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US Only CAUTION: Federal law restricts this device to sale by or on the
order of a physician.

1. DESCRIPTION

The VisiSheath Dilator Sheath is a single lumen sheath used independently
or as a support for an inner sheath to facilitate tissue dilation. One end is
terminated with a 45° angle cut, while the other end is blunt, see Figure
1. Both ends contain a radiopaque marker band to enable fluoroscopic
identification of tip location and orientation. An additional exterior mark
aligned with the tip of the 45° angle cut permits visual identification of
sheath orientation. There are multiple diameter and length options
available, see Table 1.

450 TIP ‘ BLUNT
TIP

LENGTH ‘
Figure 1: VisiSheath Dilator Sheath Tip Configuration

2. INDICATIONS FOR USE

The VisiSheath Dilator Sheath is intended for use in patients requiring
the percutaneous dilation of tissue surrounding cardiac leads, indwelling
catheters and foreign objects. The device is also intended for use in the
introduction and support of intravascular catheters.

3. CONTRAINDICATIONS
None known.

4. WARNINGS

. Dilator sheaths should be used only at institutions with thoracic
surgical capabilities by physicians knowledgeable in the techniques
and devices for lead or catheter removal.

. When using dilator sheaths, do not insert sheaths over more than
one lead or catheter at a time. Severe vessel damage, including
venous wall laceration requiring surgical repair, may occur.

. Do not maintain a stationary position with the VisiSheath tip at the
Superior Vena Cava (SVC)-right atrial (RA) junction as it may result
in damage to this delicate area during subsequent lead extraction
and reinsertion procedures (e.g., manipulating the dilator sheath or
implanting a new lead).

. Weigh the relative risks and benefits of intravascular lead/catheter
dilation procedures especially in cases when:

- the object to be dilated away from adherent tissue is of a
dangerous shape or configuration,

- the likelihood of lead/catheter disintegration may result in
increased risk of fragment embolization,

- vegetations are attached directly to the lead/catheter body.

5. PRECAUTIONS

For single use only. The VisiSheath Dilator Sheath must not be resterilized

and/or reused.

. DO NOT resterilize or reuse this device, as these actions
can compromise device performance or increase the risk
of cross-contamination due to inappropriate reprocessing.
Reuse of this single use device could lead to serious patient injury
or death and voids manufacturer warranties.

. Do not alter the sheath from its original state prior to use.

. When the VisiSheath Dilator Sheath is in the body, it should
be manipulated only under fluoroscopic observation with
radiographic equipment that provides high quality images.

. Prior to the procedure, evaluate the physical dimensions of the
lead, catheter, or inner sheath in relation to the specifications of the
dilator sheath to determine possible incompatibility.

. If selectively removing leads/catheters with the intent to leave one
or more chronic leads/catheters implanted intact, the non-targeted
leads/catheters must be subsequently tested to ensure that they
were not damaged or dislodged during the procedure.

. When advancing dilator sheaths, use proper sheath technique.
Maintain adequate tension and coaxial alignment on the lead/
catheter to minimize the risk of vessel wall damage.
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. If excessive scar tissue or calcification prevents safe advancement
of dilator sheaths, consider an alternate approach.

. Excessive force with dilator sheaths used intravascularly may result
in damage to the vascular system requiring emergency surgical
repair.

. If the lead/catheter breaks, evaluate fragment for retrieval.

. If hypotension develops, rapidly evaluate; treat as appropriate.

. Due to rapidly evolving lead/catheter technology, this device

may not be suitable for dilation of tissue around all types of
leads/catheters. If there are questions or concerns regarding
compatibility of this device with particular leads/catheters, contact
the lead/catheter manufacturer.

. Do not pull on the lead/catheter because it may stretch, distort,
or break, making subsequent removal more difficult. Damage to
a lead may prevent passage of a lead locking device through the
lumen and/or make dilation of scar tissue more difficult.

. If a lead locking device has not been used, be aware that damage to
the lead caused by pulling on it may prevent subsequent passage
of a lead locking device through the lumen and/or make dilation of
scar tissue more difficult.

. If removing a chronic pacing lead, be aware that if it is freed
spontaneously during the extraction procedure, the lead tip
may become trapped in the upper vasculature. Dilator sheaths,
advanced at least to the innominate vein, are often necessary to
extract the lead tip through the scar tissue at the site of venous
entry, and to avoid a venotomy.

. If the dilator sheath fails to progress after initial success, or if
advancing the sheath was difficult, remove the sheath to inspect
the tip. If the tip is distorted or frayed, exchange the damaged
sheath for a new sheath before continuing treatment.

. When advancing a sheath around a bend, keep the point of the
sheath’s beveled tip oriented toward the inside of the bend.

6. ADVERSE EVENTS

Potential Adverse Events

Potential adverse events related to the procedure of intravascular removal
of leads/catheters include (listed generally in order of increasing potential
effect):

. dislodging or damaging non-targeted lead/catheter
. chest wall hematoma

. thrombosis

. arrhythmias

. bacteremia

. hypotension

. pneumothorax

. migrating fragment from lead/catheter

. migration of vegetation from lead/catheter

. pulmonary embolism

. laceration or tearing of vascular structures or the myocardium
. hemopericardium

. cardiac tamponade

. hemothorax

. stroke

. death

7. HOW SUPPLIED

7.1 Sterilization

For single use only. Do not re-sterilize and/or reuse. The VisiSheath Dilator
Sheath is supplied sterile and non-pyrogenic. Sterility is guaranteed only if
the packaged is unopened and undamaged.

7.2 Device / Packaging Care
Store devices in a dry cool place (below 60° C/ 140° F) until use.

7.3 Inspection Prior to Use

Prior to use, visually inspect the sterile package to ensure that seals have
not been broken. The sheath should be examined carefully for defects or
damage. Do not use if it has apparent defects or is damaged.

8. COMPATIBILITY

Use with other devices

The VisiSheath Dilator Sheath may be used as a support sheath for
compatibly sized inner sheaths, including the Spectranetics Laser
Sheath (SLS™II) used for removal of cardiac leads. It may also be used in
conjunction with a Spectranetics Lead Locking Device (LLD®).

Be sure to closely follow the “Instructions for Use” for each device used.

Table 1 provides physical dimensions and specifications for use in
determining VisiSheath compatibility with other devices.
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Table 1: VisiSheath Dilator Sheath Size Compatibility Specifications

Sheath Minimum | Maximum
Model |Length Size Inner Outer SLS™1I
(Ref) (cm) (Diameter) Di - t Di . t Compatibility
(mm/in/F) | (mm/in/F)
501-012 | 43 42/ 5.5/
501-112 | 33 S 0.168/ 0215/ 12F
501-212 23 12.8 16.4
501-014 | 43 5.0/ 65/
501-114 33 M 0.198/ 0.253/ 14F
501-214 23 15.0 19.3
501-016 43 59/ 75/
501-116 33 L 0.236/ 0.293/ 16 F
501-216 23 17.9 224

9. DIRECTIONS FOR USE

9.1 Procedure Setup

. Obtain a thorough patient history, including blood type.
Appropriate blood products should be readily available.

. Determine the manufacturer, model number, physical dimensions,
and implant date of the target lead/catheter. Perform radiographic
evaluation of position, type and condition of target lead/catheter.

. Use a procedure room that has high quality fluoroscopy, pacing
equipment, defibrillator, and thoracotomy and pericardiocentesis
trays.

. Prep and drape the patient’s chest for possible thoracotomy.

. Arrange for immediate surgical back-up.

. Establish back-up pacing as needed.

. Using sterile technique, open the sterile package.

. Make available, and open as needed, any other adjunct devices

such as inner sheaths (laser or non-laser), lead locking devices, or
related accessories.

9.2 Clinical Technique

1. Surgically expose the proximal end of the target lead/catheter(s)
and remove the lead/catheter from its connections (if connected).

2. Remove all suture and tie-down materials.

3. Cut off all proximal fittings, if present, using clippers or other

cutters. It is important to cut the lead/catheter very close to the

connector (but past any crimp joints) leaving as long a portion of

the target catheter/lead(s) to work with as possible. Avoid closing

off the interior lumen (or coil) of the lead/catheter when cutting it.
PRECAUTION: Do not pull on the lead/catheter because it may stretch,
distort, or break, making subsequent removal more difficult. Damage to
a lead may prevent passage of a lead locking device through the lumen
and/or make dilation of scar tissue more difficult.

4. Advance a lead locking device down the lead lumen as distal as
possible and deploy the locking mechanism.
5. Unless the lead/catheter exterior is damaged, degraded or too

thin, tie a suture at the proximal end of the lead/catheter to use
as a traction element (the suture may be attached to the proximal
portion of a lead locking device).

6. For an active fixation lead/catheter, attempt to unscrew the
lead/catheter fixation mechanism via counterclockwise rotation
by rotating the catheter/lead (and lead locking device if used)
counterclockwise.

7. Gently apply traction to the lead/catheter to determine if it is still
engaged in tissue. If the lead is sufficiently free of binding tissue,
gently pull on the lead locking device (if used) and catheter/lead to
remove it.

PRECAUTION: If a lead locking device has not been used, be aware that

damage to the lead caused by pulling on it may prevent subsequent

passage of a lead locking device through the lumen and/or make dilation
of scar tissue more difficult.

PRECAUTION: If removing a chronic pacing lead, be aware that if it is freed

spontaneously during the extraction procedure, the lead tip may become

trapped in the upper vasculature. Dilator sheaths, advanced at least to the
innominate vein, are often necessary to extract the lead tip through the
scar tissue at the site of venous entry, and to avoid a venotomy.

8. If the lead/catheter is not removed from the vessel with gentle
pulling, dilator sheaths (or other retrieval devices) may help
separate the lead/catheter from any tissue encapsulation by
advancing the dilator sheath over the target lead/catheter and any
accompanying lead locking device.

9. A size-compatible inner sheath, including a laser sheath, may be
used with a VisiSheath Dilator Sheath acting as a support sheath.
The VisiSheath Dilator Sheath is loaded over the inner sheath by
inserting the distal end of inner sheath through the proximal end
of the dilator sheath until it appears beyond the proximal end of the
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dilator sheath. The inner sheath and VisiSheath Dilator Sheath may
be advanced in alternating fashion to progressively dilate tissue
along the length of the lead/catheter.

10.  Always maintain adequate tension and coaxial alignment on the
lead/catheter to support the maneuvering of the dilator sheaths
and any accompanying inner sheaths to properly guide them
within the patient anatomy.

With too little tension, the sheaths may damage the vein. Too much
tension may cause a myocardial avulsion. The size of the dilator
sheath should be large enough that the sheath can be advanced
over the lead/catheter without causing the lead/catheter to buckle
or its exterior jacket to distort, but the sheaths should not be overly
loose.

Rotating the sheaths during advancement may facilitate progress
through resistant scar tissue.

Always use fluoroscopic monitoring when manipulating the dilator
sheath within the vascular system. Never use sheaths on more than
one lead/catheter at a time.

PRECAUTION: If the dilator sheath fails to progress after initial success, or

if advancing the sheath was difficult, remove the sheath to inspect the tip.

If the tip is distorted or frayed, exchange the damaged sheath for a new

sheath before continuing treatment.

PRECAUTION: When advancing a sheath around a bend, keep the point

of the sheath’s beveled tip oriented toward the inside of the bend.

11.  For cardiac leads, if the lead has not been freed by the time the
dilator sheath nears the myocardial lead fixation point, position the
sheath end against the myocardium, with any inner sheath retracted
several centimeters into the dilator sheath. Countertraction may
be applied to dilate the remaining tissue at the lead tip. This is
accomplished by holding the dilator sheath about one centimeter
from the myocardium while steadily and gently applying tension to
the lead. Rotation of the sheath may help dilate remaining tissue at
the lead tip.

12. When all binding tissue surrounding the target lead/catheter has
been successfully dilated, the lead/catheter may slide freely out of
the body with applied traction.

10. MANUFACTURER’S LIMITED WARRANTY

Manufacturer warrants that the VisiSheath is free from defects in material
and workmanship when used by the stated “Use By” date and when
package is unopened and undamaged immediately before use.

11. NON-STANDARD SYMBOLS

Working Length I— -I Non-Pyrogenic

Inner Diameter @ Outer Diameter

Sterilized Using Do not use if package
ETERILE EO|

Ethylene Oxide isd ged

Upper Limit of jf 60°C/140°F | Consult Instructions

B E @ QX

Temperature for Use
Single Use ® Keep Dry
Quantity QTY Catalog Number

CAUTION: Federal law restricts this device to sale by or
Rx ONLY
on the order of a physician.
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[Registrant]
Name of the Registrant: Spectranetics Corporation
Residence: 9965 Federal Drive, Colorado Springs, Colorado 80921, USA
Contact Information: 1-800-231-0978

[ Manufacturer]
Name of the Manufacturer: Spectranetics Corporation
Residence: 9965 Federal Drive, Colorado Springs, Colorado 80921, USA
Production Address: 9965 Federal Drive, Colorado Springs, Colorado
80921, USA
Contact Information: 1-800-231-0978

[Agent]
Name of Agent: Philips (China) Investment Ltd. Co.
Residence: Building A1, #718 Lingshi Road, JingAn District, Shanghai
Contact Information: 8008100038

[Validity] 2 year

[ After Sales Service Unit] Philips (China) Investment Ltd. Co.
Residence: Building A1, #718 Lingshi Road, JingAn District, Shanghai
Contact Information: 8008100038

[Production Date] See the Label

[Expiration Date] See the Label

[Medical Device Registration Number] El#iFi#20173776979
[Product Technical Requirement Number] E##iE#20173776979

Manual Revision Date: October 25,2016
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