSO-7-19 7.0 19 0.035 2.8
G21993 CLSO-7-20 7.0 20 0.035 2.8
G24784 CLSO-7-21 7.0 21 0.035 2.8
G21617 CLSO-8.5-3 8.5 3 0.035 3.2
G21619 CLSO-8.5-5 8.5 5 0.035 3.2
G27148 CLSO-8.5-6 8.5 6 0.035 3.2
G21620 CLSO-8.5-7 8.5 7 0.035 3.2
G22343 CLSO-8.5-8 8.5 8 0.035 3.2
G21621 CLSO-8.5-9 8.5 9 0.035 3.2
G22009 CLSO-8.5-10 8.5 10 0.035 3.2
G27145 CLSO-8.5-11 8.5 1 0.035 3.2
G22011 CLSO-8.5-12 8.5 12 0.035 3.2
G27146 CLSO-8.5-13 8.5 13 0.035 3.2
G27147 CLSO-8.5-14 8.5 14 0.035 3.2
G22012 CLSO-8.5-15 8.5 15 0.035 3.2
G22709 CLSO-8.5-16 8.5 16 0.035 3.2
G22710 CLSO-8.5-17 8.5 17 0.035 3.2
G22711 CLSO-8.5-18 8.5 18 0.035 3.2
G22712 CLSO-8.5-20 8.5 20 0.035 3.2
G21463 CLSO-10-2 10.0 2 0.035 3.7
G21464 CLSO-10-3 10.0 3 0.035 3.7
G21465 CLSO-10-4 10.0 4 0.035 3.7
G22622 CLSO-10-5 10.0 5 0.035 3.7
G21467 CLSO-10-6 10.0 6 0.035 3.7
G21469 CLSO-10-7 10.0 7 0.035 3.7
G21472 CLSO-10-8 10.0 8 0.035 3.7
G21474 CLSO-10-9 10.0 9 0.035 3.7
G21807 CLSO-10-10 10.0 10 0.035 3.7
G21808 CLSO-10-11 10.0 1 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 87, 89, and 137 for introducer and retrieval components, sold separately.

Continued on page 104
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Biliary Stent Only Continued from page 103
Minimum
Accessory
Stent Wire Guide Channel
Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G21810 CLSO-10-12 10.0 12 0.035 3.7
G21811 CLSO-10-13 10.0 13 0.035 3.7
G21812 CLSO-10-14 10.0 14 0.035 3.7
G21813 CLSO-10-15 10.0 15 0.035 3.7
G21815 CLSO-10-16 10.0 16 0.035 3.7
G21816 CLSO-10-17 10.0 17 0.035 3.7
G21818 CLSO-10-18 10.0 18 0.035 3.7
G22479 CLSO-10-19 10.0 19 0.035 3.7
G21821 CLSO-10-20 10.0 20 0.035 3.7
G24785 CLSO-10-21 10.0 21 0.035 3.7
G21639 CLSO-11.5-3 1.5 3 0.035 4.2
G21643 CLSO-11.5-5 1.5 5 0.035 4.2
G27141 CLSO-11.5-6 1.5 6 0.035 4.2
G21646 CLSO-11.5-7 1.5 7 0.035 4.2
G27104 CLSO-11.5-8 1.5 8 0.035 4.2
G21647 CLSO-11.5-9 1.5 9 0.035 4.2
G21761 CLSO-11.5-10 1.5 10 0.035 4.2
G27103 CLSO-11.5-11 1.5 11 0.035 4.2
G27140 CLSO-11.5-12 1.5 12 0.035 4.2
G31508 CLSO-11.5-13 1.5 13 0.035 4.2
G21763 CLSO-11.5-14 1.5 14 0.035 4.2
G21764 CLSO-11.5-15 1.5 15 0.035 4.2
G21766 CLSO-11.5-16 1.5 16 0.035 4.2
G22400 CLSO-11.5-17 1.5 17 0.035 4.2
G21767 CLSO-11.5-18 1.5 18 0.035 4.2
G22713 CLSO-11.5-20 1.5 20 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 87, 89, and 137 for introducer and retrieval components, sold separately.
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Biliary/Pancreatic - Plastic Stents

Cotton-Leung® Sof-Flex® Biliary Stent
-
Used to drain obstructed biliary ducts. This includes a stentand a
4 positioning sleeve.
i
.o-""_:‘
Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G49658 CLSO-SF-7-5 7.0 5 0.035 2.8
G49659 CLSO-SF-7-7 7.0 7 0.035 2.8
G49660 CLSO-SF-7-9 7.0 9 0.035 2.8
G49661 CLSO-SF-7-12 7.0 12 0.035 2.8
G49662 CLSO-SF-7-15 7.0 15 0.035 2.8
G49653 CLSO-SF-10-5* 10.0 5 0.035 4.2
G49654 CLSO-SF-10-7* 10.0 7 0.035 4.2
G49655 CLSO-SF-10-9* 10.0 9 0.035 4.2
G49656 CLSO-SF-10-12* 10.0 12 0.035 4.2
G49657 CLSO-SF-10-15* 10.0 15 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

*Use with FS-OA-10 Fusion® OASIS One Action Stent Introduction System® (page 84) or PC-10 Pushing Catheter and GC-5 Guiding Catheter (page 89).

Introducer components sold separately.
Not compatible with Fusion Wire Guide Locking Device.

Cotton-Leung® Sof-Flex® Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass wire guide or stent through obstructed area.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve is not intended for use in the accessory
channel of the endoscope. - The tapered tip end of the stent and side hole must be positioned in the com-
mon bile duct while the other end remains in the duodenum. « This device should not be left indwelling
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for more than three months or as directed by a physician. Periodic evaluation is recommended. - Select the
Cook stent introducer system in the appropriate French size. - These symbols from the package label indi-
cate the following: {§Not compatible with Fusion Wire Guide Locking device. Use with FS-OA-10 or
PC-10 and GC-5. - Sphincterotomy is not required for device placement. ¢

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or medica-
tion, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated with bil-
iary stent placement include, but are not limited to: trauma to the biliary tract or duodenum, obstruction of
the pancreatic duct, stent migration.

See Instructions for Use for full product information.

AB_IFUO120_REV1
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Biliary/Pancreatic - Plastic Stents

ST-2 Soehendra Tannenbaum® Biliary Stent

Used to drain obstructed biliary ducts.

Includes a flap protector (positioning sleeve).

Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22292 TTSO-8.5-5 85 5 0.035 3.2
G22293 TTSO-8.5-6 85 6 0.035 3.2
G22294 TTSO-8.5-7 85 7 0.035 3.2
G22295 TTSO-8.5-8 85 8 0.035 3.2
G22296 TTSO-8.5-9 85 9 0.035 3.2
G22288 TTSO-8.5-10 85 10 0.035 3.2
G22289 TTSO-8.5-11 85 1 0.035 3.2
G22290 TTSO-8.5-12 85 12 0.035 3.2
G27198 TTSO-8.5-13 85 13 0.035 3.2
G27170 TTSO-8.5-14 85 14 0.035 3.2
G22291 TTSO-8.5-15 85 15 0.035 3.2
G21436 TTSO-10-5 10 5 0.035 37
G21437 TTSO-10-6 10 6 0.035 37
G21438 TTSO-10-7 10 7 0.035 37
G21440 TTSO-10-8 10 8 0.035 37
G21441 TTSO-10-9 10 9 0.035 37
G22125 TTSO-10-10 10 10 0.035 37
G22127 TTSO-10-11 10 1 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Recommend for use with the OASIS One Action Stent Introduction System® (with exception of the 11.5 Fr device) (page 214), sold separately.

Continued on page 107
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ST-2 Soehendra Tannenbaum® Biliary Stent

Order Reference Stent
Number Part Number Fr

G22129 TTSO-10-12 10

G27167 TTSO-10-13 10

G27168 TTSO-10-14 10

G22130 TTSO-10-15 10

G22283 TTSO-11.5-5 1.5
G22284 TTSO-11.5-6 1.5
G22285 TTSO-11.5-7 1.5
G22286 TTSO-11.5-8 1.5
G22287 TTSO-11.5-9 1.5
G22280 TTSO-11.5-10 1.5
G27169 TTSO-11.5-11 1.5
G22281 TTSO-11.5-12 1.5
G27196 TTSO-11.5-13 1.5
G27197 TTSO-11.5-14 1.5
G22282 TTSO-11.5-15 1.5

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 106

Minimum

Accessory

Stent Wire Guide Channel

Length Diameter Diameter
cm inch mm
12 0.035 3.7
13 0.035 3.7
14 0.035 3.7
15 0.035 3.7
5 0.035 4.2
6 0.035 4.2
7 0.035 4.2
8 0.035 4.2
9 0.035 4.2
10 0.035 4.2
11 0.035 4.2
12 0.035 4.2
13 0.035 4.2
14 0.035 4.2
15 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Recommend for use with the OASIS One Action Stent Introduction System® (with exception of the 11.5 Fr device) (page 214), sold separately.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. « This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. - Care must be exercised when straightening
the pigtail curls® in order to avoid kinking or breaking the stent. « The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. - The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

* (if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. « Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0045_REV1
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Biliary/Pancreatic - Plastic Stents

Solus® Double Pigtail Stent with Introducer

Used to drain obstructed biliary ducts.

This setincludes a radiopaque stent, 10 Fr pushing catheter, 5 Fr
guiding catheter, and pigtail straightener.

Length cm
rE 308 .
7/
//
4
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G26829 ZSS-10-1-RB* 10.0 1 165 210 0.035 3.7
G25670 ZSS-10-3-RB 10.0 3 165 210 0.035 3.7
G25671 ZSS-10-4-RB 10.0 4 165 210 0.035 3.7
G25672 ZSS-10-5-RB 10.0 5 165 210 0.035 3.7
G25673 ZSS-10-7-RB 10.0 7 165 210 0.035 3.7
G25674 ZSS-10-9-RB 10.0 9 165 210 0.035 3.7
G25685 ZSS-10-10-RB 10.0 10 165 210 0.035 3.7
G25675 ZSS-10-12-RB 10.0 12 165 210 0.035 3.7
G25676 ZSS-10-15-RB 10.0 15 165 210 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

*Pigtail straightener is not included with ZSS-10-1-RB.
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Solus™ Double Pigtail Sof-Flex® Stent and Introduction System

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass wire guide or stent through obstructed area.

WARNINGS: MRI compatibility of this device has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed prior to use to determine proper stent size. - This stent must be
placed under fluoroscopic monitoring. « This stent must only be placed using the Solus Stent Introduction
System, which is included with this stent set. - This stent should not be left indwelling for more than three
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

months or as directed by a physician. Periodic evaluation is recommended. « Pigtail straightener is used to
straighten pigtail curls on stent and to aid introduction of stent into accessory channel. Pigtail straightener
is not intended for use in accessory channel. - Assessment must be made to determine necessity of
sphincterotomy prior to stent placement. If sphincterotomy is required, all appropriate cautions, warnings
and contraindications must be observed.

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Additional
complications associated with biliary stent placement include, but are not limited to: trauma to biliary tract
or duodenum, obstruction of pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFUO100_REVO
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Biliary/Pancreatic - Plastic Stents

Zimmon® Biliary Stent Sets

Used to drain obstructed biliary ducts.

This set includes a stent, pushing catheter, and pigtail
straightener (pigtail straightener not included with 10 Fr sets).

T _/._._.}

[ ] // // ]
7/
Length cm Length cm
5.0 Fr 6.0-11.5 Fr
Minimum
Pushing Accessory
Stent Catheter Wire Guide Channel

Order Reference Stent Length Length Diameter Diameter
Number Part Number Fr cm cm inch mm
G22436 ZEBD-5-3 5.0 3 170 0.035 2.0
G22137 ZEBD-5-4 5.0 4 170 0.035 2.0
G22138 ZEBD-5-5 5.0 5 170 0.035 2.0
G22140 ZEBD-5-7 5.0 7 170 0.035 20
G22141 ZEBD-5-9 5.0 9 170 0.035 20
G22122 ZEBD-5-10 5.0 10 170 0.035 20
G22437 ZEBD-5-12 5.0 12 170 0.035 20
G22128 ZEBD-5-15 5.0 15 170 0.035 20
G22191 ZEBD-6-4 6.0 4 170 0.035 2.8
G22194 ZEBD-6-7 6.0 7 170 0.035 2.8
G21795 ZEBD-6-10 6.0 10 170 0.035 2.8
G21798 ZEBD-6-12 6.0 12 170 0.035 2.8
G22438 ZEBD-7-2 7.0 2 170 0.035 2.8
G22439 ZEBD-7-3 7.0 3 170 0.035 2.8
G21393 ZEBD-7-4 7.0 4 170 0.035 2.8
G21394 ZEBD-7-5 7.0 5 170 0.035 2.8
G21395 ZEBD-7-6 7.0 6 170 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 111
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Zimmon® Biliary Stent Sets

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 110

Minimum
Pushing Accessory
Stent Catheter Wire Guide Channel

Order Reference Stent Length Length Diameter Diameter
Number Part Number Fr cm cm inch mm
G21396 ZEBD-7-7 7.0 7 170 0.035 2.8
G21397 ZEBD-7-8 7.0 8 170 0.035 2.8
G21398 ZEBD-7-9 7.0 9 170 0.035 2.8
G25794 ZEBD-7-10 7.0 10 170 0.035 2.8
G21526 ZEBD-7-12 7.0 12 170 0.035 2.8
G21529 ZEBD-7-15 7.0 15 170 0.035 2.8
G21530 ZEBD-7-18 7.0 18 170 0.035 2.8
G21460 ZEBD-8-5 8.0 5 170 0.035 3.2
G21462 ZEBD-8-7 8.0 7 170 0.035 3.2
G22440 ZEBD-8-9 8.0 9 170 0.035 3.2
G22026 ZEBD-8-12 8.0 12 170 0.035 3.2
G22027 ZEBD-8-15 8.0 15 170 0.035 3.2
G22441 ZEBD-10-2 10.0 2 170 0.035 3.7
G21780 ZEBD-10-3 10.0 3 170 0.035 3.7
G21781 ZEBD-10-4 10.0 4 170 0.035 3.7
G21783 ZEBD-10-5 10.0 5 170 0.035 3.7
G21785 ZEBD-10-6 10.0 6 170 0.035 3.7
G21787 ZEBD-10-7 10.0 7 170 0.035 3.7
G21788 ZEBD-10-8 10.0 8 170 0.035 37
G21789 ZEBD-10-9 10.0 9 170 0.035 37
G21862 ZEBD-10-10 10.0 10 170 0.035 37
G21864 ZEBD-10-12 10.0 12 170 0.035 37
G21865 ZEBD-10-15 10.0 15 170 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. - This stent must
be placed under fluoroscopic monitoring. « The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. - Care must be exercised when straightening
the pigtail curls* in order to avoid kinking or breaking the stent. - The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. « The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

*(if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.
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Biliary/Pancreatic - Plastic Stents

Zimmon® Biliary Stent Only

Used to drain obstructed biliary ducts.

Includes a pigtail straightener (with exception of 10 Fr device).

Length cm Length cm
5.0 Fr 6.0-10.0 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22032 Z50-5-3 5.0 3 0.035 2.0
G22034 ZS0-5-4 5.0 4 0.035 2.0
G22036 ZS0-5-5 5.0 5 0.035 2.0
G22038 ZS0-5-7 5.0 7 0.035 2.0
G22040 ZS0-5-9 5.0 9 0.035 2.0
G21499 ZS0-5-10 5.0 10 0.035 2.0
G21501 ZS0-5-12 5.0 12 0.035 2.0
G22443 ZS0-5-15 5.0 15 0.035 2.0
G22105 ZS0-6-4 6.0 4 0.035 2.8
G22109 Z50-6-7 6.0 7 0.035 2.8
G22112 ZS0-6-9 6.0 9 0.035 2.8
G21998 ZS0-6-10 6.0 10 0.035 2.8
G22159 ZS0-7-3 7.0 3 0.035 2.8
G22161 ZS0-7-4 7.0 4 0.035 2.8
G22163 ZS0-7-5 7.0 5 0.035 2.8
G22164 ZS0-7-6 7.0 6 0.035 2.8
G22167 Z50-7-7 7.0 7 0.035 2.8
G22170 ZS0-7-9 7.0 9 0.035 2.8
G21707 ZS0-7-10 7.0 10 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Pushing catheter sold separately.
Continued on page 113
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Zimmon® Biliary Stent Only

Order Reference Stent
Number Part Number Fr
G21708 ZS0-7-12 7.0
G21711 ZS0-7-15 7.0
G23005 ZS0-7-16 7.0
G23006 ZS0-7-18 7.0
G21369 ZS0-8-4 8.0
G21370 ZS0-8-5 8.0
G21372 Z50-8-7 8.0
G21375 ZS0-8-9 8.0
G21401 ZS0-8-10 8.0
G21404 ZS0-8-12 8.0
G21408 ZS0-8-15 8.0
G25399 ZS0-10-2 10.0
G21973 ZS0-10-3 10.0
G21974 ZS0-10-4 10.0
G21975 ZS0-10-5 10.0
G21976 ZS0-10-6 10.0
G21977 ZS0-10-7 10.0
G21980 ZS0-10-8 10.0
G21982 ZS0-10-9 10.0
G21637 ZS0-10-10 10.0
G21640 ZS0-10-12 10.0
G21645 ZS0-10-15 10.0

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 112

Minimum
Accessory
Stent Wire Guide Channel

Length Diameter Diameter
cm inch mm
12 0.035 2.8
15 0.035 2.8
16 0.035 2.8
18 0.035 2.8
4 0.035 3.2
5 0.035 3.2
7 0.035 3.2
9 0.035 3.2
10 0.035 3.2
12 0.035 3.2
15 0.035 3.2
2 0.035 3.7
3 0.035 3.7
4 0.035 3.7
5 0.035 3.7
6 0.035 3.7
7 0.035 3.7
8 0.035 37
9 0.035 37
10 0.035 37
12 0.035 37
15 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
Pushing catheter sold separately.

Biliary Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed biliary ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass wire guide or stent through obstructed area.

WARNING: For stents with radiopaque bands, MRI compatibility has not been established.
PRECAUTIONS: Refer to package label for minimum channel size required for this device. « This stent must
be placed under fluoroscopic monitoring. - The positioning sleeve* or the pigtail straightener* is not
intended for use in the accessory channel of the endoscope. - Care must be exercised when straightening
the pigtail curls* in order to avoid kinking or breaking the stent. - The tapered tip end of the stent* or side
holes* must be positioned in the common bile duct while the other end remains in the duodenum. - The
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longer flaps of the ST-2 Biliary Stent should be positioned in the duct while the shorter flaps remain in the
duodenum. (See fig. 1 in the complete INSTRUCTIONS FOR USE) - This device should not be left
indwelling for more than three months or as directed by a physician. Periodic evaluation is recommended.
« Select the Cook stent introducer system (if not included) in the appropriate French size.

*(if any)

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with biliary stent placement include, but are not limited to: trauma to the biliary tract or duodenum,
obstruction of the pancreatic duct, stent migration.

See instructions for use for full product information.

AB_IFU0045_REV1
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Sets (with internal flaps)

Used to drain obstructed pancreatic ducts.

This set includes a stent, pushing catheter, and guiding catheter.
Guiding catheter not included in 3 Fr, 5 Fr, and 7 Fr stent sets.

HE 7f

[ I I/ I/ ]
7/
Length cm Length cm
3.0-5.0 Fr 7.0-11.5 Fr

Minimum

Pushing Guiding Accessory

Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G24552 GEPD-3-3 3.0 3 170 - 0.018 20
G27180 GEPD-3-4 3.0 4 170 - 0.018 20
G27181 GEPD-3-5 3.0 5 170 - 0.018 20
G27149 GEPD-3-6 3.0 6 170 - 0.018 20
G27182 GEPD-3-7 3.0 7 170 - 0.018 20
G27183 GEPD-3-8 3.0 8 170 - 0.018 20
G27184 GEPD-3-9 3.0 9 170 - 0.018 20
G27174 GEPD-3-10 3.0 10 170 - 0.018 20
G27175 GEPD-3-11 3.0 1 170 - 0.018 20
G27176 GEPD-3-12 3.0 12 170 - 0.018 20
G27177 GEPD-3-13 3.0 13 170 - 0.018 20
G27178 GEPD-3-14 3.0 14 170 - 0.018 20
G27179 GEPD-3-15 3.0 15 170 - 0.018 20
G22478 GEPD-5-2 5.0 2 170 - 0.035 20

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 115
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Sets (with internal flaps) Continued from page 114
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G22206 GEPD-5-3 5.0 3 170 - 0.035 20
G22208 GEPD-5-4 5.0 4 170 - 0.035 20
G22209 GEPD-5-5 5.0 5 170 - 0.035 20
G22477 GEPD-5-6 5.0 6 170 - 0.035 20
G22210 GEPD-5-7 5.0 7 170 - 0.035 20
G22476 GEPD-5-8 5.0 8 170 - 0.035 20
G22212 GEPD-5-9 5.0 9 170 - 0.035 20
G27150 GEPD-5-10 5.0 10 170 - 0.035 20
G27151 GEPD-5-11 5.0 1 170 - 0.035 20
G22189 GEPD-5-12 5.0 12 170 - 0.035 20
G27152 GEPD-5-13 5.0 13 170 - 0.035 20
G27153 GEPD-5-14 5.0 14 170 - 0.035 20
G22190 GEPD-5-15 5.0 15 170 - 0.035 20
G21475 GEPD-7-3 7.0 3 170 - 0.035 2.8
G21476 GEPD-7-4 7.0 4 170 - 0.035 2.8
G21478 GEPD-7-5 7.0 5 170 - 0.035 2.8
G27157 GEPD-7-6 7.0 6 170 - 0.035 2.8
G21479 GEPD-7-7 7.0 7 170 - 0.035 2.8
G27158 GEPD-7-8 7.0 8 170 - 0.035 2.8
G21480 GEPD-7-9 7.0 9 170 - 0.035 2.8
G21572 GEPD-7-10 7.0 10 170 - 0.035 2.8
G27154 GEPD-7-11 7.0 11 170 - 0.035 2.8
G21575 GEPD-7-12 7.0 12 170 - 0.035 2.8
G27155 GEPD-7-13 7.0 13 170 - 0.035 2.8
G27156 GEPD-7-14 7.0 14 170 - 0.035 2.8
G21578 GEPD-7-15 7.0 15 170 - 0.035 2.8
G22475 GEPD-8.5-3 8.5 3 170 320 0.035 3.2
G22277 GEPD-8.5-5 8.5 5 170 320 0.035 3.2
G22474 GEPD-8.5-7 8.5 7 170 320 0.035 3.2
G22473 GEPD-8.5-9 8.5 9 170 320 0.035 3.2
G24540 GEPD-8.5-12 8.5 12 170 320 0.035 3.2
G22276 GEPD-10-3 10.0 3 170 320 0.035 3.7
G21851 GEPD-10-5 10.0 5 170 320 0.035 3.7
G22472 GEPD-10-7 10.0 7 170 320 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 116
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Geenen® Pancreatic Stent Sets (with internal flaps)

Stent

Order Reference Stent Length
Number Part Number Fr cm
G22471 GEPD-10-9 10.0 9
G22487 GEPD-10-12 10.0 12
G22488 GEPD-10-15 10.0 15
G22470 GEPD-11.5-6 11.5 6
G22469 GEPD-11.5-8 11.5 8
G22468 GEPD-11.5-10 11.5 10
G22386 GEPD-11.5-12 1.5 12

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 115

Minimum
Pushing Guiding Accessory
Catheter Catheter Wire Guide Channel

Length Length Diameter Diameter
cm cm inch mm
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 3.7
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2
170 320 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. « The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. - Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.

116

«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. « Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.

AB_IFU0055_REV1
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Only (with internal flaps)

Used to drain obstructed pancreatic ducts.

Length cm Length cm
3.0-5.0 Fr 6.0-11.5 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G27105 GPSO-3-2 3.0 2 0.018 2.0
G27190 GPSO-3-3 3.0 3 0.018 2.0
G24543 GPSO-3-4 3.0 4 0.018 2.0
G24545 GPSO-3-5 3.0 5 0.018 2.0
G27191 GPSO-3-6 3.0 6 0.018 2.0
G24523 GPSO-3-7 3.0 7 0.018 2.0
G27192 GPSO-3-8 3.0 8 0.018 2.0
G27193 GPSO-3-9 3.0 9 0.018 2.0
G24542 GPSO-3-10 3.0 10 0.018 2.0
G27185 GPSO-3-11 3.0 1 0.018 2.0
G27186 GPSO-3-12 3.0 12 0.018 2.0
G27187 GPSO-3-13 3.0 13 0.018 2.0
G27188 GPSO-3-14 3.0 14 0.018 2.0
G27189 GPSO-3-15 3.0 15 0.018 2.0
G27106 GPSO-4-2 4.0 2 0.021 2.0
G24525 GPSO-4-5 4.0 5 0.021 2.0
G24529 GPSO-4-7 4.0 7 0.021 2.0
G24801 GPSO-4-9 4.0 9 0.021 2.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.
Continued on page 118
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Only (with internal flaps) Continued from page 117
Minimum
Accessory
Stent Wire Guide Channel
Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22434 GPSO-5-2 5.0 2 0.035 20
G22107 GPSO-5-3 5.0 3 0.035 20
G22110 GPSO-5-4 5.0 4 0.035 20
G22111 GPSO-5-5 5.0 5 0.035 2.0
G27162 GPSO-5-6 5.0 6 0.035 2.0
G22113 GPSO-5-7 5.0 7 0.035 2.0
G27163 GPSO-5-8 5.0 8 0.035 2.0
G22114 GPSO-5-9 5.0 9 0.035 2.0
G22097 GPSO-5-10 5.0 10 0.035 2.0
G27159 GPSO-5-11 5.0 1 0.035 2.0
G22099 GPSO-5-12 5.0 12 0.035 2.0
G27160 GPSO-5-13 5.0 13 0.035 2.0
G27161 GPSO-5-14 5.0 14 0.035 2.0
G22102 GPSO-5-15 5.0 15 0.035 20
G24802 GPSO-5-18 5.0 18 0.035 20
G22467 GPSO-6-2 6.0 2 0.035 2.8
G22410 GPSO-6-3 6.0 3 0.035 2.8
G22411 GPSO-6-5 6.0 5 0.035 2.8
G22412 GPSO-6-7 6.0 7 0.035 2.8
G22413 GPSO-6-9 6.0 9 0.035 2.8
G22401 GPSO-6-12 6.0 12 0.035 2.8
G24546 GPSO-6-15 6.0 15 0.035 2.8
G22379 GPSO-7-2 7.0 2 0.035 2.8
G21371 GPSO-7-3 7.0 3 0.035 2.8
G21373 GPSO-7-4 7.0 4 0.035 2.8
G21374 GPSO-7-5 7.0 5 0.035 2.8
G21376 GPSO-7-6 7.0 6 0.035 2.8
G21377 GPSO-7-7 7.0 7 0.035 2.8
G27166 GPSO-7-8 7.0 8 0.035 2.8
G21379 GPSO-7-9 7.0 9 0.035 2.8
G21506 GPSO-7-10 7.0 10 0.035 2.8
G22466 GPSO-7-11 7.0 1 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.

Continued on page 119
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Geenen® Pancreatic Stent Only (with internal flaps)

Order Reference Stent
Number Part Number Fr
G21507 GPSO-7-12 7.0
G27164 GPSO-7-13 7.0
G27165 GPSO-7-14 7.0
G21509 GPSO-7-15 7.0
G22984 GPSO-7-18 7.0
G22985 GPSO-7-20 7.0
G22314 GPSO-8.5-3 8.5
G22315 GPSO-8.5-5 8.5
G22316 GPSO-8.5-7 8.5
G22317 GPS0O-8.5-9 8.5
G22318 GPSO-8.5-12 8.5
G22986 GPSO-8.5-15 8.5
G22465 GPSO-10-2 10.0
G22319 GPSO-10-3 10.0
G22275 GPSO-10-5 10.0
G22320 GPSO-10-7 10.0
G22322 GPSO-10-9 10.0
G22321 GPSO-10-10 10.0
G22323 GPSO-10-12 10.0
G22987 GPSO-10-15 10.0
G22464 GPSO-11.5-3 1.5
G22389 GPSO-11.5-5 1.5
G22463 GPSO-11.5-7 1.5
G22462 GPSO-11.5-9 1.5
G24541 GPSO-11.5-15 1.5

QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Continued from page 118

Minimum
Accessory
Stent Wire Guide Channel

Length Diameter Diameter
cm inch mm
12 0.035 2.8
13 0.035 2.8
14 0.035 2.8
15 0.035 2.8
18 0.035 2.8
20 0.035 2.8
3 0.035 3.2
5 0.035 3.2
7 0.035 3.2
9 0.035 3.2
12 0.035 3.2
15 0.035 3.2
2 0.035 3.7
3 0.035 3.7
5 0.035 3.7
7 0.035 3.7
9 0.035 3.7
10 0.035 3.7
12 0.035 3.7
15 0.035 3.7
3 0.035 4.2
5 0.035 4.2
7 0.035 4.2
9 0.035 4.2
15 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. « The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.

AB_IFU0055_REV1
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Sets with No Internal Flap

Used to drain obstructed pancreatic ducts.

This set includes a stent and pushing catheter.

/ /
[ ] 7 / ]
7/
Length cm Length cm
5.0 Fr 7.0 Fr
Minimum
Pushing Accessory
Stent Catheter Wire Guide Channel

Order Reference Stent Length Length Diameter Diameter
Number Part Number Fr cm cm inch mm
G22461 GPDS-5-2 5.0 2 170 0.035 2.0
G21802 GPDS-5-3 5.0 3 170 0.035 2.0
G21803 GPDS-5-5 5.0 5 170 0.035 2.0
G21804 GPDS-5-7 5.0 7 170 0.035 20
G21806 GPDS-5-9 5.0 9 170 0.035 20
G21723 GPDS-5-12 5.0 12 170 0.035 20
G21724 GPDS-5-15 5.0 15 170 0.035 20
G21898 GPDS-7-3 7.0 3 170 0.035 2.8
G21899 GPDS-7-5 7.0 5 170 0.035 2.8
G21901 GPDS-7-7 7.0 7 170 0.035 2.8
G21902 GPDS-7-9 7.0 9 170 0.035 2.8
G21939 GPDS-7-12 7.0 12 170 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. « The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.

AB_IFU0055_REV1
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Biliary/Pancreatic - Plastic Stents

Geenen® Pancreatic Stent Only with No Internal Flap

Used to drain obstructed pancreatic ducts.

Length cm Length cm
5.0 Fr 7.0 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22460 GPSO0S-5-2 5.0 2 0.035 2.0
G21513 GPSOS-5-3 5.0 3 0.035 2.0
G21514 GPSOS-5-4 5.0 4 0.035 2.0
G21515 GPSOS-5-5 5.0 5 0.035 2.0
G21517 GPSOS-5-7 5.0 7 0.035 2.0
G21519 GPSOS-5-9 5.0 9 0.035 2.0
G21633 GPSOS-5-12 5.0 12 0.035 2.0
G21636 GPSOS-5-15 5.0 15 0.035 2.0
G22459 GPS0S-7-2 7.0 2 0.035 2.8
G21592 GPSOS-7-3 7.0 3 0.035 2.8
G21594 GPSOS-7-5 7.0 5 0.035 2.8
G21595 GPS0OS-7-7 7.0 7 0.035 2.8
G21597 GPSOS-7-9 7.0 9 0.035 2.8
G21856 GPSOS-7-10 7.0 10 0.035 2.8
G21858 GPS0S-7-12 7.0 12 0.035 2.8
G25073 GPSOS-7-15 7.0 15 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.
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Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. - The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. - This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.

AB_IFU0055_REV1
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Geenen® Sof-Flex® Pancreatic Stent (with internal flaps)

Used to drain obstructed pancreatic ducts.

Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G49663 GPSO-SF-5-3 5.0 3 0.035 2.0
G49664 GPSO-SF-5-5 5.0 5 0.035 2.0
G49665 GPSO-SF-5-7 5.0 7 0.035 2.0
G49666 GPSO-SF-5-9 5.0 9 0.035 2.0
G49667 GPSO-SF-5-12 5.0 12 0.035 2.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.

Geenen® Sof-Flex® Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine the proper stent size. - The stent must
be placed under fluoroscopic monitoring. « The positioning sleeve is not intended for use in the accessory
channel of the endoscope. - The ductal end of the stent must be positioned in the pancreatic duct while
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the other end remains in the duodenum (see Fig. 1 in the complete INSTRUCTIONS FOR USE). This device
should not be left indwelling for more than three months or as directed by a physician. Periodic evaluation
is recommended. - Select the Cook stent introducer system in the appropriate French size.

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.

AB_IFUO121_REVO
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Geenen® Sof-Flex® Pancreatic Stent with No Internal Flap

Used to drain obstructed pancreatic ducts.

Length cm
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G49668 GPSOS-SF-5-3 5.0 3 0.035 2.0
G49669 GPSOS-SF-5-5 5.0 5 0.035 2.0
G49670 GPSOS-SF-5-7 5.0 7 0.035 2.0
G49671 GPSOS-SF-5-9 5.0 9 0.035 2.0
G49672 GPSOS-SF-5-12 5.0 12 0.035 2.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
See page 89 for introducer components, sold separately.

Geenen® Sof-Flex® Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine the proper stent size. « The stent must
be placed under fluoroscopic monitoring. « The positioning sleeve is not intended for use in the accessory
channel of the endoscope. - The ductal end of the stent must be positioned in the pancreatic duct while
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the other end remains in the duodenum (see Fig. 1 in the complete INSTRUCTIONS FOR USE). This device
should not be left indwelling for more than three months or as directed by a physician. Periodic evaluation
is recommended. - Select the Cook stent introducer system in the appropriate French size.

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stents (with radiopaque band, no
internal flap)

Used to drain obstructed pancreatic ducts.

Length cm Length cm Length cm
) e © o e o ] e © e © N —)
3.0 Fr 5.0 Fr 7.0 Fr

with radiopaque marker with radiopaque marker

Minimum

Accessory

Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G24566 SPSOS-3-4-N 3.0 4 0.018 2.0
G24567 SPSOS-3-6-N 3.0 6 0.018 2.0
G24568 SPSOS-3-8-N 3.0 8 0.018 2.0
G24564 SPSOS-3-10-N 3.0 10 0.018 2.0
G24565 SPSOS-3-12-N 3.0 12 0.018 2.0
G26847 SPSOS-3-18-N 3.0 18 0.018 2.0
G24570 SPSOS-5-3 5.0 3 0.035 2.0
G24574 SPSOS-5-5 5.0 5 0.035 2.0
G24578 SPSOS-5-7 5.0 7 0.035 20
G24587 SPS0S-7-3 7.0 3 0.035 28
G24588 SPSOS-7-5 7.0 5 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Introducer components sold separately.

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. - The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. - Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. - This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.
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Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stent Sets (with internal flap)

Used to drain obstructed pancreatic ducts.

This set includes a single-pigtail stent and pushing catheter.

[ ] // // ]
7/
. Length cm Length cm
5.0 Fr 7.0 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22162 ZEPDF-5-2 5.0 2 0.035 2.0
G22165 ZEPDF-5-4 5.0 4 0.035 2.0
G22444 ZEPDF-5-5 5.0 5 0.035 2.0
G22169 ZEPDF-5-6 5.0 6 0.035 2.0
G22171 ZEPDF-5-7 5.0 7 0.035 2.0
G22173 ZEPDF-5-8 5.0 8 0.035 2.0
G22445 ZEPDF-5-9 5.0 9 0.035 2.0
G22115 ZEPDF-5-10 5.0 10 0.035 2.0
G22116 ZEPDF-5-12 5.0 12 0.035 2.0
G21425 ZEPDF-7-2 7.0 2 0.035 2.8
G21426 ZEPDF-7-4 7.0 4 0.035 2.8
G22446 ZEPDF-7-5 7.0 5 0.035 2.8
G21427 ZEPDF-7-6 7.0 6 0.035 2.8
G22447 ZEPDF-7-7 7.0 7 0.035 2.8
G21428 ZEPDF-7-8 7.0 8 0.035 2.8
G21429 ZEPDF-7-9 7.0 9 0.035 2.8
G21522 ZEPDF-7-10 7.0 10 0.035 2.8
G21524 ZEPDF-7-12 7.0 12 0.035 2.8
G24563 ZEPDF-7-15 7.0 15 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. « The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.
*if any
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. « Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.
See instructions for use for full product information.

AB_IFUO055_REV1
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Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stents (with internal flap)

Used to drain obstructed pancreatic ducts.

- Length cm Length cm
!—‘ !—‘
5.0 Fr 7.0 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22071 ZPSOF-5-2 5.0 2 0.035 20
G22375 ZPSOF-5-3 5.0 3 0.035 20
G22073 ZPSOF-5-4 5.0 4 0.035 20
G22448 ZPSOF-5-5 5.0 5 0.035 20
G22075 ZPSOF-5-6 5.0 6 0.035 20
G22076 ZPSOF-5-7 5.0 7 0.035 20
G22077 ZPSOF-5-8 5.0 8 0.035 20
G22449 ZPSOF-5-9 5.0 9 0.035 20
G21827 ZPSOF-5-10 5.0 10 0.035 20
G21828 ZPSOF-5-12 5.0 12 0.035 20
G22450 ZPSOF-5-15 5.0 15 0.035 20
G22184 ZPSOF-7-2 7.0 2 0.035 2.8
G22186 ZPSOF-7-4 7.0 4 0.035 2.8
G22187 ZPSOF-7-6 7.0 6 0.035 2.8
G22451 ZPSOF-7-7 7.0 7 0.035 2.8
G22188 ZPSOF-7-8 7.0 8 0.035 2.8
G22452 ZPSOF-7-9 7.0 9 0.035 2.8
G22065 ZPSOF-7-10 7.0 10 0.035 2.8
G22068 ZPSOF-7-12 7.0 12 0.035 2.8
G22435 ZPSOF-7-15 7.0 15 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Introducer components sold separately.
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Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. - The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.
*if any
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. « Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.
See instructions for use for full product information.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stent Sets (no internal flap)

Used to drain obstructed pancreatic ducts.

This set includes a single-pigtail stent and pushing catheter.

//
[ ] 7 /[ ]
7/
Length cm Length cm
0 e O ) ° e O —
5.0 Fr 7.0 Fr
Minimum
Accessory
Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G21920 ZEPDS-5-2 5.0 2 0.035 2.0
G21923 ZEPDS-5-4 5.0 4 0.035 2.0
G21924 ZEPDS-5-6 5.0 6 0.035 2.0
G21926 ZEPDS-5-8 5.0 8 0.035 2.0
G21689 ZEPDS-5-10 5.0 10 0.035 2.0
G21691 ZEPDS-5-12 5.0 12 0.035 2.0
G22041 ZEPDS-7-4 7.0 4 0.035 2.8
G22042 ZEPDS-7-6 7.0 6 0.035 2.8
G22045 ZEPDS-7-8 7.0 8 0.035 2.8
G21893 ZEPDS-7-10 7.0 10 0.035 2.8
G21895 ZEPDS-7-12 7.0 12 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability. .

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. - A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. - The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. - This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.
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QUICK REFERENCE

Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stents (no internal flap)

Used to drain obstructed pancreatic ducts.

Length cm Length cm Length cm
o e © ] ° ] — [ —— e o e o —
5.0 Fr 7.0 Fr 7.0 Fr

ZPSOS-7-25-NP only (no pigtail)

Minimum

Accessory

Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22453 ZPSOS-5-3 5.0 3 0.035 2.0
G22457 ZPSOS-5-5 5.0 5 0.035 20
G21849 ZPSOS-5-7 5.0 7 0.035 20
G22458 ZPSOS-5-9 5.0 9 0.035 2.0
G21419 ZPSOS-5-12 5.0 12 0.035 20
G21953 ZPSOS-7-4 7.0 4 0.035 2.8
G21955 ZPSOS-7-6 7.0 6 0.035 2.8
G21956 ZPSOS-7-8 7.0 8 0.035 2.8
G21638 ZPSOS-7-10 7.0 10 0.035 2.8
G21642 ZPS0S-7-12 7.0 12 0.035 2.8
G24610 ZPSOS-7-25-NP 7.0 25 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Pushing catheter sold separately.

Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. « Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. - The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. - Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.

*if any

POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.

See instructions for use for full product information.
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Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stents (with radiopaque band, with
internal flap)

Used to drain obstructed pancreatic ducts.

Length cm Length cm Length cm
Q Q
e o e o "‘% e o e o e o e o
4.0 Fr 5.0 Fr 6.0-10.0 Fr

with radiopaque marker with radiopaque marker

Minimum

Accessory

Stent Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G24571 SPSOF-4-2 4.0 2 0.021 2.0
G24575 SPSOF-4-4 4.0 4 0.021 2.0
G24579 SPSOF-4-6 4.0 6 0.021 2.0
G24582 SPSOF-4-8 4.0 8 0.021 2.0
G24569 SPSOF-4-10 4.0 10 0.021 2.0
G50281 SPSOF-4-12 4.0 12 0.021 2.0
G50282 SPSOF-4-15 4.0 15 0.021 2.0
G26839 SPSOF-4-18 4.0 18 0.021 2.0
G22357 SPSOF-5-2 5.0 2 0.035 2.0
G22376 SPSOF-5-2.5 5.0 25 0.035 2.0
G22979 SPSOF-5-3 5.0 3 0.035 2.0
G22358 SPSOF-5-4 5.0 4 0.035 2.0
G22980 SPSOF-5-5 5.0 5 0.035 2.0
G22359 SPSOF-5-6 5.0 6 0.035 2.0
G22360 SPSOF-5-7 5.0 7 0.035 2.0
G22361 SPSOF-5-8 5.0 8 0.035 2.0
G22981 SPSOF-5-9 5.0 9 0.035 2.0
G22362 SPSOF-5-10 5.0 10 0.035 2.0
G27194 SPSOF-5-11 5.0 1 0.035 2.0
G22363 SPSOF-5-12 5.0 12 0.035 2.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately. Continued on page 133
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Biliary/Pancreatic - Plastic Stents

Zimmon® Pancreatic Stents (with radiopaque band, with internal flap) Continued from page 132
Minimum
Accessory
Stent Wire Guide Channel
Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G22978 SPSOF-5-15 5.0 15 0.035 20
G22364 SPSOF-6-2 6.0 2 0.035 2.8
G22377 SPSOF-6-2.5 6.0 25 0.035 2.8
G22365 SPSOF-6-4 6.0 4 0.035 2.8
G22366 SPSOF-6-6 6.0 6 0.035 2.8
G22367 SPSOF-6-8 6.0 8 0.035 2.8
G22368 SPSOF-6-10 6.0 10 0.035 2.8
G22369 SPSOF-6-12 6.0 12 0.035 2.8
G24584 SPSOF-6-15 6.0 15 0.035 2.8
G22350 SPSOF-7-2 7.0 2 0.035 2.8
G22378 SPSOF-7-2.5 7.0 25 0.035 2.8
G22454 SPSOF-7-3 7.0 3 0.035 2.8
G22351 SPSOF-7-4 7.0 4 0.035 2.8
G22455 SPSOF-7-5 7.0 5 0.035 2.8
G22352 SPSOF-7-6 7.0 6 0.035 2.8
G22353 SPSOF-7-7 7.0 7 0.035 2.8
G22354 SPSOF-7-8 7.0 8 0.035 2.8
G22456 SPSOF-7-9 7.0 9 0.035 2.8
G22355 SPSOF-7-10 7.0 10 0.035 2.8
G27195 SPSOF-7-11 7.0 1 0.035 2.8
G22356 SPSOF-7-12 7.0 12 0.035 2.8
G22983 SPSOF-7-15 7.0 15 0.035 2.8
G24586 SPSOF-7-18 7.0 18 0.035 2.8
G24590 SPSOF-8.5-7 8.5 7 0.035 3.2
G24593 SPSOF-8.5-10 8.5 10 0.035 3.2
G24594 SPSOF-8.5-12 8.5 12 0.035 3.2
G22975 SPSOF-10-3 10.0 3 0.035 3.7
G22976 SPSOF-10-4 10.0 4 0.035 3.7
G24589 SPSOF-10-5 10.0 5 0.035 3.7
G22977 SPSOF-10-6 10.0 6 0.035 3.7
G24591 SPSOF-10-7 10.0 7 0.035 3.7
G24707 SPSOF-10-8 10.0 8 0.035 3.7
G22982 SPSOF-10-10 10.0 10 0.035 3.7
G24592 SPSOF-10-12 10.0 12 0.035 3.7
G24585 SPSOF-10-15 10.0 15 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

See page 89 for introducer components, sold separately.
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Pancreatic Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.

CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. - Inability to pass the wire guide or stent through the obstructed area.

WARNINGS: MRI compatibility of pancreatic stents has not been established.

PRECAUTIONS: Refer to package label for minimum channel size required for this device. « A complete
diagnostic evaluation must be performed, prior to use, to determine proper stent size. « The positioning
sleeve* or the pigtail straightener* is not intended for use in the accessory channel of the endoscope. « Care
must be exercised when straightening the pigtail curls* in order to avoid kinking or breaking the stent.
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Biliary/Pancreatic - Plastic Stents

«The tapered tip end of the stent* must be positioned in the pancreatic duct while the other end remains
in the duodenum. « This device should not be left indwelling for more than three months or as directed by a
physician. Periodic evaluation is recommended. - Select the Cook stent introducer system (if not included)
in the appropriate French size.
*if any
POTENTIAL COMPLICATIONS: Those associated with ERCP include, but are not limited to: pancreatitis,
cholangitis, aspiration, perforation, hemorrhage, infection, sepsis, allergic reaction to contrast or
medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest. - Those associated
with pancreatic stent placement include, but are not limited to: trauma to the pancreatic tract or
duodenum, obstruction of the common bile duct, stent migration.
See instructions for use for full product information.

AB_IFU0055_REV1
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Biliary/Pancreatic - Plastic Stents

Johlin™ Pancreatic Wedge Stent

Used to drain obstructed pancreatic ducts.

Includes Wedge Stent Introducer, designed specifically for the
Johlin stent.

/
[ 7
/
/
[ .
/ Length cm
Length cm
‘ \
[ — J—
8.5 Fr 10.0 Fr
Minimum
Pushing Guiding Accessory
Stent Catheter Catheter Wire Guide Channel

Order Reference Stent Length Length Length Diameter Diameter
Number Part Number Fr cm cm cm inch mm
G25694 JPWS-8.5-8 8.5 8 170 200 0.035 3.2
G25695 JPWS-8.5-10 8.5 10 170 200 0.035 3.2
G25693 JPWS-8.5-12 8.5 12 170 200 0.035 3.2
G25691 JPWS-8.5-14 8.5 14 170 200 0.035 3.2
G25690 JPWS-8.5-16 8.5 16 170 200 0.035 3.2
G26830 JPWS-8.5-18 8.5 18 170 200 0.035 3.2
G26831 JPWS-8.5-20 8.5 20 170 200 0.035 3.2
G26832 JPWS-8.5-22 8.5 22 170 200 0.035 3.2
G25713 JPWS-10-8 10.0 8 170 200 0.035 3.7
G25714 JPWS-10-10 10.0 10 170 200 0.035 3.7
G25715 JPWS-10-12 10.0 12 170 200 0.035 3.7
G25716 JPWS-10-14 10.0 14 170 200 0.035 3.7
G25717 JPWS-10-16 10.0 16 170 200 0.035 3.7
G26825 JPWS-10-18 10.0 18 170 200 0.035 3.7
G26827 JPWS-10-20 10.0 20 170 200 0.035 3.7
G26828 JPWS-10-22 10.0 22 170 200 0.035 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Johlin™ Pancreatic Wedge Stent and Introducer

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physi
licensed practitioner).

INTENDED USE: This device is used to drain obstructed pancreatic ducts.
CONTRAINDICATIONS: Those specific to ERCP and any procedure to be performed in conjunction with
stent placement. Additional contraindications include, but are not limited to: inability to dilate stricture
« inability to pass wire guide or stent through obstructed area.

an (or properly

WARNINGS: This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may
lead to device failure and/or transmission of disease. If package is opened or damaged when received, do
not use. Visually inspect with particular attention to kinks, bends and breaks. If an abnormality is detected
that would prohibit proper working condition, do not use. Please notify Cook for return authorization.
PRECAUTIONS: Refer to the label for the minimum channel size required for this device. Refer to the label
for the appropriate wire guide size required for this device. A complete diagnostic evaluation must be
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Biliary/Pancreatic - Plastic Stents

performed prior to use to determine proper stent size. This stent must be placed under fluoroscopic
monitoring. This stent must only be placed using introduction system provided with set. This stent should
not be left indwelling for more than three months. Periodic evaluation is recommended. Sphincterotomy is
not necessary for device placement. Dislodgement of a placed stent is possible when attempting
additional procedures. Do not use excessive force to advance device. Do not use this device for any
purpose other than the stated intended use. Store in a dry location, away from temperature extremes. Use
of this device restricted to a trained healthcare professional.

POTENTIAL ADVERSE EVENTS: Those associated with ERCP include, but are not limited to: allergic
reaction to contrast or medication « aspiration « cardiac arrhythmia or arrest « cholangitis - hemorrhage

« hypotension « infection « pancreatitis « perforation - respiratory depression or arrest « sepsis. Those
associated with pancreatic stent placement include, but are not limited to: fever « obstruction of the
biliary/pancreatic duct - obstruction of common bile duct - pain/discomfort - stent migration « stent
occlusion « trauma to the biliary tract or duodenum « trauma to pancreatic duct or duodenum.

See Instructions for Use for full product information.
AB_IFUO098_REV1
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Biliary/Pancreatic - Plastic Stents

Soehendra® Stent Retriever

Used to remove stents from the biliary and pancreatic ducts while
maintaining wire guide placement.

Minimum
Stent Accessory
Retrieved Retriever Wire Guide Channel

Order Reference Stent Length Diameter Diameter
Number Part Number Fr cm inch mm
G21934 SSR-5 5.0 168 0.018 2.8
G21937 SSR-7 7.0 168 0.035 2.8
G21661 SSR-8.5 8.5 168 0.035 3.2
G22205 SSR-10 10.0 168 0.035 4.2
G21535 SSR-11.5 11.5 168 0.035 4.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endoscopic ultrasound -
Endohepatology

EchoTip Insight® Portosystemic Pressure Gradient
Measurement System

USA: ECHO-PPG

Indicated to directly measure pressures in the hepatic and portal
venous vasculatures and is used in conjunction with an ultrasound
endoscope.

EchoTip Insight® Portosystemic Pressure Gradient

5 Outside USA: ECHO-PPG-I

Used to access the venous vasculature related to the portal
circulation and hepatic outflow through the accessory channel
of an ultrasound endoscope to allow for direct pressure

measurement.
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Minimum
Adjustable Connecting Accessory
Needle Tube Pressure Channel
Order Reference Needle Sheath Extension Length Range Diameter
Number Part Number gage Fr cm cm mm Hg mm
G46560 ECHO-PPG 25 5.2 0-8 90 -199 to +999 2.8
G58000 ECHO-PPG-I 25 5.2 0-8 90 -199 to +999 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endoscopic ultrasound - Needles

EchoTip ProCore® Ultrasound Biopsy Needle

Used with an ultrasound endoscope for fine needle biopsy (FNB)
of submucosal lesions, mediastinal masses, lymph nodes, and
intraperitoneal masses within or adjacent to the gastrointestinal
tract.
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Minimum
Accessory
Adjustable Needle Channel
Order Reference Needle Sheath Extension Length Stylet Diameter
Number Part Number gage Fr cm Tip mm
G53585 ECHO-HD-19-C 19 48 08 recessed 28
ball tip
G34785 ECHO-HD-3-20-C 20 7.95 08 recessed 3.7
ball tip
G55736 ECHO-HD-22-C 22 5.2 08 recessed 28
ball tip
G55738 ECHO-HD-25-C 25 5.2 0-8 beveled 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endoscopic ultrasound - Needles

EchoTip Ultra® Endoscopic Ultrasound Needle

Used to sample targeted submucosal gastrointestinal lesions
through the accessory channel of an ultrasound endoscope.
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Minimum
Adjustable Accessory
Needle Channel
Order Reference Needle Sheath Extension Length Stylet Diameter
Number Part Number gage Fr cm Tip mm
G31520 ECHO-19 19 5.2-43 0-8 ball tip 2.8
G31518 ECHO-1-22 22 5.2 0-8 ball tip 2.8
G31521 ECHO-3-22 22 54 0-8 ball tip 2.8
G31519 ECHO-25 25 5.2 0-8 ball tip 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endoscopic ultrasound - Needles

EchoTip Ultra® Fiducial Needle

Used to implant fiducials under endoscopic ultrasound
to radiographically mark soft tissue for future therapeutic
procedures.

T
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Minimum
Accessory
Fiducial Fiducial Number of Channel
Order Reference Needle Length Width Fiducials MR Diameter
Number Part Number gage mm mm per Device Status mm
G03793 ECHO-22-F 22 5 0.43 4 A 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Sheath Fr 5.2, Sheath Length (cm) 142
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Endoscopic ultrasound - Needles

EchoTip Ultra® Celiac Plexus Neurolysis Needle

Used to deliver neurolysing agents to the celiac plexus under
guidance by endoscopic ultrasound.
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Minimum
Adjustable Accessory
Needle Channel

Order Reference Needle Sheath Extension Length Needle Diameter

Number Part Number gage Fr cm Tip mm
cone tip
G49257 ECHO-20-CPN 20 6.0 0-8 with 2.8
side holes

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endoscopic ultrasound - Needles

EchoTip Ultra® HD Ultrasound Access Needle

Used to access or sample submucosal and extramural lesions of
the gastrointestinal tract; to access the intra- or extra-hepatic bile
ducts, pancreatic ducts, cystic duct, and gallbladder; or to deliver
injectable materials into tissues through the accessory channel of
an ultrasound endoscope.
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Minimum
Adjustable Accessory
Needle Channel
Order Reference Needle Sheath Extension Length Stylet Diameter
Number Part Number gage Fr cm Tip mm
G52012 ECHO-HD-19-A 19 5.2-4.3 0-8 beveled 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Hemostasis - Spray

Hemospray® Endoscopic Hemostat

~ Used for hemostasis of nonvariceal gastrointestinal bleeding.

O N
N\ //
H : \ [ . /)
/ emospray 7/
Minimum
Accessory
Catheter Channel Max Insertion
Order Reference Catheter Length Diameter Portion Width
Number Part Number Fr cm mm mm
G56572 HEMO-7 7.2 220 2.8 25
G21049 HEMO-10 9.6 220 3.7 33

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Device handle comes preassembled and each package contains an extra catheter. No additional materials required for usage.
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Hemostasis - Clips

Instinct Plus® Endoscopic Clipping Device

This device is used for endoscopic clip placement within the
gastrointestinal (Gl) tract for the purposes of: 1) endoscopic marking;
2) hemostasis for mucosal and/or submucosal defects less than 3 cm,
bleeding ulcers, arteries less than 2 mm, polyps less than 1.5 cm in
diameter, diverticula in the colon, and prophylactic clipping to reduce
the risk of delayed bleeding post-lesion resection; 3) anchoring

to affix jejunal feeding tubes to the wall of the small bowel; 4) as a
supplemental method for closure of Gl tract luminal perforations
less than 20 mm that can be treated conservatively; and 5) anchoring
to affix fully covered esophageal self-expanding metal stents to the
wall of the esophagus in patients with fistulas, leaks, perforations, or

disunion.
| /[
/7
Minimum
Accessory
Catheter Channel

Order Reference Catheter Length Box MR Diameter
Number Part Number Fr cm Quantity Status mm
G58010 INSC-P-7-230-S 7.0 230 10 & 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
MR conditional up to 3 tesla.

Instinct Plus® Endoscopic Clipping Device

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

INTENDED USE: This device is used for endoscopic clip placement within the gastrointestinal tract for the
purpose of: 1. Endoscopic marking, 2. Hemostasis for - Mucosal/submucosal defects less than 3 cm,

« Bleeding ulcers, - Arteries less than 2 mm, « Polyps less than 1.5 cm in diameter, - Diverticula in the colon,
and « Prophylactic clipping to reduce the risk of delayed bleeding post lesion resection, 3. Anchoring to
affix jejunal feeding tubes to the wall of the small bowel, 4. As a supplementary method for closure of Gl
tract luminal perforations less than 20 mm that can be treated conservatively, 5. Anchoring to affix fully
covered esophageal self-expanding metal stents to the wall of the esophagus in patients with fistulas,
leaks, perforations, or disunion.

CONTRAINDICATIONS: Those specific to primary endoscopic procedure to be performed in gaining access

149

to desired site. Those specific to endoscopic hemostasis include, but are not limited to: uncooperative
patient, coagulopathy, cricopharyngeal or esophageal narrowing or stricture, and tortuous esophagus.
WARNINGS: This device has not been evaluated for anchoring to affix fully covered esophageal self-
expanding metal stents to the wall of the esophagus in patients with esophageal strictures or malignant
obstructions.

POTENTIAL COMPLICATIONS: Those associated with gastrointestinal endoscopy and endoscopic hemo-
stasis include, but are not limited to: perforation, hemorrhage, aspiration, fever, infection, allergic reaction
to medication, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest, hematemesis,
transient dysphagia, aspiration pneumonia, wound dehiscence, minimal acute inflammatory tissue reac-
tion, transitory local irritation, migration of clip into the bile duct, and anatomy disruption.

See Instructions for Use for full product information.

AB_ 191002 REV3

Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Hemostasis - Ligation

6 Shooter® Universal Saeed® Multi-Band Ligator
Used to endoscopically ligate esophageal varices at or above the
gastroesophageal junction or to ligate internal hemorrhoids.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

/L
7/
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Minimum
Endoscope Trigger Accessory
Outer Cord Channel

Order Reference Diameter Length Number Diameter
Number Part Number mm cm of Bands mm
G31915 MBL-U-4 8.6-11.3 122 4 2.8
G31917 MBL-U-6 8.6-11.3 122 6 2.8
G31919 MBL-U-10 8.6-11.3 122 10 2.8
G31918 MBL-U-6-F 8.6-11.3 142 6 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Each kit includes Opti-Vu® barrel with ligation bands and trigger cord, loading catheter, precision control handle, and irrigation adapter.
Note: -F options are for use with Fuji endoscopes.
Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Hemostasis - Ligation

6 Shooter® Saeed® Multi-Band Ligator

Used to endoscopically ligate esophageal varices at or above the
gastroesophageal junction or to ligate internal hemorrhoids.

This device is supplied nonsterile and is disposable. It is intended

for single use only.

Order
Number

G24654

G22613

G22553

G22614

G25424

G25119

G25221

G22692

Reference
Part Number

MBL-6-OV

MBL-4

MBL-6

MBL-10

MBL-6-XS

MBL-6-XL

MBL-6-XL-C

MBL-6-F

Endoscope
Outer
Diameter
mm
9.5-11.5
9.5-13
9.5-13
9.5-11.5
8.6-9.2
11-14
11-14

9.5-13

Trigger
Cord
Length
cm
122
122
122
122
122
122
190

142

Number
of Bands

6

4

10

Minimum
Accessory
Channel
Diameter
mm
2.8
2.8
2.8
2.8
2.8
2.8
2.8

2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Each kit includes barrel with ligation bands and trigger cord, loading catheter, precision control handle, and irrigation adapter.

Note: -F options are for use with Fuji endoscopes. -C options are for use with colonoscopes.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Hemostasis - Ligation

ShortShot® Saeed® Hemorrhoidal Multi-Band Ligator with
TriView® Anoscope

Used to ligate internal hemorrhoids, facilitated by an anoscope,
for use in adult patients only.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

Body Body Body Body
Order Reference Diameter Diameter Length Length Number
Number Part Number inch mm inch cm of Bands
G34063 HMBL-4-TRI 0.6 15 5 12.7 4

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Hemostasis - Needles

AculJect Flex® Injection Needle

Used for the endoscopic injection of legally marketed
sclerotherapy agents and dyes into esophageal or colonic varices.

Minimum
Needle Accessory
Deployment Catheter Channel
Order Reference Needle Length Length Diameter
Number Part Number gage mm cm mm
G57784 AJ-FLEX-25-230-10 25 5 230 2.8
G59858 AJ-FLEX-23-230-10 23 5 230 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Hemostasis - Needles

AculJect® Variable Injection Needle

Used for endoscopic injection into gastrointestinal mucosa.

T l/ l/
7/
Minimum
Accessory
Needle Tip Catheter Channel

Order Reference Needle Extension Catheter Length Diameter
Number Part Number gage mm Fr cm mm
G22525 VIN-23 23 4 6.9 215 2.8
G22526 VIN-25 25 4 6.9 215 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Hemostasis - Needles

Disposable Varices Injector

Used for endoscopic injection into gastrointestinal mucosa.

T l/ l/
7/
Minimum
Needle Tip Accessory
Extension Catheter Channel
Order Reference Needle Length Catheter Length Type of Diameter
Number Part Number gage mm Fr cm Handle mm
622992 LDVI-23-MH 23 4 6.9 195 Luer slip with 28
metal hub
622994 LDVI-25-MH 25 4 6.9 195 Luer slip with 238
metal hub
G22722 LDVI-23E 23 4 6.9 315 Luer slip 2.8
G22723 LDVI-25E 25 4 6.9 315 Luer slip 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

Duette® Multi-Band Mucosectomy Device

Used for endoscopic mucosal resection in the upper Gl tract.

' k' k' ) cook ; 7f <>
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Minimum
Endoscope Accessory
Outer Snare Channel

Order Reference Diameter Sheath Size Number of Diameter
Number Part Number mm Fr cm Bands mm
G35129 DT-6-5F 9.5-13 5.0 1.5x25 6 2.8
G34036 DT-6 9.5-13 7.0 1.5x2.5 6 37
G34054 DT-6-XL 11-14 7.0 1.5x2.5 6 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Caution: This product contains natural rubber latex, which may cause allergic reactions.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

AcuSnare® Polypectomy Snare

Used endoscopically in the removal and cauterization of sessile
polyps and pedunculated polyps from within the gastrointestinal
tract.

'/ '/
7/

>

Minimum
Accessory
Sheath Snare Channel

Order Reference Sheath Length Size Snare Box Diameter
Number Part Number Fr cm cm Type Quantity mm
AcuSnare®
G22631 ASM-1-S 6.9 240 1.5x3 mini oval 10 2.8
G22629 AS-1-S 6.9 240 25x5.5 standard oval 10 2.8
G22630 ASJ-1-S 6.9 240 3x6 jumbo oval 10 2.8
G22701 ASMH-1-S 6.9 240 1.5x25 mini hexagonal 10 2.8
G22700 ASH-1-S 6.9 240 3x45 hexagonal 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.

Continued on page 160
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

AcuSnare® Polypectomy Snare Continued from page 159
Minimum
Accessory
Sheath Snare Channel
Order Reference Sheath Length Size Snare Box Diameter
Number Part Number Fr cm cm Type Quantity mm
Soft AcuSnare®
G22704 SASMM-1-S 6.9 240 1x1.5 micro mini oval 10 2.8
G22633 SASM-1-S 6.9 240 1.5x3 mini oval 10 2.8
G22632 SAS-1-S 6.9 240 25x5.5 standard oval 10 2.8
G22703 SASMH-1-S 6.9 240 1.5x2.5 mini hexagonal 10 2.8
G22702 SASH-1-S 6.9 240 3x4.5 hexagonal 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Order Reference
Number Part Number
G22647 ASDB-15-015-S
G22649 ASDB-25-015-S

QUICK REFERENCE

Esophageal, gastric, and colonic -
Tissue Management & Forceps

AcuSnare® Polypectomy Snare - Duck Bill

Used endoscopically in the removal and cauterization of sessile
polyps and pedunculated polyps from within the gastrointestinal
tract.

Minimum
Accessory
Sheath Snare Channel
Length Size Snare Box Diameter
cm mm Type Quantity mm
240 15 duck bill 10 2.8
240 25 duck bill 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
Active cord (page 216) available separately.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

AculJect Flex® Injection Needle

Used for the endoscopic injection of legally marketed
sclerotherapy agents and dyes into esophageal or colonic varices.
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Minimum
Needle Accessory
Deployment Catheter Channel
Order Reference Needle Length Length Diameter
Number Part Number gage mm cm mm
G57784 AJ-FLEX-25-230-10 25 5 230 2.8
G59858 AJ-FLEX-23-230-10 23 5 230 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

AculJect® Variable Injection Needle

Used for endoscopic injection into gastrointestinal mucosa.

T l/ l/
7/
Minimum
Accessory
Needle Tip Catheter Channel

Order Reference Needle Extension Catheter Length Diameter
Number Part Number gage mm Fr cm mm
G22525 VIN-23 23 4 6.9 215 2.8
G22526 VIN-25 25 4 6.9 215 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

RotoNet™ Rotatable Retrieval Net

Used for the endoscopic retrieval of foreign body, food bolus,
and excised tissue, such as polyps.

Bk B B B B (7] |
Minimum
Accessory
Tip Catheter Channel

Order Reference Diameter Net Size Length Diameter
Number Part Number mm cm cm mm
G57785 RT-NET-2-160-5 1.8 2x45 160 2.0
G57797 RT-NET-3-160-5 25 3x6 160 2.8
G57798 RT-NET-3-230-10 25 3x6 230 2.8
G57799 RT-NET-3-350-5 25 3x6 350 2.8
G57800 RT-NET-4-160-5 3.0 4x8 160 3.2
G57801 RT-NET-4-230-5 3.0 4x8 230 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

AcuTrap™ 4-Chamber Polyp Trap

Used for in-line suction retrieval of polyps during endoscopic
procedures.

[T

I

Order Reference Number of Type of
Number Part Number Chambers Chambers
G57802 AT-PT-4-12 4 Fixed

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

Captura Pro® Biopsy Forceps

Used to obtain endoscopic mucosal tissue biopsies and/or for
foreign body retrieval.

a—_] 3 / /
L 7/
Minimum
Accessory
Cup Shaft Channel

Order Reference Diameter Length Forceps Cup Box Scope Diameter Color
Number Part Number mm cm Type Edge Quantity Type mm Code
Standard Forceps
G47687 BF-2.25-160-20 2.2 160 nonspiked  serrated 20 gastroscope 2.8 green
G47688 BF-2.25-160-40 2.2 160 nonspiked  serrated 40 gastroscope 2.8 green
G47689 BF-2.25-160SP-20 2.2 160 spiked serrated 20 gastroscope 2.8 green
G47686 BF-2.25-160SP-40 2.2 160 spiked serrated 40 gastroscope 238 green
G47690 BF-2.25-230-20 2.2 230 nonspiked  serrated 20 colonoscope 2.8 red
G47691 BF-2.25-230-40 2.2 230 nonspiked  serrated 40 colonoscope 2.8 red
G47692 BF-2.25-230SP-20 2.2 230 spiked serrated 20 colonoscope 2.8 red
G47693 BF-2.25-230SP-40 2.2 230 spiked serrated 40 colonoscope 2.8 red
Large Forceps
G47694 BF-2.4SL-160-20 24 160 nonspiked  serrated 20 gastroscope 2.8 green
G47695 BF-2.4SL-160-40 24 160 nonspiked  serrated 40 gastroscope 2.8 green
G47696 BF-2.4SL-160SP-20 24 160 spiked serrated 20 gastroscope 2.8 green
G47697 BF-2.4SL-160SP-40 24 160 spiked serrated 40 gastroscope 238 green
G47698 BF-2.4SL-230-20 24 230 nonspiked  serrated 20 colonoscope 2.8 red

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

All forceps are fenestrated.
Continued on page 167
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

Captura Pro® Biopsy Forceps Continued from page 166
Minimum
Accessory
Cup Shaft Channel
Order Reference Diameter Length Forceps Cup Box Scope Diameter Color
Number Part Number mm cm Type Edge Quantity Type mm Code

Large Forceps, continued

G47699 BF-2.4SL-230-40 2.4 230 nonspiked  serrated 40 colonoscope 2.8 red
G50696 BF-2.4SL-230SP-20 2.4 230 spiked serrated 20 colonoscope 2.8 red
G50697 BF-2.4SL-230SP-40 2.4 230 spiked serrated 40 colonoscope 2.8 red

Jumbo Forceps

G56992 BF-2.85J-160-20 2.8 160 nonspiked  serrated 20 gastroscope 3.2 green
G56993 BF-2.85J-160-40 2.8 160 nonspiked  serrated 40 gastroscope 3.2 green
G56994 BF-2.85J-160SP-20 2.8 160 spiked serrated 20 gastroscope 3.2 green
G56995 BF-2.85J-160SP-40 2.8 160 spiked serrated 40 gastroscope 32 green
G56996 BF-2.85J-230-20 2.8 230 nonspiked  serrated 20 colonoscope 32 red
G56997 BF-2.85J-230-40 2.8 230 nonspiked  serrated 40 colonoscope 3.2 red
G56998 BF-2.85J-230SP-20 2.8 230 spiked serrated 20 colonoscope 3.2 red
G56999 BF-2.85J-230SP-40 2.8 230 spiked serrated 40 colonoscope 3.2 red

Max Forceps

G57000 BF-3.3SM-230-20 33 230 nonspiked  serrated 20 colonoscope 3.8 red
G57001 BF-3.3SM-230-40 33 230 nonspiked  serrated 40 colonoscope 3.8 red
G57002 BF-3.3SM-230SP-20 33 230 spiked serrated 20 colonoscope 3.8 red
G57003 BF-3.3SM-230SP-40 33 230 spiked serrated 40 colonoscope 3.8 red

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

All forceps are fenestrated.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

Captura® Mini Biopsy Forceps

Used to obtain endoscopic mucosal tissue biopsies and/or for
foreign body retrieval.

| . /[
7/
Minimum
Accessory
Cup Shaft Channel
Order Reference Diameter Length Forceps Cup Box Scope Diameter Color
Number Part Number mm cm Type Edge Quantity Type mm Code
G53006 DBF-1.8-160-S 1.8 160 nonspiked  surgical 10 gastroscope 2.0 green

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

All forceps are fenestrated.
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Esophageal, gastric, and colonic -

Tissue Management & Forceps

Captura® Disposable Hot Biopsy Forceps

Used endoscopically in conjunction with monopolar electrosurgical
current to obtain gastrointestinal mucosal tissue biopsies and for
removal of sessile polyps.

Order Reference
Number Part Number
G31583 HDBF-2.4-230-S
G56135 HDBF-2.4SN-230-S

24

24

Minimum
Accessory
Cup Shaft Channel
Diameter Length Forceps Cup Box Scope Diameter Color
mm cm Type Edge Quantity Type mm Code
230 nonspiked  surgical 5 colonoscope 2.8 red
230 nonspiked  serrated 5 colonoscope 2.8 red

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Active cord (page 216) sold separately.
All forceps are fenestrated.
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Esophageal, gastric, and colonic -
Tissue Management & Forceps

Caesar® Grasping Forceps

Used for foreign body retrieval.

1/ 1/
7/ .
Minimum
Accessory
Shaft Channel

Order Reference Sheath Length Forceps Scope Diameter Color
Number Part Number Fr cm Type Type mm Code
G25080 CGF-1-240 55 240 3 prong colonoscope 2.0 red

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -

Snares
AcuSnare® Polypectomy Snare
Used endoscopically in the removal and cauterization of
sessile polyps and pedunculated polyps from within the
gastrointestinal tract.
>> /[ .
7/
Minimum
Accessory
Sheath Snare Channel
Order Reference Sheath Length Size Snare Box Diameter
Number Part Number Fr cm cm Type Quantity mm
AcuSnare®
G22631 ASM-1-S 6.9 240 1.5x3 mini oval 10 2.8
G22629 AS-1-S 6.9 240 25x5.5 standard oval 10 2.8
G22630 ASJ-1-S 6.9 240 3x6 jumbo oval 10 2.8
G22701 ASMH-1-S 6.9 240 1.5x25 mini hexagonal 10 2.8
G22700 ASH-1-S 6.9 240 3x45 hexagonal 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.

Continued on page 172
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Esophageal, gastric, and colonic -

Snares
AcuSnare® Polypectomy Snare Continued from page 171
Minimum
Accessory
Sheath Snare Channel
Order Reference Sheath Length Size Snare Box Diameter
Number Part Number Fr cm cm Type Quantity mm
Soft AcuSnare®
G22704 SASMM-1-S 6.9 240 1x1.5 micro mini oval 10 2.8
G22633 SASM-1-S 6.9 240 1.5x3 mini oval 10 2.8
G22632 SAS-1-S 6.9 240 25x5.5 standard oval 10 2.8
G22703 SASMH-1-S 6.9 240 1.5x25 mini hexagonal 10 2.8
G22702 SASH-1-S 6.9 240 3x45 hexagonal 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Active cord (page 216) available separately.
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Order Reference
Number Part Number
G22647 ASDB-15-015-S
G22649 ASDB-25-015-S

QUICK REFERENCE

Esophageal, gastric, and colonic -
Snares

AcuSnare® Polypectomy Snare - Duck Bill

Used endoscopically in the removal and cauterization of sessile
polyps and pedunculated polyps from within the gastrointestinal
tract.

Minimum
Accessory
Sheath Snare Channel
Length Size Snare Box Diameter
cm mm Type Quantity mm
240 15 duck bill 10 2.8
240 25 duck bill 10 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
Active cord (page 216) available separately.
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Esophageal, gastric, and colonic -
Dilation

Hercules® 3 Stage Balloon

Used to endoscopically dilate strictures of the esophagus.

81-6'9L-G1-agH

Minimum
Accessory
Catheter Balloon Balloon Channel

Order Reference Catheter Length Diameter  Balloon Length Pressure  Pressure  Diameter
Number Part Number Fr cm mm Fr cm atm psi mm
G31928 HBD-8-9-10 7.0 180 8-9-10 24-27-30 8 4-6-8 60-90-120 2.8
G31925 HBD-10-11-12 7.0 180 10-11-12  30-33-36 8 2-4-6 30-60-90 2.8
G31926 HBD-12-13.5-15 7.0 180 12-13.5-15 36-40.5-45 8 2-4-6 30-60-90 2.8
G48732 HBD-15-16.5-18 7.0 180 15-16.5-18 45-49.5-54 8 2-4-6 30-60-90 2.8
G31927 HBD-18-19-20 7.0 180 18-19-20  54-57-60 8 2-4-6 30-60-90 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Dilation

Hercules® 3 Stage Wire Guided Balloon

Used to endoscopically dilate strictures of the gastrointestinal
/ tract including the esophagus, pylorus, duodenum, and colon.
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Minimum
Accessory
Catheter Balloon Balloon Channel
Order Reference Catheter Length Diameter  Balloon Length Pressure Pressure  Diameter
Number Part Number Fr cm mm Fr cm atm psi mm
G51799 HBD-W-8-9-10 8.0 240 8-9-10 24-27-30 5.5 4-6-8 60-90-120 2.8
G51795 HBD-W-10-11-12 8.0 240 10-11-12  30-33-36 5.5 2-4-6 30-60-90 2.8
G51796 HBD-W-12-13.5-15 8.0 240 12-13.5-15 36-40.5-45 5.5 2-4-6 30-60-90 2.8
G51797 HBD-W-15-16.5-18 8.0 240 15-16.5-18 45-49.5-54 5.5 2-4-6 30-60-90 2.8
G51798 HBD-W-18-19-20 8.0 240 18-19-20  54-57-60 5.5 2-4-6 30-60-90 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Wire guide length 300 cm and diameter 0.035 inch.
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Esophageal, gastric, and colonic -
Dilation

Quantum TTC® Balloon Dilator
Used to dilate strictures of the gastrointestinal tract, including
strictures of the esophagus, pylorus, duodenum, and colon.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

'/ '/

! — / 7/ .
Minimum
Accessory
Catheter Balloon Balloon Channel
Order Reference Catheter Length Diameter  Balloon Length Pressure  Pressure  Diameter
Number Part Number Fr cm mm Fr cm atm psi mm
Quantum TTC® Esophageal Balloon Dilator
G22307 QD-6X8 6.0 195 6 18 8 8 120 2.8
G22308 QD-8X8 6.0 195 8 24 8 8 120 2.8
G22309 QD-10X8 6.0 195 10 30 8 6 90 2.8
G22310 QD-12X8 6.0 195 12 36 8 6 90 2.8
G22311 QD-14X8 6.0 195 14 42 8 4 60 2.8
G22312 QD-16X8 6.0 195 16 48 8 4 60 2.8
G22313 QD-18X8 6.0 195 18 54 8 35 50 2.8
G31511 QD-20X8 6.0 195 20 60 8 6 920 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Continued on page 177
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Esophageal, gastric, and colonic -

Dilation
Quantum TTC® Balloon Dilator Continued from page 176
Minimum
Accessory
Catheter Balloon Balloon Channel

Order Reference Catheter Length Diameter Balloon Length Pressure Pressure  Diameter
Number Part Number Fr cm mm Fr cm atm psi mm
Quantum TTC® Colonic Balloon Dilator
G22539 QDC-6X5.5 6.0 240 6 18 5.5 8 120 2.8
G22540 QDC-8X5.5 6.0 240 8 24 5.5 8 120 2.8
G22541 QDC-10X5.5 6.0 240 10 30 5.5 6 90 2.8
G22542 QDC-12X5.5 6.0 240 12 36 5.5 6 920 2.8
G22543 QDC-14X5.5 6.0 240 14 42 5.5 4 60 2.8
G22544 QDC-16X5.5 6.0 240 16 48 5.5 4 60 2.8
G22545 QDC-18X5.5 6.0 240 18 54 5.5 3.5 50 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Order
Number

G25636

G25628

G25629

G25630

G25631

G25632

G25633

G25637

Reference
Part Number

ECL-6X5.5

ECL-8X5.5

ECL-10X5.5
ECL-12X5.5
ECL-14X5.5
ECL-16X5.5
ECL-18X5.5

ECL-20X5.5

Catheter

Fr

6.0

6.0

6.0

6.0

6.0

6.0

6.0

6.0

Esophageal, gastric, and colonic -

Eclipse™ TTC Wire Guided Balloon Dilator

Dilation

Used to dilate strictures of the gastrointestinal tract, including
strictures of the esophagus, pylorus, duodenum, and colon.

This device is supplied nonsterile and is disposable. It is intended

for single use only.

Catheter
Length

am

240

240

240

240

240

240

240

240
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Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
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Minimum
Accessory
Balloon Balloon Channel
Diameter Balloon Length Pressure Pressure  Diameter
mm Fr cm atm psi mm
6 18 55 8 120 2.8
8 24 55 8 120 238
10 30 55 6 920 238
12 36 55 6 90 238
14 42 55 4 60 2.8
16 48 55 4 60 238
18 54 55 35 50 2.8
20 60 55 35 50 37

Cook Medical
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Cook Sphere® Inflation Device

after dilation.

Fluid Maximum Maximum
Order Reference Capacity Pressure Pressure
Number Part Number mL atm psi
G34903 CID-60-15 60 15 220

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.

Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Esophageal, gastric, and colonic -

Dilation

Used to inflate the balloon with fluid, to monitor the pressure
in the balloon during the procedure, and to deflate the balloon
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Esophageal, gastric, and colonic -
Dilation

Quantum™ Inflation Device
Used to inflate, deflate, and monitor pressure of the Cook line of
balloon dilators during Gl balloon dilation.

This device is supplied nonsterile and is disposable. It is intended
for single use only.
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Maximum Maximum
Order Reference Pressure Pressure
Number Part Number atm psi
G22349 QID-1 13.0 200

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

To be used with Quantum TTC® (page 176 and 177), Eclipse™ balloon dilator (page 178), Hercules® 3 Stage Balloon (page 174)
and Hercules 3 Stage Wire Guided Balloon (page 175).

180 Cook Medical



TABLE OF CONTENTS QUICK REFERENCE

Esophageal, gastric, and colonic -
Dilation

Dilation Syringe

Used to inflate, deflate, and monitor pressure of the Cook line of
balloon dilators during Gl balloon dilation.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

/
©
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Syringe Maximum Maximum
Order Reference Capacity Pressure Pressure Box
Number Part Number mL atm psi Quantity
G27112 DS-60CC-S 50 13 200 5

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

For use with compatible reusable inflation handles. 3-way stopcock included.
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Esophageal, gastric, and colonic -
Dilation

Savary Cleaning Brush

Used to clean the lumen of Savary-Gilliard® dilators.

This device is supplied nonsterile and is disposable. It is intended
for single use only.

Brush Brush
Order Reference Diameter Length
Number Part Number mm cm
G22678 SCB-1-S 3 113

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Savary-Gilliard is a registered trademark of succession de Rene Louis Gilliard, composee de Jeannine Gilliard, Claude Gilliard, et Denis Gilliard estate.
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Esophageal, gastric, and colonic -
Dilation

Savary-Gilliard® Dilator
Used over a pre-positioned Savary-Gilliard wire guide for dilation
of esophageal strictures.

This device is supplied nonsterile and is reusable if the device
integrity is intact.

7/ N J
Dilator Dilator
Order Reference Dilator Diameter Length
Number Part Number Fr mm cm
G22147 SGD-5-70 15 5 70
G21830 SGD-6-70 18 6 70
G21551 SGD-7-70 21 7 70
G22069 SGD-8-70 24 8 70
G21752 SGD-9-70 27 9 70
G22146 SGD-10-70 30 10 70
G21829 SGD-11-70 33 1 70
G21549 SGD-12-70 36 12 70
G21632 SGD-12.8-70 38 12.8 70
G21750 SGD-14-70 42 14 70
G21470 SGD-15-70 45 15 70
G21968 SGD-16-70 48 16 70
G21690 SGD-17-70 51 17 70
G21383 SGD-18-70 54 18 70
G21894 SGD-19-70 57 19 70
G21607 SGD-20-70 60 20 70

Dilator Carrying Case (Accommodates 10 Dilators)
G21424 SGDC-1 — — —
Dilator Washer (Reusable if device integrity is intact)

G21653 SGDW-1 — — —

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Savary-Gilliard is a registered trademark of succession de Rene Louis Gilliard, composee de Jeannine Gilliard, Claude Gilliard, et Denis Gilliard estate.

183 Cook Medical



TABLE OF CONTENTS

QUICK REFERENCE

Esophageal, gastric, and colonic -

Savary-Gilliard® Wire Guide

Dilation

Used to introduce Savary-Gilliard dilators.

This device is supplied nonsterile. It is intended for single

use only.
h / // //
7/ 7/ 7/

Wire Guide Wire
Order Reference Length Guide
Number Part Number cm Tip Material
G57280 SGW-200-SD-D 200 flexible stainless steel
G57281 SGW-250-SD-D 250 flexible stainless steel
G57282 SGW-360-SD-D 360 flexible stainless steel

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Savary-Gilliard is a registered trademark of succession de Rene Louis Gilliard, composee de Jeannine Gilliard, Claude Gilliard, et Denis Gilliard estate.
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Esophageal, gastric, and colonic -
Dilation

Wilson-Cook® Achalasia Balloon

Used to dilate the lower esophageal sphincter in patient with
Achalasia.

This device is supplied nonsterile and is disposable. It is intended
for single use only.
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Working Balloon Balloon Maximum Maximum
Order Reference Catheter Length Diameter Balloon Length Pressure Pressure
Number Part Number Fr cm mm Fr cm atm kPa
G24893 WCAB-30 144 75 30 90 8 3 310
G24945 WCAB-35 144 75 35 105 8 2.7 276

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Decompression

14 Fr Colon Decompression Set

Used for treatment of acute nontoxic megacolon, pseudo-
obstruction (Ogilvie's syndrome), and colonic strictures.

/L
7/
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// [ = [ = [
Drainage Guiding
Drainage Catheter Number of Guiding Catheter Wire Guide  Wire Guide
Order Reference Catheter Length Drainage Catheter Length Diameter Length
Number Part Number Fr cm Sideports Fr cm inch cm
G22181 CDSG-14-175 14.0 175 10 6.0 182 0.035 480

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Decompression

Marcon Colon Decompression Set

Used for treatment of acute nontoxic megacolon, pseudo-
obstruction (Ogilvie's syndrome), and colonic strictures.

/L
7/

= Z
7 [
77
Minimum
Drainage Accessory
Drainage Catheter Number of Wire Guide Wire Guide Channel
Order Reference Catheter Length Drainage Diameter Length Diameter
Number Part Number Fr cm Sideports inch cm mm
G21938 CDSM-7 7.0 350 5 0.035 480 2.8
G21709 CDSM-8.5 8.5 350 5 0.035 480 3.2
G22218 CDSM-10 10.0 350 5 0.035 480 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Esophageal, gastric, and colonic -
Metal Stents

Evolution® Esophageal Controlled-Release Stent -
Partially Covered

Used to maintain patency of malignant esophageal strictures
and/or to seal tracheoesophageal fistulas.

Evolution’

CONTROLLED-RELEASE STENT

Stent Stent

Body Flange
Order Reference Diameter Diameter
Number Part Number mm mm
G48030 EVO-20-25-8-E 20 25
G48031 EVO-20-25-10-E 20 25
G48032 EVO-20-25-12.5-E 20 25
G48033 EVO-20-25-15-E 20 25
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Delivery Delivery
Stent System System Wire Guide
Length Diameter Length MR Diameter
cm mm cm Status inch
8 8 78 & 0.035
10 8 78 & 0.035
125 8 78 & 0.035
15 8 78 & 0.035

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Evolution® Esophageal Stent System - Partially Covered / Fully Covered

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used to maintain patency of malignant esophageal strictures and/or to seal
tracheoesophageal fistulas.

CONTRAINDICATIONS: Those specific to upper Gl endoscopy and any procedure to be performed in con-
junction with stent placement. Additional contraindications include, but are not limited to: total esopha-
geal obstruction - strictures that cannot be dilated to a minimum size as outlined in the precautions section
« placement requiring positioning of stent within 2 cm of the cricopharynx « surgical resection candidates

« hiatal hernia and gastric prolapse in the esophageal area - patients with a perforated esophagus « place-
ment in actively bleeding tumors - benign diseases. Relative contraindications include, but are not limited
to: uncooperative patient - coagulopathy « tracheal compression « recent myocardial infarction « cervical
arthritis with fixed cervical spine - large tumor mass occupying the mediastinum « nonobstructive tumor

« gastric outlet obstruction - necrotic esophageal mucosa - acutely angled stenosis.

WARNINGS: The stent is not intended to be removed and is considered a permanent implant. Attempts
to remove stent after placement may cause damage to esophageal mucosa. This device is designed for
single use only. Attempts to reprocess, resterilize, and/or reuse may lead to device failure and/or transmis-
sion of disease. If package is opened or damaged when received, do not use. Visually inspect product with
particular attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper
working conditions, do not use. Please notify Cook for return authorization. This stent contains nickel,
which may cause an allergic reaction in individuals with nickel sensitivity. Do not introduce the endoscope
into the stent as displacement may occur. After stent placement, alternative methods of treatment such as
chemotherapy and radiation should not be administered as this may increase risk of stent migration due to
tumor shrinkage, stent erosion, and/or mucosal bleeding. The risk of perforation and erosion into adjacent
vascular structures or aortoespohageal and arterioesophageal fistulas may be increased with pre- or post-
operative chemotherapy and radiation, longer implantation times, aberrant anatomy, and/or mediastinal
contamination or inflammation.
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PRECAUTIONS: A complete diagnostic evaluation must be performed prior to use to determine proper
stent size. Part numbers with the prefix EVO-FC are Fully Covered. Stent should be placed using fluoro-
scopic monitoring. Stent should only be placed with the Cook delivery system, which is provided with each
stent. Note: Prior to advancing system, area to be stented should be dilated to: For (18mm x 23mm) stent
—a minimum of 9 mm and a maximum of 11 mm. If area is dilated greater than 11 mm, stent may migrate.
For (20mm x 25mm) stent - a minimum of 10 mm and a maximum of 14 mm. If area is dilated greater
than 14 mm, stent may migrate. This device is intended for palliative treatment only. Alternate methods of
therapy should be investigated prior to placement. Long-term patency of this device has not been estab-
lished. Periodic evaluation is advised. This device shortens upon deployment. With proximal strictures near
the upper esophageal sphincter, deployment should be performed under fluoroscopic visualization as this
may enhance placement accuracy. Do not use this device for any purpose other than stated intended use.
Stent cannot be retrieved after the deployment threshold has been passed. The position of the red marker
on top of the handle in relation to the point-of-no-return position on the handle label indicates when the
threshold has been passed. Use of this device is restricted to a trained healthcare professional.
POTENTIAL ADVERSE EVENTS: Those associated with upper Gl endoscopy include, but are not limited to:
allergic reaction to contrast or medication - aspiration « cardiac arrhythmia or arrest - fever - hemorrhage
« hypotension « infection « perforation « reflux « respiratory depression or arrest - vomiting. Additional ad-
verse events include, but are not limited to: airway compression - allergic reaction to nickel - aortoesopha-
geal fistula and arterioesophageal fistula « chest or retrosternal pain « death (other than due to normal
disease progression) - dysphagia - edema « erosion or perforation of stent into adjacent vascular structures
« esophageal ulceration and erosion « esophagitis « fistula involving trachea, bronchi or pleural space « food
bolus impaction « foreign body sensation or reaction - gas bloat - inadequate stent expansion - intestinal
obstruction secondary to migration - mediastinitis or peritonitis - nausea « pain/discomfort - reocclusion
« sensitivity to metal components « sepsis « stent misplacement and/or migration - tracheal obstruction
« tumor ingrowth or overgrowth « wire entrapment.
See Instructions for Use for full product information.
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Esophageal, gastric, and colonic -
Metal Stents

Evolution® Esophageal Controlled-Release Stent - Fully
Covered (benign indication)

Benign and malignant indication.

Not for sale in the US.

Used to maintain luminal patency of the esophagus in cases
of: obstruction caused by intrinsic or extrinsic malignancies, or
refractory benign strictures, or to seal tracheocesophageal fistulas.
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Stent Stent Delivery Delivery

Body Flange Stent System System Wire Guide
Order Reference Diameter Diameter Length Diameter Length MR Diameter
Number Part Number mm mm cm mm cm Status inch
G55167 EVO-FC-R-18-23-8-E 18 23 8 8 78 & 0.035
G55168 EVO-FC-R-18-23-10-E 18 23 10 8 78 & 0.035
G55169 EVO-FC-R-18-23-12-E 18 23 12 8 78 & 0.035
G55170 EVO-FC-R-20-25-8-E 20 25 8 8 78 AN 0.035
G55171 EVO-FC-R-20-25-10-E 20 25 10 8 78 & 0.035
G55172 EVO-FC-R-20-25-12-E 20 25 12 8 78 & 0.035

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

The safety and effectiveness of leaving this stent in place, or removing the Evolution Esophageal Stent - Fully Covered from a benign lesion beyond 8 weeks has
not been established.
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Esophageal, gastric, and colonic -
Metal Stents

Evolution® Esophageal Controlled-Release Stent -
Fully Covered

Used to maintain patency of malignant esophageal strictures and/
or to seal tracheoesophageal fistulas.
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Stent Stent Delivery Delivery
Body Flange Stent System System Wire Guide
Order Reference Diameter Diameter Length Diameter Length MR Diameter

Number Part Number mm mm cm mm cm inch

G51181 EVO-FC-18-23-8-E 18 23 8 8 78 0.035

G51182 EVO-FC-18-23-10-E 18 23 10 8 78 0.035
G52225 EVO-FC-20-25-8-E 20 25 8 8 78 0.035
G52227 EVO-FC-20-25-10-E 20 25 10 8 78

0.035

0.035

Status
VAN
AN

G51183 EVO-FC-18-23-12-E 18 23 12 8 78 AN 0.035
VAN
AN
AN

G52226 EVO-FC-20-25-12-E 20 25 12 8 78

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

190 Cook Medical



TABLE OF CONTENT

Evolution® Esophageal Stent System - Partially Covered / Fully Covered

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used to maintain patency of malignant esophageal strictures and/or to seal
tracheoesophageal fistulas.

CONTRAINDICATIONS: Those specific to upper Gl endoscopy and any procedure to be performed in con-
junction with stent placement. Additional contraindications include, but are not limited to: total esopha-
geal obstruction - strictures that cannot be dilated to a minimum size as outlined in the precautions section
« placement requiring positioning of stent within 2 cm of the cricopharynx - surgical resection candidates

« hiatal hernia and gastric prolapse in the esophageal area - patients with a perforated esophagus - place-
ment in actively bleeding tumors « benign diseases. Relative contraindications include, but are not limited
to: uncooperative patient - coagulopathy « tracheal compression - recent myocardial infarction « cervical
arthritis with fixed cervical spine « large tumor mass occupying the mediastinum - nonobstructive tumor

- gastric outlet obstruction « necrotic esophageal mucosa - acutely angled stenosis.

WARNINGS: The stent is not intended to be removed and is considered a permanent implant. Attempts
to remove stent after placement may cause damage to esophageal mucosa. This device is designed for
single use only. Attempts to reprocess, resterilize, and/or reuse may lead to device failure and/or transmis-
sion of disease. If package is opened or damaged when received, do not use. Visually inspect product with
particular attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper
working conditions, do not use. Please notify Cook for return authorization. This stent contains nickel,
which may cause an allergic reaction in individuals with nickel sensitivity. Do not introduce the endoscope
into the stent as displacement may occur. After stent placement, alternative methods of treatment such as
chemotherapy and radiation should not be administered as this may increase risk of stent migration due to
tumor shrinkage, stent erosion, and/or mucosal bleeding. The risk of perforation and erosion into adjacent
vascular structures or aortoespohageal and arterioesophageal fistulas may be increased with pre- or post-
operative chemotherapy and radiation, longer implantation times, aberrant anatomy, and/or mediastinal
contamination or inflammation.
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Esophageal, gastric, and colonic -
Metal Stents

PRECAUTIONS: A complete diagnostic evaluation must be performed prior to use to determine proper
stent size. Part numbers with the prefix EVO-FC are Fully Covered. Stent should be placed using fluoro-
scopic monitoring. Stent should only be placed with the Cook delivery system, which is provided with each
stent. Note: Prior to advancing system, area to be stented should be dilated to: For (18mm x 23mm) stent
—a minimum of 9 mm and a maximum of 11 mm. If area is dilated greater than 11 mm, stent may migrate.
For (20mm x 25mm) stent — a minimum of 10 mm and a maximum of 14 mm. If area is dilated greater
than 14 mm, stent may migrate. This device is intended for palliative treatment only. Alternate methods of
therapy should be investigated prior to placement. Long-term patency of this device has not been estab-
lished. Periodic evaluation is advised. This device shortens upon deployment. With proximal strictures near
the upper esophageal sphincter, deployment should be performed under fluoroscopic visualization as this
may enhance placement accuracy. Do not use this device for any purpose other than stated intended use.
Stent cannot be retrieved after the deployment threshold has been passed. The position of the red marker
on top of the handle in relation to the point-of-no-return position on the handle label indicates when the
threshold has been passed. Use of this device is restricted to a trained healthcare professional.
POTENTIAL ADVERSE EVENTS: Those associated with upper Gl endoscopy include, but are not limited to:
allergic reaction to contrast or medication - aspiration - cardiac arrhythmia or arrest - fever - hemorrhage

« hypotension « infection « perforation « reflux « respiratory depression or arrest « vomiting. Additional ad-
verse events include, but are not limited to: airway compression - allergic reaction to nickel - aortoesopha-
geal fistula and arterioesophageal fistula « chest or retrosternal pain « death (other than due to normal
disease progression) - dysphagia - edema « erosion or perforation of stent into adjacent vascular structures
« esophageal ulceration and erosion « esophagitis « fistula involving trachea, bronchi or pleural space - food
bolus impaction « foreign body sensation or reaction - gas bloat - inadequate stent expansion « intestinal
obstruction secondary to migration - mediastinitis or peritonitis - nausea - pain/discomfort - reocclusion

« sensitivity to metal components - sepsis « stent misplacement and/or migration - tracheal obstruction

« tumor ingrowth or overgrowth « wire entrapment.

See Instructions for Use for full product information.
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Esophageal, gastric, and colonic -
Metal Stents

Evolution® Duodenal Controlled-Release Stent -
Uncovered

Used for palliative treatment of duodenal or gastric outlet
obstruction and duodenal strictures caused by malignant

neoplasms.

O

o) ST I /

Evolution =
Minimum
Stent Stent Delivery Wire Accessory
Body Flange Stent Delivery System Guide Channel
Order Reference Diameter  Diameter Length System Length Diameter MR Diameter
Number Part Number mm mm cm Fr cm inch Status mm
G48025 EVO-22-27-6-D 22 27 6 10.0 230 0.035 & 3.7
G48026 EVO-22-27-9-D 22 27 9 10.0 230 0.035 & 3.7
G48027 EVO-22-27-12-D 22 27 12 10.0 230 0.035 & 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Evolution® Duodenal Stent System - Uncovered

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used for palliative treatment of duodenal or gastric outlet obstruction and
duodenal strictures caused by malignant neoplasms.

CONTRAINDICATIONS: Those specific to Gl endoscopy and any procedure to be performed in conjunction
with stent placement. Additional contraindications include, but are not limited to: enteral ischemia « sus-
pected or impending perforation - intra-abdominal abscess/perforation « inability to pass wire guide or
stent through obstructed area - patients for whom endoscopic procedures are contraindicated - coagulo-
pathy/patients with elevated bleeding times - benign disease.

WARNINGS: The stent is not intended to be removed or repositioned after stent placement and is intended
to remain in the body permanently. Attempts to remove or reposition stent after placement may cause da-
mage to surrounding tissue or mucosa. The stent contains nickel, which may cause an allergic reaction in
individuals with nickel sensitivity. This device is designed for single use only. Attempts to reprocess, resteri-
lize, and/or reuse may lead to device failure and/or transmission of disease. If package is opened or damag-
ed when received, do not use. Visually inspect with particular attention to kinks, bends and breaks. If an
abnormality is detected that would prohibit proper working condition, do not use. Please notify Cook for
return authorization. After stent placement, alternative methods of treatment such as chemotherapy and
radiation should not be administered as this may increase risk of stent migration due to tumor shrinkage,
stent erosion, and/or mucosal bleeding.
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PRECAUTIONS: Refer to product package label for the minimum channel size required for this device. A
complete diagnostic evaluation must be performed prior to use to determine proper stent size. If wire
guide or stent cannot advance through obstructed area, do not attempt to place stent. Stent should be
placed using fluoroscopic monitoring with endoscopy. The stent should only be placed with the Cook de-
livery system, which is provided with each stent. This device is intended for palliative treatment only. Alter-
nate methods of therapy should be investigated prior to placement. Long-term patency of this device has
not been established. Periodic evaluation is advised. Stent cannot be retrieved after the deployment thres-
hold has been passed. The position of the red marker on the top of the handle in relation to the point-of-
no-return position on the handle label indicates when threshold has been passed. Do not use this device
for any purpose other than stated intended use. Use of this device is restricted to a trained healthcare pro-
fessional.

POTENTIAL ADVERSE EVENTS: Potential adverse events associated with Gl endoscopy include, but are
not limited to: airway obstruction - allergic reaction to contrast or medication « aspiration « biliary obstruc-
tion « cardiac arrhythmia or arrest « cholangitis « fever « hemorrhage « hypotension « infection « perforation
« reflux - respiratory depression or arrest. Additional adverse events include, but are not limited to: allergic
reaction to nickel - bowel impaction « death (other than due to normal disease progression) « erosion of the
luminal mucosa - foreign body sensation - inadequate expansion - intestinal perforation « nausea/vomiting
« pain/discomfort - pancreatitis - pressure necrosis « septicemia - stent misplacement and/or migration

« stent occlusion « tumor ingrowth or overgrowth « ulcerations.

See Instructions for Use for full product information.
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Esophageal, gastric, and colonic -
Metal Stents

Evolution® Colonic Controlled-Release Stent -
Uncovered

Used for palliative treatment of colonic obstruction or colonic
strictures caused by malignant neoplasms, and to relieve large
bowel obstruction prior to colectomy in patients with malignant
strictures.
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Minimum

Stent Stent Delivery Wire Accessory

Body Flange Stent Delivery System Guide Channel

Order Reference Diameter  Diameter Length System Length Diameter MR Diameter
Number Part Number mm mm Fr cm inch Status mm
G48029 EVO-25-30-6-C 25 30 10.0 230 0.035 37
G48028 EVO-25-30-8-C 25 30 10.0 230 0.035 37
G48038 EVO-25-30-10-C 25 30 10.0 230 0.035 37

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.

Evolution® Colonic Stent System - Uncovered

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

INTENDED USE: This device is used for palliative treatment of colonic obstruction or colonic strictures
caused by malignant neoplasms, and to relieve large bowel obstruction prior to colectomy in patients with
malignant strictures.

CONTRAINDICATIONS: Those specific to Gl endoscopy and any procedure to be performed in conjunction
with stent placement. Additional contraindications include, but are not limited to: enteral ischemia « sus-
pected or impending perforation « intra-abdominal abscess/perforation « inability to pass wire guide or
stent through obstructed area - patients for whom endoscopic procedures are contraindicated « significant
coagulopathy « benign disease.

WARNINGS: The stent is not intended to be removed or repositioned after stent placement and is intended
to remain in the body permanently. Attempts to remove or reposition stent after placement may cause
damage to surrounding tissue or mucosa. This stent contains nickel, which may cause an allergic reaction in
individuals with nickel sensitivity. This device is designed for single use only. Attempts to reprocess, resteril-
ize, and/or reuse may lead to device failure and/or transmission of disease. To minimize pain and tenesmus,
the stent end nearest to the anal canal/anus should be placed 2 cm above the anal canal or 6 cm from the
anus. If package is opened or damaged when received, do not use. Visually inspect with particular atten-
tion to kinks, bends and breaks. If an abnormality is detected that would prohibit proper working condi-
tion, do not use. Please notify Cook for return authorization. After stent placement, alternative methods of
treatment such as chemotherapy and radiation should not be administered as this may increase risk of
stent migration due to tumor shrinkage, stent erosion, and/or mucosal bleeding. The device should be
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used with caution and only after careful consideration in patients with: - Patients with radiation colitis or
proctitis. « Patients with elevated bleeding times, coagulopathies.

PRECAUTIONS: Refer to product package label for the minimum channel size required for this device. A
complete diagnostic evaluation must be performed prior to use to determine proper stent size. If wire
qguide or stent cannot advance through obstructed area, do not attempt to place stent. Stent should be
placed endoscopically with fluoroscopic monitoring. The stent should only be placed with the Cook deliv-
ery system, which is provided with each stent. This device is intended for palliative treatment only. Alter-
nate methods of therapy should be investigated prior to placement. Long-term patency of this device has
not been established. Periodic evaluation is advised. Use of this device is restricted to a trained healthcare
professional. Do not use this device for any purpose other than stated intended use. Stent cannot be re-
trieved after the deployment threshold has been passed. The position of the red marker on the top of the
handle in relation to the point-of-no-return position on the handle label indicates when threshold has been
passed.

POTENTIAL ADVERSE EVENTS: Potential adverse events associated with Gl endoscopy include, but are
not limited to: allergic reaction to contrast or medication « aspiration - cardiac arrhythmia or arrest « fever

« hemorrhage « hypotension « infection « perforation « respiratory depression or arrest. Additional adverse
events include, but are not limited to: allergic reaction to nickel - bowel impaction « constipation « death
(other than due to normal disease progression) « diarrhea « erosion of the luminal mucosa « foreign body
sensation « inadequate stent expansion - intestinal perforation - nausea/vomiting - pain/discomfort « peri-
tonitis « pressure necrosis « septicemia « stent misplacement and/or migration « stent occlusion « symptoms
of tenesmus or urgency/incontinence - tumor ingrowth or overgrowth - ulcerations.

See Instructions for Use for full product information.
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Esophageal, gastric, and colonic -
Spray Catheter

Glo-Tip® Spray Catheter

Used in conjunction with an endoscope to spray the
gastrointestinal mucosa.

/[ -
7/
Minimum
Accessory
Catheter Stylet Channel

Order Reference Catheter Length Length Diameter
Number Part Number Fr cm cm mm
G24892 GT-7-SPRAY 6.9 235 100 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

With radiopaque spray tip.
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Enteral feeding

Nasal Jejunal Feeding Tube (NJFT) 197
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Enteral feeding - NJFT

Nasal Jejunal Feeding Tube (NJFT)

Used to provide short-term enteral access for delivery of nutrition
or medications to the small bowel.

/L
14

Minimum
Feeding Nasal Accessory
Feeding Tube Wire Guide Wire Guide Transfer Tube Channel
Order Reference Tube Length Diameter Length Length Diameter
Number Part Number Fr cm inch cm cm mm
G22300 NJFT-8 8.0 240 0.035 260 50 3.2
G22301 NJFT-10 10.0 240 0.035 260 50 3.7

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Components include: wire guide, NJFT, nasal transfer tube, barbed fitting (feeding adapter).
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Endosurgery
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Endosurgery - Hepatobiliary

Olsen Endoscopic Cholangiography Set
Used for access and diagnostic evaluation of the bile ducts during
percutaneous cholecystectomy procedures.

The setincludes a catheter, introducer sheath needle, and
stopcock.

O . @

Introducer
Catheter Introducer Sheath Needle
Order Reference Catheter Length Sheath Needle Length
Number Part Number Fr cm gage cm
G05926 C-OECS-300 3.0 43 16 12
G05927 C-OECS-400 4.0 43 14 12

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.

Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Cook Endoscopic Cholangiography Set
Used for diagnostic evaluation of the bile ducts during
percutaneous chalecystectomy procedures.

The set includes a radiopaque catheter, needle stylet, and
stopcock.

/L
7/

Catheter Catheter End Stylet
Order Reference Catheter Length Hole Diameter Length
Number Part Number Fr cm inch cm
G08045 C-OECS-400-MIXTER 4.0 50 0.025 52
G09331 C-OECS-500-MIXTER 5.0 50 0.035 52

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Order Reference
Number Part Number
G03298 CDES-550-NATHANSON

QUICK REFERENCE

Endosurgery - Hepatobiliary

Nathanson Transystic Bile Duct Stone Exploration Pack
Used for extraction of bile duct stones via laparoscopic
transcystic approach.

The setincludes a catheter, stone basket extractor, and Tuohy-
Borst Adapter.

Catheter
Catheter Length

Fr

55

Basket
Diameter Basket
cm Configuration
2.0 4 wire, stainless steel

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Strange Bile Duct Stone Exploration Set

Used for cholangiography and bile duct stone retrieval using
fluoroscopy. The device is indicated for adults only.

This setincludes a double-lumen catheter with preloaded inner
catheter, wire guide, NCompass® Nitinol Stone Extractor with
Tuohy-Borst adapter, and an introducer with preloaded needle.

/L

77

/L MT—

Order Reference Catheter
Number Part Number Fr
G09108 C-CSRC-7.5D-40-STRANGE 7.5

7/ L— ‘v:%

/L
7/

—>

Basket

Length Sheath Basket Trocar
cm Fr Configuration gage
115 24 3 wires, tipped 12

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Cystic Duct Introducer Set
Used for placement of choledochoscopes, cholangiography
catheters, and other instruments.

The set includes an introducer sheath, dilator, needle, and wire
guide.

I ) I I L B —
Sheath Accepts
Order Reference Sheath ID Length Introducer Instrumentation
Number Part Number mm cm Fr Fr
G08297 C-CDIS-4.0-15-BERCI 4.0 15 12.0 12.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Roadrunner® Biliary Wire Guide

Used to assist in cannulation for laparoscopic and general
surgical procedures for the dilation of the cystic duct to facilitate
common bile duct exploration.

/[

Wire Guide Wire Guide Taper Floppy
Order Reference Diameter Length Length Tip Length Tip
Number Part Number inch cm cm cm Configuration
G58996 RFSPC-35-145-CDES 0.035 145 11.5 3 angled

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Advance® Biliary Balloon Catheter

Used for laparascopic and general procedures for the dilation of
the cystic duct to facilitate common bile duct exploration.

A —_—
7/

Accepts Wire
Guide Inflated Balloon
Order Reference Catheter Catheter Length Diameter Balloon Diameter Length
Number Part Number Fr cm inch mm cm
G58803 C-PTA5-35-80-6-4.0 5.0 80 0.035 6.0 4.0
G58804 C-PTA5-35-80-8-4.0 5.0 80 0.035 8.0 4.0

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

Multiport Adapter for Cholangiography

Used for saline flush or contrast for cholangiography.

Order Reference
Number Part Number
G13070 C-MPA-200

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Endosurgery - Hepatobiliary

NCompass® Nitinol Stone Extractor

Used for extraction of stones or debris during biliary surgical
procedures.

—
=

Basket Basket
Order Reference Sheath Length Basket Diameter
Number Part Number Fr cm Configuration cm
G36250 C-NTSE-2.4-115-NC3 24 115 3 wires, tipped 15
G36251 C-NTSE-2.4-115-NCT4 24 115 4 wires, tipless 1.5

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

Not to be used with mechanical lithotriptor.
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Endosurgery - Upper Gl Surgery

Dilator Set

Used for dilating puncture sites or catheter tracts for
percutaneous placement of devices for vascular and nonvascular
applications such as in the venous, arterial, biliary, and renal
systems.

i
v

HEN i
Order Reference
Number Part Number Fr
G10397 C-JCDS-100-CHB 8,12,16,20

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Order Reference
Number Part Number
G32631 ZD0-22-30

Miscellaneous - Diverticulum Overtube

Zenker's Diverticulum Overtube

The Zenker's Diverticulum Overtube is intended to actas a
diverticuloscope for the purpose of creating a diverticulotomy
in patients with Zenker’s Diverticulum.

Not for sale in the US.

Length Diameter
cm mm Quantity
30 22 1

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead

time if nonstock), pricing, and/or availability.
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Miscellaneous - Long Length Devices

Classic Cotton® CannulaTome®

Minimum
Accessory
Catheter Wire Guide  Cutting Wire Channel
Order Reference Catheter Tip Length Diameter Length Cutting Wire  Diameter
Number Part Number Fr Shape cm inch mm Type mm
G22732 CCPT-25ME 6.3 taper 300 0.035 25 monofilament 2.8
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Active cord (page 216) available separately.
Zimmon® Needle Knife Papillotome
Minimum
Accessory
Catheter Wire Guide Cutting Wire Channel
Order Reference Catheter Length Diameter Length Diameter
Number Part Number Fr cm inch mm mm
G22717 PTW-1E 5.1 315 0.035 7 238
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Active cord (page 216) available separately.
Tri-Ex® Multiple Size Extraction Balloon
Minimum
Accessory
Catheter Balloon Wire Guide Channel
Order Reference Catheter Length Diameter Diameter Injection Diameter
Number Part Number Fr cm mm inch Port mm
8.5
G50695 TXR-ME 6.6 275 12 0.035 above balloon 3.2
15
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Caution: This product contains natural rubber latex, which may cause allergic reactions.
Soehendra® Biliary Dilation Catheter
Minimum
Accessory
Catheter Taper Wire Guide Channel
Order Reference Catheter Length Length Diameter Diameter
Number Part Number Fr cm cm inch mm
G50800 SBDC-7E 6.9-4.0 278 4.0 0.035 2.8
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Glo-Tip® ERCP Catheter
Minimum
Accessory
Catheter Stylet Wire Guide Channel
Order Reference Catheter Tip Length Length Diameter Diameter
Number Part Number Fr Shape cm cm inch mm
G22719 GT-1-TE 4.5-54 taper 315 220 0.035 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Miscellaneous - Long Length Devices

Tracer Metro® Direct™ Wire Guide

Hydrophilic
Wire Guide Wire Guide Radiopaque Coating
Order Reference Diameter Length Tip Length Length Tip
Number Part Number inch cm cm cm Shape
G50660 METII-35-600E 0.035 600 5 5 straight

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.

May be left in place during sphincterotomy.
Caution: Not for use with metal tip devices.

OASIS One Action Stent Introduction System®

Minimum
Pushing Guiding Accessory
Pushing Catheter Guiding Catheter Wire Guide Channel
Order Reference Catheter Length Catheter Length Diameter Diameter
Number Part Number Fr cm Fr cm inch mm
G25146 OA-8.5E 8.5 293 5.0 318 0.035 3.2
G25147 OA-10E 10.0 295 6.0 320 0.035 3.7
Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
Compatible with ST-2 Soehendra Tannenbaum® (page 106), Cotton-Huibregtse® (page 103-104), and Cotton-Leung® (page 108-110) stents.
With four radiopaque bands 5 cm apart.
Stent Introducer Sets
Minimum
Accessory
Pushing Pushing Guiding Wire Guide Channel
Order Reference Catheter Catheter Length  Catheter Length Diameter Diameter
Number Part Number Fr cm cm inch mm
Pushing Catheter
G22715 PC-5E 5.0 320 - 0.035 3.2
G22716 PC-7E 7.0 320 - 0.035 3.2

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Miscellaneous - Long Length Devices

Disposable Varices Injector

Minimum
Needle Tip Accessory
Extension Catheter Channel
Order Reference Needle Length Catheter Length Type of Diameter
Number Part Number gage mm Fr cm Handle mm
G22722 LDVI-23E 23 4 6.9 315 Luer slip 2.8
G22723 LDVI-25E 25 4 6.9 315 Luer slip 2.8

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Miscellaneous - Active Cord

Universal Active Cord

These devices are used to connect Cook monopolar
electrosurgical accessories to compatible electrosurgical
generators.

This device is supplied nonsterile and is reusable if the device
integrity is intact.

'Illllllllllllllllll | 7/

=
|

Order Reference Compatible
Number Part Number Electrocautery Units
G21485 ACU-1 Type BF or CF Generator
G22092 ACU-1-VL Type BF or CF Generator

Some products or part numbers may not be available in all markets. Please see product risk information in device IFU at cookmedical.com.
Contact your local Cook representative or Customer Support & Distribution for details regarding: stock or nonstock status (expect longer lead
time if nonstock), pricing, and/or availability.
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Please refer to the product’s Instructions for Use (IFU) for full
prescribing information, warnings, precautions, contraindications,
and potential adverse events.
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