
OTW HIGHSAIL™

C o r o n a r y  D i l a t a t i o n  C a t h e t e r
Inflated Balloon Crossing Nominal Rated Burst Proximal-Distal List

Stock UPN Diameter Profile Pressure Pressure Shaft Diameters Price
Number Number (mm) (in) (atm) (atm) (F) ($)

8 mm

1005558-08 00802526254185       2.00 .026 10 18 3.2/2.6 740.00

1005559-08 00802526254239       2.25 .026 10 18 3.2/2.6 740.00

1005560-08 00802526254284       2.50 .026 10 18 3.2/2.6 740.00

1005561-08 00802526254345       2.75 .026 10 18 3.2/2.6 740.00

1005562-08 00802526254406       3.00 .026 10 18 3.2/2.6 740.00

1005563-08 00802526254475 3.25 .026 10 18 3.2/2.7 740.00

1005564-08 00802526254536       3.50 .026 10 18 3.2/2.7 740.00

1005565-08 00802526254604       3.75 .026 10 18 3.2/2.8 740.00

1005566-08 00802526254666       4.00 .026 10 18 3.2/2.8 740.00

13 mm

1005558-13 00802526254192       2.00 .026 10 18 3.2/2.6 740.00

1005559-13 00802526254246       2.25 .026 10 18 3.2/2.6 740.00

1005560-13 00802526254291       2.50 .026 10 18 3.2/2.6 740.00

1005561-13 00802526254352       2.75 .026 10 18 3.2/2.6 740.00

1005562-13 00802526254413       3.00 .026 10 18 3.2/2.6 740.00

1005563-13 00802526254482       3.25 .026 10 18 3.2/2.7 740.00

1005564-13 00802526254543       3.50 .026 10 18 3.2/2.7 740.00

1005565-13 00802526254611       3.75 .026 10 18 3.2/2.8 740.00

1005566-13 00802526254673       4.00 .026 10 18 3.2/2.8 740.00

1005567-13 00802526254734       4.50 .026 10 18 3.2/2.8 740.00

1005568-13 00802526254772       5.00 .026 10 18 3.2/2.8 740.00

15 mm

1005560-15 00802526254307       2.50 .026 10 18 3.2/2.6 740.00

1005561-15 00802526254369       2.75 .026 10 18 3.2/2.6 740.00

1005562-15 00802526254420       3.00 .026 10 18 3.2/2.6 740.00

1005563-15 00802526254499       3.25 .026 10 18 3.2/2.7 740.00

1005564-15 00802526254550       3.50 .026 10 18 3.2/2.7 740.00

1005565-15 00802526254628       3.75 .026 10 18 3.2/2.8 740.00

1005566-15 00802526254680       4.00 .026 10 18 3.2/2.8 740.00

18 mm

1005556-18 00802526254178       1.50 .026 10 18 3.2/2.6 740.00

1005558-18 00802526254208       2.00 .026 10 18 3.2/2.6 740.00

1005559-18 00802526254253       2.25 .026 10 18 3.2/2.6 740.00

1005560-18 00802526254314       2.50 .026 10 18 3.2/2.6 740.00

1005561-18 00802526254376       2.75 .026 10 18 3.2/2.6 740.00

1005562-18 00802526254437       3.00 .026 10 18 3.2/2.6 740.00

1005563-18 00802526254505       3.25 .026 10 18 3.2/2.7 740.00

1005564-18 00802526254567       3.50 .026 10 18 3.2/2.7 740.00

1005565-18 00802526254635       3.75 .026 10 18 3.2/2.8 740.00

1005566-18 00802526254697       4.00 .026 10 18 3.2/2.8 740.00

1005567-18 00802526254741       4.50 .026 10 18 3.2/2.8 740.00

1005568-18 00802526254789       5.00 .026 10 18 3.2/2.8 740.00

C U S T O M E R  S E R V I C E  8 0 0  2 2 7 - 9 9 0 2

C
O

R
O

N
A

R
Y

 
D

I
L

A
T

A
T

I
O

N
 

C
A

T
H

E
T

E
R

S

PLATEAU™ Balloon Material with
Hydrocoat hydrophilic coating

LoFold™ Balloon
Technology

Short Tapers Dual Swaged Markers

ElastiCore™
Technology

Soft Tip
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C U S T O M E R  S E R V I C E  8 0 0  2 2 7 - 9 9 0 2

Inflated Rated Proximal-Distal
Balloon Crossing Nominal Burst Shaft List

Stock UPN Diameter Profile Pressure Pressure Diameters Price
Number Number (mm) (in) (atm) (atm) (F) ($)

23 mm

1005558-23 00802526254215       2.00 .026 10 18 3.2/2.6 740.00

1005559-23 00802526254260       2.25 .026 10 18 3.2/2.6 740.00

1005560-23 00802526254321       2.50 .026 10 18 3.2/2.6 740.00

1005561-23 00802526254383       2.75 .026 10 18 3.2/2.6 740.00

1005562-23 00802526254444       3.00 .026 10 18 3.2/2.7 740.00

1005563-23 00802526254512       3.25 .026 10 18 3.2/2.7 740.00

1005564-23 00802526254574       3.50 .026 10 18 3.2/2.8 740.00

1005565-23 00802526254642       3.75 .026 10 18 3.2/2.8 740.00

1005566-23 00802526254703       4.00 .026 10 18 3.2/2.8 740.00

1005567-23 00802526254758       4.50 .026 10 18 3.2/2.8 740.00

1005568-23 00802526254796       5.00 .026 10 18 3.2/2.8 740.00

28 mm

1005558-28 00802526254222       2.00 .026 10 18 3.2/2.6 740.00

1005559-28 00802526254277       2.25 .026 10 18 3.2/2.6 740.00

1005560-28 00802526254338       2.50 .026 10 18 3.2/2.6 740.00

1005561-28 00802526254390       2.75 .026 10 18 3.2/2.6 740.00

1005562-28 00802526254451       3.00 .026 10 18 3.2/2.7 740.00

1005563-28 00802526254529       3.25 .026 10 18 3.2/2.7 740.00

1005564-28 00802526254581       3.50 .026 10 18 3.2/2.8 740.00

1005565-28 00802526254659       3.75 .026 10 18 3.2/2.8 740.00

1005566-28 00802526254710       4.00 .026 10 18 3.2/2.8 740.00

1005567-28 00802526254765       4.50 .026 10 18 3.2/2.8 740.00

1005568-28 00802526254802       5.00 .026 10 18 3.2/2.8 740.00

33 mm

1005562-33 00802526254468       3.00 .026 10 18 3.2/2.7 740.00

1005564-33 00802526254598       3.50 .026 10 18 3.2/2.8 740.00

1005566-33 00802526254727       4.00 .026 10 18 3.2/2.8 740.00

OTW HIGHSAILTM CORONARY DILATATION CATHETER

INDICATIONS

The HIGHSAIL™ Coronary Dilatation Catheter is indicated for:

a) balloon dilatation of the stenotic portion of a coronary artery or bypass graft stenosis for the purpose of improving 
myocardial perfusion. 

b) dilatation of a coronary artery occlusion for the purpose of restoring coronary flow in patients with ST-segment 
myocardial infarction.

c) balloon dilatation of the ACS MULTI-LINK® Stent, ACS MULTI-LINK DUET‘ Stent, ACS MULTI-LINK TRISTAR™ Stent, 
ACS MULTI-LINK TETRA™ Stent or ACS MULTI-LINK ULTRA™ Stent after implantation. This indication applies to the 
following balloon sizes and stent lengths: 

Balloon Size Stent Length

2.5 – 4.0 mm x 8 mm 8 mm

2.5 – 5.0 mm x 13 mm 13 mm

2.5 – 4.0 mm x 15 mm 15 mm

2.5 – 5.0 mm x 18 mm 18 mm

2.5 – 4.0 mm x 23 mm 23 mm

2.5 – 5.0 mm x 28 mm 28 mm

3.0 – 4.0 mm x 33 mm 33 mm

3.0 – 3.5 mm x 33 mm 35 mm

3.0 – 4.0 mm x 33 mm 38 mm

CONTRAINDICATIONS

The HIGHSAIL™ Coronary Dilatation Catheter is not intended to be used:

• in an unprotected left main coronary artery.
• to treat coronary artery spasm in the absence of a significant stenosis.

WARNINGS

This device is intended for one time use only. DO NOT resterilize and/or reuse it, as this can compromise device 
performance and increase the risk of cross contamination due to inappropriate reprocessing.

PTCA should only be performed at hospitals where emergency coronary artery bypass graft surgery can be quickly 
performed in the event of a potentially injurious or life-threatening complication.

PTCA in patients who are not acceptable candidates for coronary artery bypass graft surgery requires careful 
consideration, including possible hemodynamic support during PTCA, as treatment of this patient population carries 
special risk.

Use only the recommended balloon inflation medium. Never use air or any gaseous medium to inflate the balloon.

Balloon pressure should not exceed the rated burst pressure (RBP). The RBP is based on results of in vitro testing. At
least 99.9% of the balloons (with a 95% confidence) will not burst at or below their RBP. Use of a pressure-monitoring
device is recommended to prevent over pressurization.

To reduce the potential for vessel damage, the inflated diameter of the balloon should approximate the diameter of the
vessel just proximal and distal to the stenosis.

Use the catheter prior to the “Use By” date specified on the package.

When the catheter is exposed to the vascular system, it should be manipulated while under high quality fluoroscopic
observation. Do not advance or retract the catheter unless the balloon is fully deflated under vacuum and no resistance is
felt. If there is resistance, determine the cause before proceeding. Continuing to advance or retract the catheter while
under resistance may result in damage to the vessels and/or damage/separation of the catheter. 

Never apply extreme bending or twisting force to any section of the catheter in order to prevent kinking or 
damage/separation of the shaft.

Treatment of moderately or heavily calcified lesions is considered to be moderate risk, with an expected success rate of
60-85% and increases the risk of acute closure, vessel trauma, balloon burst, balloon entrapment and associated 
complications. If resistance is felt, determine the cause before proceeding. Continuing to advance or retract the catheter
while under resistance may result in damage to the vessels and/or damage/separation of the catheter.

In the event of catheter damage/separation, recovery of any portion should be performed based on physician determination
of individual patient condition and appropriate retrieval protocol.

PRECAUTIONS

This device should be used only by physicians trained in angiography and percutaneous transluminal coronary angioplasty
(PTCA), and/or percutaneous transluminal angioplasty (PTA).

Prior to angioplasty, the dilatation catheter should be examined to verify functionality and ensure that its size is suitable
for the specific procedure for which it is to be used.

During the procedure, appropriate anticoagulant and coronary vasodilator therapy must be provided to the patient as needed.
Anticoagulant therapy should be continued for a period of time to be determined by the physician after the procedure.

If the surface of the HIGHSAIL™ Coronary Dilatation Catheter becomes dry, wetting with heparinized normal saline will
reactivate the coating.

Do not reinsert the HIGHSAIL™ Coronary Dilatation Catheter into the coil dispenser after procedural use.

With 4.5 mm and 5.0 mm balloon dilatation catheters, some increased resistance may be noted upon insertion or 
withdrawal into or out of the guiding catheter. Choosing a larger guiding catheter size may minimize this.

ADVERSE EVENTS

Possible adverse events include, but are not limited to, the following:

• acute myocardial infarction
• arrhythmias, including ventricular fibrillation
• arteriovenous fistula
• coronary artery spasm
• coronary vessel dissection, perforation, rupture or injury
• death
• drug reactions, allergic reaction to contrast medium
• embolism
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RX POWERSAIL® 

C o r o n a r y  D i l a t a t i o n  C a t h e t e r  
Inflated Balloon Crossing Nominal Rated Burst Proximal-Distal List

Stock UPN Diameter Profile Pressure Pressure Shaft Diameters Price
Number Number (mm) (in) (atm) (atm) (F) ($)

8 mm

1005519-08 00802526251399       2.00 .026 10 18 2.6/2.6 740.00

1005520-08 00802526251436       2.25 .026 10 18 2.6/2.6 740.00

1005521-08 00802526253744       2.50 .026 10 18 2.6/2.6 740.00

1005522-08 00802526253799       2.75 .026 10 18 2.6/2.6 740.00

1005523-08 00802526253843       3.00 .026 10 18 2.6/2.6 740.00

1005524-08 00802526253898       3.25 .026 10 18 2.6/2.7 740.00

1005525-08 00802526253942       3.50 .026 10 18 2.6/2.7 740.00

1005526-08 00802526254000 3.75 .026 10 18 2.6/2.8 740.00

1005527-08 00802526254055       4.00 .026 10 18 2.6/2.8 740.00

13 mm

1005519-13 00802526251405       2.00 .026 10 18 2.6/2.6 740.00

1005520-13 00802526251443       2.25 .026 10 18 2.6/2.6 740.00

1005521-13 00802526253751       2.50 .026 10 18 2.6/2.6 740.00

1005522-13 00802526253805       2.75 .026 10 18 2.6/2.6 740.00

1005523-13 00802526253850       3.00 .026 10 18 2.6/2.6 740.00

1005524-13 00802526253904       3.25 .026 10 18 2.6/2.7 740.00

1005525-13 00802526253959       3.50 .026 10 18 2.6/2.7 740.00

1005526-13 00802526254017       3.75 .026 10 18 2.6/2.8 740.00

1005527-13 00802526254062       4.00 .026 10 18 2.6/2.8 740.00

1005528-13 00802526254116       4.50 .026 10 18 2.8/2.8 740.00

1005529-13 00802526254147       5.00 .026 10 18 2.8/2.8 740.00

15 mm

1005521-15 00802526253768       2.50 .026 10 18 2.6/2.6 740.00

1005522-15 00802526253812       2.75 .026 10 18 2.6/2.6 740.00

1005523-15 00802526253867       3.00 .026 10 18 2.6/2.6 740.00

1005524-15 00802526253911       3.25 .026 10 18 2.6/2.7 740.00

1005525-15 00802526253966       3.50 .026 10 18 2.6/2.7 740.00

1005526-15 00802526254024       3.75 .026 10 18 2.6/2.8 740.00

1005527-15 00802526254079       4.00 .026 10 18 2.6/2.8 740.00

18 mm

1005517-18 00802526224065       1.50 .026 10 18 2.6/2.6 740.00

1005519-18 00802526224072 2.00 .026 10 18 2.6/2.6 740.00

1005520-18 00802526224089       2.25 .026 10 18 2.6/2.6 740.00

1005521-18 00802526224096       2.50 .026 10 18 2.6/2.6 740.00

1005522-18 00802526224102       2.75 .026 10 18 2.6/2.6 740.00

1005523-18 00802526224119       3.00 .026 10 18 2.6/2.6 740.00

1005524-18 00802526224133       3.25 .026 10 18 2.6/2.7 740.00

1005525-18 00802526224140       3.50 .026 10 18 2.6/2.7 740.00

1005526-18 00802526224157       3.75 .026 10 18 2.6/2.8 740.00

1005527-18 00802526224164       4.00 .026 10 18 2.6/2.8 740.00

1005528-18 00802526224171       4.50 .026 10 18 2.8/2.8 740.00

1005529-18 00802526224188       5.00 .026 10 18 2.8/2.8 740.00
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LoFold™ balloon technology

PLATEAU™ Balloon material
with Hydrocoat 

hydrophilic coating

Soft Tip

FlexiPush™ 
Support Wire

Dual Swaged Markers
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C U S T O M E R  S E R V I C E  8 0 0  2 2 7 - 9 9 0 2

Inflated Rated Proximal-Distal
Balloon Crossing Nominal Burst Shaft List

Stock UPN Diameter Profile Pressure Pressure Diameters Price
Number Number (mm) (in) (atm) (atm) (F) ($)

23 mm

1005519-23 00802526251412       2.00 .026 10 18 2.6/2.6 740.00

1005520-23 00802526251450       2.25 .026 10 18 2.6/2.6 740.00

1005521-23 00802526253775       2.50 .026 10 18 2.6/2.6 740.00

1005522-23 00802526253829       2.75 .026 10 18 2.6/2.6 740.00

1005523-23 00802526253874       3.00 .026 10 18 2.6/2.7 740.00

1005524-23 00802526253928       3.25 .026 10 18 2.6/2.7 740.00

1005525-23 00802526253973       3.50 .026 10 18 2.6/2.8 740.00

1005526-23 00802526254031       3.75 .026 10 18 2.6/2.8 740.00

1005527-23 00802526254086       4.00 .026 10 18 2.6/2.8 740.00

1005528-23 00802526254123       4.50 .026 10 18 2.8/2.8 740.00

1005529-23 00802526254154       5.00 .026 10 18 2.8/2.8 740.00

28 mm

1005519-28 00802526251429       2.00 .026 10 18 2.6/2.6 740.00

1005520-28 00802526253737       2.25 .026 10 18 2.6/2.6 740.00

1005521-28 00802526253782       2.50 .026 10 18 2.6/2.6 740.00

1005522-28 00802526253836       2.75 .026 10 18 2.6/2.6 740.00

1005523-28 00802526224126       3.00 .026 10 18 2.6/2.7 740.00

1005524-28 00802526253935       3.25 .026 10 18 2.6/2.7 740.00

1005525-28 00802526253980       3.50 .026 10 18 2.6/2.8 740.00

1005526-28 00802526254048       3.75 .026 10 18 2.6/2.8 740.00

1005527-28 00802526254093       4.00 .026 10 18 2.6/2.8 740.00

1005528-28 00802526254130       4.50 .026 10 18 2.8/2.8 740.00

1005529-28 00802526254161       5.00 .026 10 18 2.8/2.8 740.00

33 mm

1005523-33 00802526253881       3.00 .026 10 18 2.6/2.7 740.00

1005525-33 00802526253997       3.50 .026 10 18 2.6/2.8 740.00

1005527-33 00802526254109       4.00 .026 10 18 2.6/2.8 740.00

POWERSAIL® CORONARY DILATATION CATHETER

INDICATIONS

The POWERSAIL® Coronary Dilatation Catheter is indicated for:

a)balloon dilatation of the stenotic portion of a coronary artery or bypass graft stenosis for the purpose of improving    
myocardial perfusion. 

b)balloon dilatation of a coronary artery occlusion for the purpose of restoring coronary flow in patients with ST-segment
elevation myocardial infarction.

c)balloon dilatation of the ACS MULTI-LINK® Stent, ACS MULTI-LINK DUET™ Stent, ACS MULTI-LINK TRISTAR™ Stent,
ACS MULTI-LINK TETRA™ Stent or ACS MULTI-LINK ULTRA™ Stent after implantation. This indication applies to the 
following balloon sizes and stent lengths: 

Balloon Size Stent Length

2.5 – 4.0 mm x 8 mm 8 mm

2.5 – 5.0 mm x 13 mm 13 mm

2.5 – 4.0 mm x 15 mm 15 mm

2.5 – 5.0 mm x 18 mm 18 mm

2.5 – 4.0 mm x 23 mm 23 mm

2.5 – 5.0 mm x 28 mm 28 mm

3.0 – 4.0 mm x 33 mm 33 mm

3.0 – 3.5 mm x 33 mm 35 mm

3.0 – 4.0 mm x 33 mm 38 mm

CONTRAINDICATIONS

The POWERSAIL®  Coronary Dilatation Catheter is not intended to be used:
• in an unprotected left main coronary artery.
• to treat coronary artery spasm in the absence of a significant stenosis.

WARNINGS

This device is intended for one time use only. DO NOT resterilize and/or reuse it, as this can compromise device 
performance and increase the risk of cross contamination due to inappropriate reprocessing.

PTCA should only be performed at hospitals where emergency coronary artery bypass graft surgery can be quickly 
performed in the event of a potentially injurious or life-threatening complication.

PTCA in patients who are not acceptable candidates for coronary artery bypass graft surgery requires careful 
consideration, including possible hemodynamic support during PTCA, as treatment of this patient population carries 
special risk.

Use only the recommended balloon inflation medium. Never use air or any gaseous medium to inflate the balloon.

Balloon pressure should not exceed the rated burst pressure (RBP). The RBP is based on results of in vitro testing. At
least 99.9% of the balloons (with a 95% confidence) will not burst at or below their RBP. Use of a pressure-monitoring
device is recommended to prevent over pressurization.

To reduce the potential for vessel damage, the inflated diameter of the balloon should approximate the diameter of the
vessel just proximal and distal to the stenosis.

Use the catheter prior to the “Use By” date specified on the package.

When the catheter is exposed to the vascular system, it should be manipulated while under high quality fluoroscopic
observation. Do not advance or retract the catheter unless the balloon is fully deflated under vacuum and no resistance is
felt. If there is resistance, determine the cause before proceeding. Continuing to advance or retract the catheter while
under resistance may result in damage to the vessels and/or damage/separation of the catheter. 

Never apply extreme bending or twisting force to any section of the catheter in order to prevent kinking or 
damage/separation of the shaft.

Treatment of moderately or heavily calcified lesions is considered to be moderate risk, with an expected success rate of
60-85% and increases the risk of acute closure, vessel trauma, balloon burst, balloon entrapment and associated
complications. If resistance is felt, determine the cause before proceeding. Continuing to advance or retract the catheter
while under resistance may result in damage to the vessels and/or damage/separation of the catheter.

In the event of catheter damage/separation, recovery of any portion should be performed based on physician 
determination of individual patient condition and appropriate retrieval protocol.

PRECAUTIONS

This device should be used only by physicians trained in angiography and percutaneous transluminal coronary angioplasty
(PTCA), and/or percutaneous transluminal angioplasty (PTA).

Prior to angioplasty, the dilatation catheter should be examined to verify functionality and ensure that its size is suitable
for the specific procedure for which it is to be used.

During the procedure, appropriate anticoagulant and coronary vasodilator therapy must be provided to the patient as needed.
Anticoagulant therapy should be continued for a period of time to be determined by the physician after the procedure.

The design and construction of these catheters do not provide the user with distal pressure monitoring capability. 

If the surface of the POWERSAIL® Coronary Dilatation Catheter becomes dry, wetting with heparinized normal saline will
reactivate the coating.

Do not reinsert the POWERSAIL® Coronary Dilatation Catheter into the coil dispenser after procedural use.

With 4.5 mm and 5.0 mm balloon dilatation catheters, some increased resistance may be noted upon insertion or 
withdrawal into or out of the guiding catheter. Choosing a larger guiding catheter size may minimize this.

ADVERSE EVENTS

Possible adverse events include, but are not limited to, the following:

• acute myocardial infarction
• arrhythmias, including ventricular fibrillation
• arteriovenous fistula
• coronary artery spasm
• coronary vessel dissection, perforation, rupture or injury
• death
• drug reactions, allergic reaction to contrast medium
• embolism
• hemorrhage or hematoma
• hypo/hypertension
• infection
• restenosis of the dilated vessel 
• total occlusion of the coronary artery or bypass graft
• unstable angina
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