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Manufacturer’s Limited Warranty ...

Caution: Federal (USA) law restricts this device to sale by or on

the order of a physician with appropriate training.

Description

GlideLight Laser Sheath is similar in construction to the SLS® Il Laser Sheath family of products
with the addition of 80Hz maximum repetition rate capability. The 80Hz maximum repetition
rate capability is designed to improve ease-of-use by reducing advancement force through
tissue during laser photoablation. After calibration, GlideLight Laser Sheath defaults to 80Hz
repetition rate.

The Laser Sheath Kit includes a 12F, 14F, or 16F Laser Sheath, two Outer Sheaths, and a Fish
Tape. The Laser Sheath is an intra-operative device used to free a chronically implanted
pacing or defibrillator lead.

The Laser Sheath consists of optical fibers arranged in a circle, sandwiched between inner and
outer polymer tubing. The fibers terminate at the distal end within a polished tip and at the
proximal end within the coupler that mates with the excimer laser system. At the distal tip,
the fibers are protected by inner and outer stainless steel bands, which form a radiopaque
marker. The inner lumen of the device is designed to allow a pacing lead to pass through it, as
the device slides over the lead towards the tip of the lead in the heart.

The Laser Sheath is designed for use only with the Spectranetics CVX-300® Excimer Laser
System. The multifiber Laser Sheaths transmit ultraviolet energy from the Spectranetics CVX-
300° laser to the tissue at the distal tip of the device. When the laser fires, a small amount of
the tissue is ablated, thereby freeing the lead from overgrowth in a controllable fashion.

The Laser Sheath is used in conjunction with conventional lead extraction tools (e.g., locking
stylets, outer sheaths).

The Spectranetics Outer Sheath is a 43 cm long single-lumen tubing designed to fit over the
Laser Sheath. The tube is cut at a 45-degree angle on one end and the edges are beveled on
both ends. The Outer Sheath is used during the extraction procedure as an introducer and to
support and align the Laser Sheath. It is used as a conduit to remove the Laser Sheath with
the extracted lead and can be used as a conduit to implant a new lead.

The Fish Tape is an accessory to assist in the loading of the Laser Sheath over an implanted
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lead. The Fish Tape is a stainless steel mandrel with a wire loop handle on one end and a
closed wire hook on the other end.

Indications For Use

The Laser Sheath is intended for use as an adjunct to conventional lead extraction tools in
patients suitable for transvenous removal of chronically implanted pacing or defibrillator leads
constructed with silicone or polyurethane outer insulation.

Contraindications

Use of the Laser Sheath is contraindicated:

e When emergency thoracotomy with cardiopulmonary bypass cannot be performed
immediately in the event of a life threatening complication;

e When fluoroscopy is not available;

¢ In patients in whom superior venous approach cannot be used;

¢ When the proximal end of the pacing lead is not accessible to the operator;

e When the lead will not fit into the inner lumen of the Laser Sheath.

Warnings
Do not attempt to operate the Laser Sheath without the availability of conventional lead
extraction tools.

Lead removal devices should be used only at institutions with emergency cardiac surgical
capabilities and complication prevention and management protocols in place and routinely
practiced. The recommendations for lead management of the Heart Rhythm Society® (HRS)
and European Heart Rhythm Association? (EHRA) are strongly suggested.

The majority of adverse events observed in post market surveillance have involved the
proximal coil of dual coil ICD leads in the SVC. Therefore, particular care must be taken when
removing these leads. In addition, as with all extractions, a risk to benefit assessment for the
removal of these leads should be considered for each patient.

The Laser Sheath should be used only by physicians who are experienced in pacing lead
removal techniques using telescoping dilator sheaths.

The CVX-300® Excimer Laser System should be used only by physicians who have received
adequate training (See Section 12.3).

Protective glasses are required when the laser is in use. Avoid eye or skin exposure to direct
or scattered radiation. Refer to exposure label on the CVX-300® Excimer Laser System.

Do not insert more than one Laser Sheath or Outer Sheath into a vein at a time. Severe vessel
damage, including venous wall laceration requiring surgical repair, may occur.

Do not place the outer sheath tip at the SVC-atrial junction as it may damage this delicate area
during subsequent procedures, e.g., moving the outer sheath, implanting a new lead.

Maintain appropriate traction on the lead being extracted during advancement of the Laser
Sheath or outer sheath.

1Wi|k0ff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications,
and Patient Management. Heart Rhythm. July 2009.

2Deharu J.C., et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm
Association position paper. Europace (2012) 14, 124-134.
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When marked calcification that moves with the lead to be extracted is seen on fluoroscopy,
particularly in the atrium, the availability of immediate surgical assistance is paramount if a
problem presents itself as a result of the extraction procedure. Also, an indication for
thoracotomy removal of the lead(s) should be considered.

Do not advance the Laser Sheath any closer than 1 cm from the lead tip. Do not lase at the
myocardium to free the lead tip.

This device is designated for use solely as a component of the Spectranetics CVX-300® Excimer
Laser System.

Adequate instructions for the safe installation of the Spectranetics CVX-300® Excimer Laser
System are provided in servicing information provided by Spectranetics and should be
followed. Possible electromagnetic interference should be avoided in use. Portable and
mobile RF communications equipment may affect the normal operation of the console.
Please use the Laser System and accessory laser sheaths under recommended
electromagnetic environment.

5. Precautions
Thoroughly review the package insert for conventional lead extraction tools before attempting
to use the Laser Sheath.

For single use only. Do not resterilize and/or reuse.

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 use the Laser Sheath:

¢ |f the tamper-evident seal is broken;

¢ |f the Laser Sheath has been damaged.

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

Approximately half the forward advancement force is needed to progress with 80 Hz
operation at the same rate as with 40 Hz operation. The recommended advancement rate is
1 mm per second.

6. Adverse Events
All devices used to evaluate lead removal in these clinical studies were the SLS, which used a
maximum repetition rate of 40Hz. No clinical data has been collected using the GlideLight
Laser Sheath, which operates using a maximum repetition rate of 80Hz. Therefore,
complication rates presented in Tables 1 and 2 below are reflective of the complication rates
observed with the use of the 40Hz Laser Sheath model (SLS).

6.1. Observed Adverse Events

Adverse events observed for the 12F, 14F, and 16F Laser Sheaths in clinical studies are
reported in Tables 1 and 2 below. Table 1 reports adverse event information from the
301-patient randomized study of lead removal with the 12F Device (LASER) and conventional
lead extraction tools (Non-LASER). Table 2 reports adverse event information from a
180-patient registry study of lead removal with the 14F and 16F devices. Adverse event rates
for the 12F device from the randomized study is included in Table 2 for comparison to the
larger devices.
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Table 1. Acute Complications and Complications at 1-month
All Randomized Patients (n=301) Laser Device: 12F
LASER (N=153) Non-LASER (N=148) TOTAL (N=301)
Complications - Acute n % n % n %
Perioperative Death 1 0.7% 0 0% 1 0.3%
Hemopericardium tamponade 2 1.3% 0 0% 2 0.7%
Hemothorax 1 0.7% 0 0% 1 0.3%
Complications - One Month LASER (N=145) Non-LASER (N=140) TOTAL (N=285)
Death 2 1.4% 1 0.7% 3 1.1%
Complications - any 4 2.8% 3 2.1% 7 2.5%
Pain at cut-down site 1 0.7% 0 0% 1 0.4%
Arm swelling 1 0.7% 1 0.7% 2 0.7%
Infection 1 0.7% 1 0.7% 2 0.7%
SVC thrombosis 0 0% 1 0.7% 1 0.4%
Tricuspid regurgitation 1 0.7% 0 0% 1 0.4%
Table 2. Acute Complications and Complications at 1-month
Laser-Treated Patients: 14F, 16F, and 12F Devices
14F (N=97) 16F (N=83) 12F (N=153) TOTAL (N=333)
Complications - Acute n % n % n % n %
Perioperative Death 2 2.1% 1 1.2% 1 0.7% 4 1.2%
Hemopericardium tamponade 3 3.1% 3 3.6% 2 1.3% 8 2.4%
Hemothorax 0 0% 0 0% 1 0.7% 1 0.3%
Perforation 0 0% 1 1.2% 0 0% 1 0.3%
Other 1 1.0% 1 1.2% 0 0% 2 0.6%
14F (N=78) 16F (N=72) 12F (N=145) TOTAL (N=295)
Complications - One Month n % n % n % n %
Death 1 1.3% 0 0% 2 1.4% 3 1.0%
Complications - any 2 2.6% 0 0% 4 2.83% 6 2.0%
Pain at cut-down site 0 0% 0 0% 1 0.7% 1 0.3%
Arm swelling 1 1.3% 0 0% 1 0.7% 2 0.7%
Infection 0 0% 0 0% 1 0.7% 1 0.3%
Tricuspid regurgitation 0 0% 0 0% 1 0.7% 1 0.3%
Phlebitis 1 1.3% 0 0% 0 0% 1 0.3%
300009020932-A 10JuL24 5
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6.2. Potential Adverse Events

The following adverse events or conditions may also occur during lead extraction with the
Laser Sheath, but were not observed during the clinical study
(listed in alphabetical order):

e bacteremia

¢ low cardiac output

e migration of lead fragments

e migration of vegetation

¢ myocardial avulsion / perforation

e premature ventricular contractions

e pulmonary embolism

o stroke

e venous avulsion / perforation

e ventricular tachycardia

7. Clinical Study
All devices used to evaluate lead removal in these clinical studies were the SLS, which used a
maximum repetition rate of 40Hz. No clinical data has been collected using the GlideLight
Laser Sheath, which operates using a maximum repetition rate of 80Hz. Therefore,
effectiveness and safety data presented in Tables 3, 4 and 5 below are reflective of the data
obtained with the use of the 40Hz Laser Sheath model (SLS).

7.1. Randomized Trial

Purpose: The use of standard tools (NonLASER) only (locking stylets, polymer and stainless
steel sheaths, grips, snares, etc.) to explant chronically implanted pacing and defibrillator
leads was compared to standard tools plus the 12F Laser Sheath (LASER). The primary
effectiveness measure was the proportion of complete extractions (per lead basis). The
primary safety measure was complication rate (per patient basis).

Methods: Patients with mandatory or necessary indications for lead removal and with the
targeted lead implanted at least one year prior were randomized into the LASER or NonLASER
groups in nine US centers between 11/95 and 10/96. The primary endpoint was reached

if the lead was completely explanted. If the lead fractured, leaving the tip and possibly a
portion of the conductor in the patient, the removal was judged a “partial success.” The
extraction was judged a procedural failure if any of five events occurred: change to femoral
or transatrial approach, failure to gain venous entry, failure of sheaths to pass a binding site,
lead breakage, or onset of complication. A crossover from NonLASER tools to laser tools was
allowed after failure. Crossover patients were analyzed separately. Procedure time, defined
as wall-clock time from the moment sheaths were applied until an endpoint was reached, was
also recorded.

Description of Patients: 365 patients were enrolled. Five patients were found to meet
exclusion criteria after enrollment and were disqualified from the study before any

treatment was administered; thus 360 patients were treated. 59 nonrandomized patients
were enrolled for investigator training. The remaining 301 patients (with 465 leads) presented
with mandatory or necessary indications for lead removal. Mean patient age was 65 years
(range 4 to 94) with 36% females and mean implant duration of 67 months (range 1 to 286).
Patient characteristics were similar between the two randomized groups.
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Results:
Table 3. Principal Effectiveness and Safety Results
Laser vs. Non-Laser

Effectiveness : Leads Laser Non-Laser Difference In

~ N Complete | Partial | Failure N Complete | Partial Failure | Failure [95% CI]

Of First Treatment 244 230 6 8 221 142 4 75 -29.8%*
(94.3%) (2.4%) | (3.3%) (64.2%) (1.9%) | (33.9%)
Of Crossover Treatment ~ ~ ~ ~ 72 63 3 6 ~
(87.5%) (4.2%) (8.3%)
Of Final Treatment 244 230 6 8 221 205 7 9 -0.8%
(94.3%) (2.4%) | (3.3%) (92.8%) | (3.1%) | (4.1%) [-2.8%,4.2%]
Total Proc. Time 244 11.2 +13.9 ~ 221 14.2 +21.6 ~ -3.05*
min min [-3.12,-2.97]
Safety Results: Patients N2 Laser Nb Non-Laser Difference
Acute Complications 218 3 (1.4%) [0.3%, 4.0%) 83 0(0.0%) [0.0%, 4.4%) 1.4%

[-0.2%, 2.9%]

Complications 1mo. 218 6 (2.8%) [1.0%, 5.9%) 83 1 (1.2%) [0.0%, 6.5%] 1.5%
[-1.7%, 4.7%]

Death, perioperative 218 1(0.5%) [0.0%, 2.5%] 83 0 (0.0%) [0.0%, 4.4%) 0.5%
[-0.3%, 1.1%]

Death 1mo. 218 2 (0.9%) [0.1%, 3.3%] 83 1 (1.2%) [0.0%, 6.5%] 0.3%
[-3.0%, 2.4%]

Total Proc. Time (mean + s.d.) = procedure time for First Treatment + time for

Crossover Treatment (if any)

Cl = Confidence intervals via binomial approximation (Effectiveness) or exact binomial method (Safety)
* = difference statistically significant (p < 0.001) by Chi-Square with continuity correction, or t-test

2 includes patients randomized to LASER plus Crossover patients

b includes patients randomized to NonLASER less Crossover patients

Difference = LASER-NonLASER; SEM = sqrt(p1*q1/nl + p2*q2/n2); 95% Cl = Diff + 1.96*SEM

7.2.  Registry Trial

Purpose: Registry usage of the 14F and 16F Laser Sheaths to explant chronically implanted pacing
and defibrillator leads was compared to the outcomes of the 12F Laser Sheath randomized study.
Primary effectiveness measure was the proportion of complete extractions (per lead). The primary
safety measure was complication rate (per patient).

Methods: Patients with mandatory or necessary indications for lead removal and with the targeted
lead implanted at least one year prior were treated at 32 US centers between 6/97 and 2/98. The
primary endpoint was reached if the lead was completely explanted. If the lead fractured, leaving
the tip and possibly a portion of the conductor in the patient, the removal was judged a “partial
success.” The extraction was judged a procedural failure if any of four events occurred: change to
femoral or transatrial approach, failure to gain venous entry, failure of sheaths to pass a binding
site, or onset of complication. Procedure time, defined as wall-clock time from the moment sheaths
were applied until an endpoint was reached, was also recorded.

300009020932-A 10JUuL24 7
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Description of Patients: 180 registry patients were enrolled and treated (97 for 14F, 83 for
16F). Mean patient age for the 14F group was 69 years (range 13 to 86) with 57% males;

this did not differ significantly from the 12F randomized group. Implant duration of leads
treated with the 14F device was significantly longer than the control group (85 + 50 months
vs. 65 *+ 42 months). For the 16F group mean patient age was 62 years (range 9 to 85) with
77% males; these values were also not significantly different from the control group. Implant
duration of leads treated with the 16F device was 68 + 60 months and was not significantly
different from the control group.

Results:
Table 4. Principal Effectiveness and Safety Results
14F vs. 12F
14F
Effectiveness: Leads N Complete Partial Failure
Outcome 164 | 142 (88.6%) | 12 (7.3%) | 10 (6.1%)
Safety: Patients N Observed Confidence Interval
Acute Complications 97 4(4.1%) [0.2%, 8.1%]
Complications, 1mo. 78 2 (2.6%) [0.0%, 6.1%)
Death, perioperative 97 2 (2.1%) [0.0%, 4.9%]
Death, 1mo. 78 1(1.3%) [0.0%, 3.8%]
12F Difference in Failure
Effectiveness: Leads N Complete Partial Failure [95% CI]
Outcome 244 | 230(94.3%) | 6(2.5%) | 8(3.3%) 2.8% [-1.5%. 7.1%)
Safety: Patients N Observed Confidence Interval Difference [95% Cl]
Acute Complications 218 3(1.4%) [0.3%, 4.0%) 2.7% [-2.2%, 7.7%]
Complications, 1mo. 218 6 (2.8%) [1.0%, 5.9%] 1.6% [-2.1%, 5.3%]
Death, perioperative 218 1(0.5%) [0.0%, 2.5%] 1.6% [-2.1%, 5.3%]
Death, 1mo. 218 | 2(0.9%) [0.1%, 3.3%] 0.4% [-3.3%, 4.0%]
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Table 5. Principal Effectiveness and Safety Results

16F vs. 12F
16F
Effectiveness: Leads N Complete Partial Failure
Outcome 97 | 86(88.7%) | 2(2.1%) | 9(9.3%)
Safety: Patients N Observed Confidence Interval
Acute Complications 83 5(6.0%) [0.9%, 11.1%]
Complications, 1mo. 72 0 (0.0%) [0.0%, 0.0%)
Death, perioperative 83 1(1.2%) [0.0%,3.6%]
Death, Imo. 72 0 (0.0%) [0.0%, 0.0%]
12F Difference in Failure
Effectiveness: Leads N Complete Partial Failure [95% Cl]
Outcome 244 | 230 (94.3%) | 6(2.5%) | 8(3.3%) | 6.0%[-2.0%. 12.2%]
Safety: Patients N Observed Confidence Interval Difference [95% Cl]
Acute Complications 218 3(1.4%) [0.3%, 4.0%] 4.6% [-1.5%, 10.8%)
Complications, 1mo. 218 6 (2.8%) [1.0%, 5.9%) -2.8% [-5.8%, 0.3%]
Death, perioperative 218 1(0.5%) [0.0%, 2.5%) 0.7% [-2.6%, 4.1%]
Death, Imo. 218 2(0.9%) [0.1%, 3.3%] -0.9% [-3.1%, 1.3%]

Individualization Of Treatment
Weigh the relative risks and benefits of intravascular catheter/lead removal procedures in
cases when:
e Dual coil ICD leads are being removed;
e The lead to be removed has a sharp bend or evidence of fracture;
¢ The lead shows evidence of insulation disintegration raising the concern of
pulmonary embolism;
e \egetations are attached directly to the lead body.

When an outer sheath, used in conjunction with the Laser Sheath during the lead extraction
procedure, is left in place once the Laser Sheath and lead are removed from the patient, the
outer sheath may then be used as a conduit for a guidewire to facilitate the implantation of a
new lead.

The outer sheath tip should be either (a) fully into the atrium, or (b) retracted into the bra-
chiocephalic vein. Placing the outer sheath tip at the SVC-atrial junction risks damage to this
delicate area during subsequent procedures, such as moving the outer sheath or implanting a
new lead and is thus not recommended.

It is vital that appropriate traction be maintained on the lead being extracted both during
laser assisted and standard extraction attempts. If appropriate levels of traction cannot be
maintained on the lead in order to offset the counter-pressures that distort the lead body,
then changing to an alternative extraction methodology such as the femoral approach would
be indicated.

300009020932-A 10JUuL24 9



[O Spectranetics’

GlideLight™ Laser Sheath

Instructions for Use]

When marked calcification that moves with the lead to be extracted is seen on fluoroscopy,
particularly in the atrium, the availability of immediate surgical assistance is paramount if a
problem presents itself because of the extraction procedure. Also, an indication for
thoracotomy removal of the lead(s) should be considered.

The safety and effectiveness of the Laser Sheath has not been established for the following:
e Patients with recent history of pulmonary embolus
e Laser sheath advancement into the coronary sinus

9. Operator’s Manual
Energy Parameters

The devices described in this document can be operated within the following energy ranges

on the CVX-300°:

Device Fluence (mJ) Repetition Rate (Hz)
12F 30-60 25-80
14F 30-60 25-80
16F 30-60 25-80

Default energy settings following calibration: 60 Fluence, 80 Hz.

Following calibration, fluence and repetition rate are adjustable throughout the above ranges
at the physician’s discretion.

Version 3.X18 or higher software for the CVX-300® is necessary to operate this device. CVX-
300®'s with V3.7XX software will limit the repetition rate to 40Hz.

The CVX-300° will allow these devices to operate for a period of 10 seconds, after which a 5
second wait will be imposed before lasing can resume.

10. How Supplied
10.1. Sterilization
For single use only. Do not re-sterilize and/or reuse.
The Laser Sheaths are supplied sterile. Sterility is guaranteed only if the package is unopened
and undamaged. Do not open before use.
10.2. Inspection Prior To Use
Before use, visually inspect the sterile package to ensure that seals have not been broken.
All equipment to be used for the procedure, including the Laser Sheath, should be examined
carefully for defects. Examine the Laser Sheath for bends, kinks or other damage. Do not use
if it is damaged.

11. Compatibility
Compatibility Of Laser Sheath And Pacemaker/Icd Lead
The table below shows the dimensional compatibility between the Laser Sheath, the Pace-
maker/ICD Lead to be removed and the Outer Sheath. It is vital that the physician determines
the maximum outside diameter (OD) of the lead before extraction with the Laser Sheath is
attempted. This information should be obtained from the lead manufacturer.
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ID = Inside Diameter 12F Laser Sheath 14F Laser Sheath 16F Laser Sheath
OD = Outside Diameter
Model # 500-301 500-302 500-303

Minimum Tip ID, in. / F/ mm

0.109/8.3/2.8

0.134/10.2/3.4

0.164/12.5/4.2

Maximum Tip OD, in. / F / mm

0.164/12.5/4.2

0.192/14.7/4.9

0.225/17.2/5.7

Lead: Maximum OD. F / mm

7.5/25

9.5/3.2

11.5/3.8

Outer Sheath: Minimum ID, F / mm

13/43

15.5/5.2

18.2/6.1

12. Directions For Use

12.1. Procedure Set Up

Laser Sheath Preparations:

1. Using sterile technique, open the sterile package. Remove the packaging wedges from
the tray and gently lift the device from the tray while supporting the proximal coupler

2. Connect the proximal end of the device to the connector of the CVX-300°®.

3. Calibrate the Laser Sheath following the instructions in the “Operational Modes” section
of the CVX-300® Operator’s Manual (7030-0035 or 7030-0068).

Patient Preparations

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

2. Ascertain the manufacturer, model number and implant date of the catheter/lead to be
removed. Perform radiographic/echocardiographic evaluation of catheter/lead condition,
type and position.

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

4. Prep and drape the patient’s chest for possible thoracotomy; prep and drape the patient’s
groin for a possible femoral approach extraction procedure.

5. Establish back-up pacing as needed.

6. Have available additional Laser Sheaths, Outer Sheaths, locking stylets, stylets to unscrew
active fixation leads, snares (femoral workstation) and any other accessory equipment
deemed necessary.

12.2. Clinical Technique

1. Patients prepared for lead extractions are prepared for multiple approaches, including
an emergency cardiac surgical procedure. Preparations may include: general endotra-
cheal anesthesia or conscious sedation, shave and preparation of both the chest and
groin areas, ECG monitoring, insertion of an arterial line and a Foley catheter, presence
of instruments for pacing and defibrillation, an electrosurgical unit, and a sternal saw for
emergencies.

2. A temporary pacing lead is inserted in all patients needing a pacemaker. An exception is
made for patients with an implanted permanent pacemaker whose leads are not to be
extracted.

3. Fluoroscopy will be used to monitor all transvenous maneuvers.

4. Expose the proximal end of the lead and sever any suture holding the anchoring sleeve
suture. Debride overgrowth from the lead as required to expose the venous entry site.
Sever the lead terminal pin and remove the anchoring sleeve.

5. For active fixation leads, unscrew the lead helix.

. Sever the lead terminal pin connector and remove the anchoring sleeve.

7. Insert and lock a locking stylet or Lead Locking Device into the lead as distal as possible

(o)}
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and deploy the locking mechanism. Secure a length of suture material approximately
60 cm long to the proximal end of the lead insulation and high voltage cables to provide
additional traction.
8. Fill a sterile syringe with 10 cc of saline solution. Inject the saline into the inner lumen of
the Laser Sheath. Using another 10 cc of saline, wet the outer jacket of the Laser Sheath.
9. When using an outer sheath, wet the inner lumen and place over the Laser Sheath.

10. Using a “Fish Tape” device, thread the handle of the traction device through the inner
lumen of the Laser Sheath. Remove the “Fish Tape” after the traction device handle
emerges from the proximal end of the Laser Sheath. Thread the proximal end of the lead
into the inner lumen of the Laser Sheath.

11. Extraction technique:

a. Advance the Laser Sheath over the lead until an obstruction is met. When using an
outer sheath, use an “inchworm” technique to alternately advance the outer sheath
and the laser sheath over the lead.

PRECAUTION: Approximately half the forward advancement force is needed to progress with
80 Hz operation at the same rate as with 40 Hz operation. The recommended advancement
rate is 1 mm per second.

PRECAUTION: When advancing a Laser Sheath or outer sheath around a bend, keep the point
of the sheath’s beveled tip oriented toward the inside of the bend.

PRECAUTION: As in all extraction procedures using a laser sheath, but particularly when
removing dual coil ICD leads, maintain sturdy traction and a stable “rail” position with the
lead while keeping coaxial alignment of the laser sheath and the bevel on the inside curvature
of the SVC.

PRECAUTION: Before entering the SVC, stop to ensure sturdy traction and a stable “rail” are

maintained.

b. Use the following guidelines to determine if a tissue obstruction is met:

e The Laser Sheath will not advance into the vein.

e The Laser Sheath bows outward slightly when longitudinal pressure is applied.

e Fluoroscopy shows that the sheath tip does not advance relative to the lead body.

e Fluoroscopy shows that the Laser Sheath tip is not caught on a lead electrode, a lead
bend, or another lead.

c.  When an obstruction is met and the Laser Sheath cannot be advanced:

Use orthogonal fluoroscopic views to ensure that the tip of the Laser Sheath is aligned
and coaxial with the longitudinal axis of the lead.

e Retract the outer sheath so that its distal end does not overlap the tip of the Laser
Sheath. Press the Laser Sheath gently into the obstructing tissue.

e Place the laser in READY mode. Depress the foot switch, activating the laser. While
the laser is firing, use gentle pressure on the Laser Sheath to advance the device
approximately 1 mm per second while applying equal and opposite traction to the
traction device. If the Laser Sheath breaks through the obstruction during lasing,
release the foot switch.

PRECAUTION: Advancing the Laser Sheath through moderately calcified tissue may require
more pulses of laser energy than through fibrous scar overgrowth.

PRECAUTION: Stop if not able to advance the laser sheath. Be prepared to upsize to a larger
laser sheath, move to another lead, try a femoral approach or consider an open procedure.
Also consider abandoning the procedure by leaving the lead in place and refer to a more
experienced center.

12

10JUL24 300009020932-A



[‘:’ Spectranetics'| GlideLight™ Laser Sheath |Instructions for Use]

d. Advance the outer sheath to the new position of the Laser Sheath.
If the traction device unlocks its grip on the lead, it is necessary to remove the Laser
Sheath and outer sheath, and apply a new traction device, before proceeding again
with the Laser Sheath.

e. Advance the outer sheath and Laser Sheath to the desired location on the lead, as
described in 11 (a-c) above.

WARNING: Do not advance the Laser Sheath any closer than 1 cm from the lead tip. Do not
lase at the myocardium to free the lead tip.

f.  If necessary, use countertraction, using the outer sheath and the traction device, to
free the lead tip from the heart wall.

12. Withdrawal of the Laser Sheath and outer sheath can be accomplished at any time
during the procedure. If the lead is free, it should be drawn into the Laser Sheath before
the lead, the Laser Sheath, and the outer sheath are removed from the body.

13. To retain venous access for re-implant, keep outer sheath in place for guidewire insertion
when removing lead and Laser Sheath. Remove the outer sheath from the body after
guidewire is inserted.

PRECAUTION: If the Laser Sheath is removed from the body for any reason, thoroughly clean
the device shaft, inner lumen and tip with saline to remove particles and prevent blood from
sticking.

PRECAUTION: If the Laser Sheath becomes kinked or damaged during use as evidenced by
fluoroscopy, it is recommended to discontinue use of the device. Weigh the relative risks and
benefits of device removal versus continued use.

All equipment should be disposed of following special requirements applicable to hospital
waste and potential biohazard materials.

12.3. Physician Training

Physician training in use of the Laser Sheath and CVX-300® Excimer Laser System

should include:

e Classroom training in laser safety and physics;

e A didactic presentation of laser operation followed by a demonstration of the CVX-300°
Excimer Laser System;

e Hands-on training in the use of the CVX-300® Excimer Laser System in lead removal;

e Observation of the removal of at least two leads with the Laser Sheath performed by an
experienced Laser Sheath user;

e Removal of at least two leads in the presence of a second physician experienced in lead
removal techniques and a fully trained Spectranetics representative.

e HRS? and EHRA* recommendations for complication management.

3Wilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications,
and Patient Management. Heart Rhythm. July 2009.

4Deharo J.C., et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm
Association position paper. Europace (2012) 14, 124-134.
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13,

Manufacturer’s Limited Warranty

Manufacturer warrants that the GlideLight Laser Sheath 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. Manufacturer’s liability under this warranty is limited to
replacement or refund of the purchase price of any defective GlideLight Laser Sheath. Manu-
facturer will not be liable for any incidental, special, or consequential damages resulting from
use of the GlideLight Laser Sheath. Damage to the GlideLight Laser Sheath caused by misuse,
alteration, improper storage or handling, or any other failure to follow these Instructions for
Use will void this limited warranty. THIS LIMITED WARRANTY IS EXPRESSLY IN LIEU OF ALL
OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING THE IMPLIED WARRANTY OF MER-
CHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. No person or entity, including any
authorized representative or reseller of Manufacturer, has the authority to extend or expand
this limited warranty and any purported attempt to do so will not be enforceable against
Manufacturer.

This limited warranty covers only the GlideLight Laser Sheath. Information on Manufacturer’s
warranty relating to the CVX-300® Excimer Laser can be found in the documentation relating
to that system.

14
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2.

SERE
EANEBRSEENIKRHEGRER TR BRKIENNER R EIMEARIERR
RENSZLRIRA, JLMERESGZRIAENHEBIFE.
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MBHIMOFRERKE S, TRILANFITEIMEF E 2T AR

- TR ITX-SIEAEN;

- RAR) LERERBX AL AT

- BRERMLURIERE S LR,

- SEEERENENERRSEACRFEEG NIRRT,

O I
o

THERERSEBIRIR, B2SRNERBNEERSEERGEES.
SEABRIRENEEERZDEFAEN. FHFRERBEERDINAEETE NA
MADRER, RZUEFEEEOEPRT (HRS) FIRUMNOEDER? (EHRA) MSEER
i

EHREENRIINASHRRREBESVCHRREBICDS LTRSS, Fit, %
PRIXLESENAIIFIIER, 15, HEFAENRE, NABNBEEERILISEBR
RIXUBS - 3R ZR 1T

ERAMET KBBIREESENRALE, EMARAGEELR, HrEREANE
Bk S LR RIRE S

ERACVX-300°E2 FEARGNEM, LIERDELHFI (REH123) .

ERBLN, pAREFES, BRRENEKREEHEERSSIEHNE, 52
CVX-300% /&R FH N AL RIREIIRC,

BE2DES MENE B S LB RS IME R AR, XA ESEENMER
% (BIEFRERR) , MAEFEHITEEFAK,

BB RIEMETFSVC- DERRL, REZREREIRES (tbBanshsE. EA
MSLZE) ARG —MfE5ERIXE.,

NS B SLEOCR R IMNENEE T RS, BRSEMRFELNESIAH.

LXRAZNEEN, FIFICHUMHRBRSE—RBIN, HNREOEN, MR
HIMBTFHERIRES I RRE, PBLARTIEETFARYMESHRAEE, ME, &
% [BFF R AT PR S L OB RLAE o

B ENERRSLEKRBESN, SSARHNEERSN1ER. BERSE
Rimht, NEEONERSTA.

ZE M ENSpectranetics CVX-300° SR FHE RS HA GBI,

IWilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facili-
ties, Training, Indications, and Patient Management. Heart Rhythm. July 2009.

2Deharo J.C, et al. Pathways for training and accreditation for transvenous lead extraction: a Euro-
pean Heart Rhythm
Association position paper. Europace (2012) 14, 124-134.
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7ESpectraneticsi2EVEIE(S BHFIHE Spectranetics CVX-300 D FHX R G LS
RRIFTHIRA, BOZMNLUESF, ERAPMLERARINBHTR, FEXMNBoHN5R
BEREAERASEMENNESER, BERGNBEERETEAENREEFERNH
FCIRBREH,

5. EEEmM
SHEAEA LRI SEMARREES 2, IREERNEGSABIRTANGE.

IXBRERER. BPBRREREEEA.

BEINAREHITBRARESEERR, RERHTTEINBLE, JHRIMEREN
1HRE, BN RRLERIER.

EEFAXM—RUERE, TRSERBANTEGLT, FEEFENIBREAN. FRE

LUTER, B2EBIEAEERSEHICRREES:
- MR R R,
- MRENMEBRIRSLECIRRE SRR,

HIENERIRSLBCIRRHEGS T AN GR, RN S RABEEXEERBIRENR
FREMHITRE, ZHFTLURMSERR.

U5 40HZiRMEER A SER HITSOHZIRERNV BE— LM MAIHE S, HEHIHERR
H# 1mm,

6. TREMH
TEX LG A R B A TN B ST PRAOPT B 2339 9SLS, EFTERMNRAEEMR
7940Hz, FHFEAGlideLightlENIEBIRSLHLIKIREEYR (MBOHZMIRAES
RIBfT) , FRBEEMIRREIE, B, TRINR2PIVENHRERERRRT £
F40HZABNE BRSLHNRMBEGRES (SLS) NERIMHFRERER.

6.1. MEINMFREH

IRRFASTHMREIA12F. 14FF16FENIE B SEENARBBEEATRRE, BEIC
RERIM 279, RIEXRVARREEERRTIONMAA, KA12FRE (Bt ik
SSABBRIA (JEE0L) #HITSEBRIORBIERR. R2ACRHVFRREEEER
FI180GMA, KA1AFF 16FERMBITSEBIRAUEMAR . FEIITERMARF, 12F
BENTRRELERBEFR2P, AFSBRAMBOSIRHITILR.
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F1. AUHEEMDBROFRE
FRARENILIRA (n=301) BLEE: 12F

MAIKE (N=153) E#EEE 2it (N=301)
(N=148)

HEE-24 n % n % n %
EIARHAZET 1 0.7% 0 0% 1 0.3%
DBRMmERE 2 1.3% 0 0% 2 0.7%
i) 1 0.7% 0 0% 1 0.3%

HERE-118 HHEE (N=145) EBEEE it (N=285)

(N=140)

T 1.4% 1 0.7% 3 1.1%
HEE-FIF 4 2.8% 3 2.1% 7 2.5%
IRk VTS 1 0.7% 0 0% 1 0.4%
IR e A 1 0.7% 1 0.7% 2 0.7%
IRE 1 0.7% 1 0.7% 2 0.7%
SVC M 0 0% 1 0.7% 1 0.4%
=R 1 0.7% 0 0% 1 0.4%

]2, AMFRIEM N ARNFLE
WASATTRA: 14F. 16 FA12 FRE

14F (N=97) | 16F (N=83) | 12F (N=153)

Bit (N=333)

HEE -2 % n % n % n %
EIARHAZET 2 2.1% 1 1.2% 1 0.7% 4 1.2%
DB MmEE 3 3.1% 3 3.6% 2 1.3% 8 2.4%
ko) 0 0% 0 0% 1 0.7% 1 0.3%
F3l 0 0% 1 1.2% 0 0% 1 0.3%
Hite 1 1.0% 1 1.2% 0 0% 2 0.6%

14F (N=78) | 16F (N=72) | 12F (N=145) | 2it (N=295)

HEE-11A n % n % n % n %
T 1 1.3% 0 0% 2 1.4% 3 1.0%
FRAE - E1@ 2 2.6% 0 0% 4 2.8% 6 2.0%
LB S 0 0% 0 0% 1 0.7% 1 0.3%
BB R AK 1 1.3% 0 0% 1 0.7% 2 0.7%
R 0 0% 0 0% 1 0.7% 1 0.3%
=R 0 0% 0 0% 1 0.7% 1 0.3%
ERRK K 1 1.3% 0 0% 0 0% 1 0.3%
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6.2. BETREH
EEREANEBRRSELHCRFRREARRSZERED, TRSEITITRRNSEE
5, BREGKARPHRNRE (BFEHF) .
- EMAE

- DB ETRE

- SHERBEH

- BEMBL

- DR, 3L

- DERRMURYE

- fhiteEE

- B

- BRRKHRREZFFL

- EtbbandiE

7. I&KRHR
EXLIRRAR B TFIEN S BRI E MY ASLS, ERERNRRESNER
40Hz, MFEAGlideLightlE N BIRSLHAIRFHEES (80 HZHWHERKEEM
Fiz1T) , HRWEEMIGREE. Eit, TR3. R4MKSHINBNHERELERR
BT EAAOHZAEN L BIRS LN RBREEGRS (SLS) MREINHLERER,

7.1. FEMLIARE

Br: (RAFIMEKBEANNEBARMSKEIETR (FEE) (BERL, BE5
TEEMEE. KA., MBRRE) , HAESHMI2FMENEBIRSLEAERBHES (3
¥) WiRETEMLER. RAT2BR (USEHERM) WEEFARTISERENE.
RAFHREE (WRARER) #THSZLENE,

FiE: F11/958010/96 208, EANUSHD, 1E8HI1EH D EEBIRS LSRR
BHREANBRSEEL—FNBA, BN RALHIFFLE. MRSETE2BR, U
RETEZEH, MRSEER, HRRMSEN—IB2HETRAGRA, WiZBHRA
FHER EO KBNS, MREMAFMBEOEDZ—, WZBHRARTHENRIELR
M. BLHBIMPAHEOENE, TEHNER, BELTEBIEAME, S&iTk, ¥
RIERVE, KWE, IFFETEMBN T AR LU#TRER, WRRENRADFIH#ITH
o EIRNEICRIBIERTE], BD: MBERIERIFFIR, EEARZILLE R AEIPNE,

RAERRE: £E365MRASESHR. BiLzE, KUFALRATESHRINE,
EMESEIESATT 28, BUH T XAMKANZER; FEit, £BE360MAERSET, H
PHESIIIFRNZRRABEERFIIZA. MR3016BA (ZHFEI65RSE) 2
HEREIE R B BB S LB, BANWTFHERHESS CEER4TI4) , HPb
'I“_t:_-7136%, FEANER67TNAE GCEER151286) . MmAREHIL/NAZ REE AR
TEAE1SL,
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SR
K3, EAERMEML LR
VSR
Bt 8% b e 130 =8
~ N T2 B KK N T B ESl K
[95% Cl]
BERALE 244 230 6 8 221 142 4 75 -29.8%*
(94.3%) | (2.4%) | (3.3%) (64.2%) | (1.9%) | (33.9%)
HkAbIE ~ ~ ~ ~ 72 63 3 6 ~
(87.5%) | (4.2%) | (8.3%)
=TT 244 230 6 8 221 205 7 9 -0.8%
(94.3%) (2.4%) | (3.3%) (92.8%) | (3.1%) (4.1%) [-2.8%,4.2%]
RERTT 244 11.2 +13.9 ~ 221 14.2 +21.6 ~ -3.05*
min min [-3.12,-2.97]
REMER: Na Ak Nb 126 =R
wA
RMEHERIE 218 3(1.4%) [0.3%, 4.0%] 83 0(0.0%) [0.0%, 4.4%] 1.4%
[-0.2%, 2.9%]
HEE1 A 218 6(2.8%) [1.0%, 5.9%] 83 1(1.2%) [0.0%, 6.5%] 1.5%
[-1.7%, 4.7%]
T, EARH 218 1(0.5%) [0.0%, 2.5%] 83 0(0.0%) [0.0%, 4.4%] 0.5%
[-0.3%, 1.1%]
T 11MA 218 2(0.9%) [0.1%, 3.3%] 83 1(1.2%) [0.0%, 6.5%] -0.3%
[-3.0%, 2.4%)]

BURMERTE (FHHTAEE) = B RIEAIR(ERTIE+ IR G IR E (05)
A=@B3mail (R fEm_mA 5% (T2l RENEFEXA
* = RARSESRESTHBaIRESIT LMWEEESR (P<0.001)

a BIEMINRHEEENANREA, EKRERHEA

b BIERNZHEEIIEBNARA, BEIREIIRA
E5 =80 - 3E8Y; SEM=sqrt (p1*q1/n1 +p2*g2/n2); 95% Cl = Diff *

1.96*SEM

7.2. EMBRR

BEY: 7EXMMES, £ 14FF1 6FENERIRSERCRMEEHB IR KIAENNER
RS S, ERAESHEIIRET12FMENEBRSEERBBEEGNSERBILR, XA
TR (USEHEM) WEEFHTOSERENE. RAFHLER (URARER) #
TNSREENE,

FiE: F6/97712/98208, 1E32NUSHL, MWRFIERHEMBIRSLKIEMERBELE
ABIGRSEEV—FNRARITES . MRSET2BIR, WARTEZAN, MRSE
g, HXIHMSEHN—E0HE TRAGRA, WiZBRARHER I REIRIY", MR
LI EMEARNED T —, WZIRRAFTEIEIIRIERN: BEANRMBEREDENE, T
EHNEREK, BAERBIEENE, FRERE, RNTIERBENE, B MBHRENFF
16, EEFALRNIE,
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RABRIRA: 180LLEMBASSHARFAEZAT (97AIKA14F, 83LIRMA16F)
o TAFLBIR ARIFHERF69% CEER135186) , kMEL57%; XMiERS12FH

RNEEEEEER. 14FRBANSERERE, HEKTIEA (85+501MH VS
65+4218) . 16FERANTIERK62% CEERIFISS) , BHLT7%; XLk
BESHBHLSEHEER. 16FREBEANSERIENANCE+60MNE, SWBHESEH
HEER.
SR
RA EXBHMEMTLEER
14F vs. 12F
14F
5l B4 N =& B4y ESd
%“a 164 | 142 (88.6%) | 12(7.3%) | 10 (6.1%)
22 KA N MEE BEfEEXE
BMHERE 97 4(4.1%) [0.2%, 8.1%]
FRE, 11MNAR | 78 2 (2.6%) [0.0%, 6.1%)]
ST, EAL 97 2 (2.1%) [0.0%, 4.9%]
%, 14BN 78 1(1.3%) [0.0%, 3.8%]
12F KMHES
YL S5 N =2 2853 P [95% Cl]
e 244 | 230(94.3%) | 6(2.5%) | 8(3.3%) | 2.8%[-1.5%.7.1%]
22t BA N MEE EfEEKXE £5%[95% Cl]
BMHERE 218 | 3(1.4%) [0.3%, 4.0%)] 2.7% [-2.2%, 7.7%]
FRAE, 11N A 218 | 6(2.8%) [1.0%, 5.9%] 1.6% [-2.1%, 5.3%]
S, EAE 218 1(0.5%) [0.0%, 2.5%] 1.6% [-2.1%, 5.3%]
%, 118 218 | 2(0.9%) [0.1%, 3.3%] 0.4% [-3.3%, 4.0%]
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RS ERFHMNREMER

16F vs. 12F
16F
R §4 N =2 B4y £
Ze 97 | 86(88.7%) | 2(2.1%) | 9(9.3%)
=22 BA N MEE BREERRA
BMHERE 83 5 (6.0%) [0.9%, 11.1%]
HEE, 1MAR | 72 0(0.0%) [0.0%, 0.0%]
5T, EARE 83 1(1.2%) [0.0%,3.6%]
5, 14 AR 72 0(0.0%) [0.0%, 0.0%]
12F KMESR
R §4% N SeRE g5 P [95% CI]
ge 244 | 230(94.3%) | 6(2.5%) | 8(3.3%) | 6.0% [-2.0%. 12.2%]
Z2%: WA N MEHE BEEERR £[95% Cl]
BUFRE 218 | 3(1.4%) [0.3%, 4.0%] 4.6% [-1.5%, 10.8%]
HEEIMEN | 218 | 6(2.8%) [1.0%, 5.9%] -2.8% [-5.8%, 0.3%)]
5T, EARE 218 | 1(0.5%) [0.0%, 2.5%] 0.7% [-2.6%, 4.1%]
e, 17BN | 218 | 2(0.9%) [0.1%, 3.3%] -0.9% [-3.1%, 1.3%]
8. MEfaTT

&D%.‘:I:‘.IJ.,‘FP"JI B, NRENENSE, SEBRIEVEXN XKL S 58
EEBRRERICDS4;

- BEBRNSEZAFHTHILIMMRTR;

- SHENLZEDRTR, EINMEERER;

- BREMEES SEMEE.

ESABBRIET, IMHERESENEBRSELHCKRRE—RER, —BEANEERS
LHCRIREEA SE MR AFRIRER, SMEBERRE, WALUERES|ISLNSE
BYMTFRENS L,

SNERIRN ST ANDE, SAEHKERK, SR ETFSVC—LERR, |
BEEERFIRET, LLBMIMNER TGS, MIEBXIBERRA, RAmMAENILH
%o

TEHCHB AR R IE S, RESELEINEYMES| HEB/RANEE, MRS
ARNESINTERTELRE, ALURHEMSEFANTE, WEEZ®RSGE, XA
H—MIRBRE, LCANBREIAKNER,

YHRAX-595EM, BEWFCHUMHEBRSE—RBHN, BAIREOEAN, WR
LI TFIRFRIRIES IR MR, IBAREDIENHITFAKBMESRANEE, ME, &
R Y EERFMABIRSEOENE.
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MFRBTIEROBA, EANERRSLHAEFHEEANZEEMBRILRAREE:

- bR EHLE R A
- BERBERIRERN
9. BEEFMH
EREE S
AXHHRROEKE, FTUETIICYX-300°RI8EESEEMRE:
KE BEEEE () EFE (Hz)
12F 30-60 25-80
14F 30-60 25-80
16F 30-60 25-80
BIWRAERE: 60 REEZE, 80Hz.
AR, EMARIERE EREEANEEMNERMER,
BRIFIZRERECVX-300°193.X18 IRAHEEMRANIKMY. HHV3.7IXXRE
CVX-300® 1B EESMRRHIF40 Hz,
CVX-300° /X LA EHRHAVIRERT BN 10 #0%h, ERSRITHCZAT, $HS5 W
E1FA0E,
10. #HHRN
10.1. RE
RERER. BPBRRESLEEEA.
BN BRRSEHAKRBEEGRTRE” B, SVRRITIFMKIRIFN, 7RI
HEEM, TrRAIHFIT.
10.2. ERARIREE
AR, FRERESR, WBHRHFZREITH., REIEEANAEIRS, SFEN
TEBIRSERICRIRE, NAFMANERTEERME. REEAEBRSLHCKIRE
EEEZH. HEHECTHRIF. —BRIF, BE2EA.
1. ®EMHE
NSRBI SEHRREEGEESR ICD SEHFHRAN
TRIABTIENEBRSEHIRBEES. FEBRWVEEE ICD S&MIMNHEZE
IZ=EFRAM. RAEA LRI SEMARREEGHITRIRZ N, ENHESLNER
KMz (OD) , B—REXEE, XHTEEENYHSEERFRE.
ID = AfZ 12F HEAERIRS | 14F EARBIESE | 16F EANERIRSS
oD = W& HRIIRIRE BAIRRRE RSIRRRE
B 500-301 500-302 500-303
B/VKAR, in/F/mm | 0.109/83/2.8 | 0.134/102/3.4 | 0.164/125/4.2
BAKSIME, in/F/mm | 0.164/125/42| 0.192/147/49 | 0.225/17.2/5.7
S &RAIME, F/mm 7.5/25 9.5/3.2 11.5/3.8
SME: BVAE, F/mm 13/43 15.5/5.2 18.2/6.1
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12. (EMEA

12.1. REER

EAERESEHARREEGERER:

1. ZAEERAN, {IATEEE. NERLIRTEERF, BRMISRENTE LA
e, RZEIRNBaE.

2 BREMDREECYX-300°89# 0,

3. #RIBCVX-300°#EE FAt (7030-0035 5¢7030-0068) H “#RIEEN"EHHIE
B, BUEIEAMEBIRS LRI RIRE,

RANESER:

1. SRENFARAI, BFERARNME, MENERFEYMMRH M,

2./EEFS. BSNEEBMSE SENTHEAM. RAX AEBEARZOER
WER, WHSE SENER. KBEMUE.

&gigﬁﬁiﬁiﬂégﬁixﬁ%&%\Eﬁﬁésmﬁﬁ\ﬁw$ﬁﬂ®@$
IRIEE,

4 EHHESRARNLE, AFBFERMES, EEFESRANERSD, UEH#T
BRENRKN BRIRFRIRIE,

5. XFRE, ETARER.

6. AL BEINEFIENE B SERCKIREES. SME. BIEWL. BTMFEE
EEBRBES. BE (RDRFRES) RETHDEE.

12.2. IGEREA

1. MEEZSEBROBANMTSIEES, SEEZOEMFR, EZTHFES
1 @5 SERNRMESUERRMEE, SRMEMERIIRE, ECGEN, RIGMIKE
BiFoley &, EHEERRIRERE, B3R, SKEERNEEE.

2. A REEERNRAYLET IGIERSL. EAKAEER, FAXTEBRS
HEIRABRIL,

3. EAX SEM SN S BB ERAIRIE,

4. BHS&RERH AU A T RISE EETHREMNEYL. RATER LRGN
=, FLUBRSE ERIREY), IS &iEL, RTEEEE.

5. W FERERSL, et SLaRiERrrmAmgs,

6. IMT S &k, MTEEEE,

7. RAUBEHERHASAUEREB/ATHRSZL, FRFABENH. 5—ERL60
cm KEVEEMHEREBRSELENSEBLENN, BIEESIRE,

8. BELEEEIBRMA10cc BiK, BIFEACENENY BIRSLBOCIRIRHAE, S5
KA10ccEK, BB BRSLHCIRRHEAIIIMNE,

9. fEASMER, EHENBRHISEMET AN BIRSLEOCIRIREE L.

102/ FER"KE, BESIRKEMRMENFNENERRSEBCKRERE, 2
SIERBEMIREMMENEBIRS LA ERBIRELZE, T F4&E" . BS
HHEREFE NENE B SERCIRRS SRR,

11 BRBRERA:

a. ASHHEHENERIRSEAUCIRME, ERBZIEE, SR RERA, B
SIMEFMEN NS Bk SE R BEERE RIS 4 LRI1T,

AEBEWM: LU540Hz RIFAREER#ITOOHZ BIERNBE—FWERIHRH D, #
FRHEHRERAEIT mm,

AREI: S DEEEHEHEN L BIR S LM RPREEEIMNER, (RIFHVCIRR
HRERHATFEEAN,
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EBREM: ENEREANERIRSERRREEGNFTERIGRE, BAIREBRR
ZEICD S&R, HFSEREMNESIUR—MIEN PE ME, RIMRFENLS
WSLEHIRRBEEG S BIREH, REACKRBENERIRLTSVC ZEAM .

EBEM: EHASVC ZEEIE, DUBRARFIRERESS| R —MEERN HE".

b ZATIAENRERSHEIRALAEE:
N B S AR BREE RN AR K.
YHhmEMEAN, EANEBRSEBCHRRBEMHREIIEH.
X-SEBEMEEER, ENTFSEE, ERIHTENS,
X-SIREMEERT, EANERRSLHCRRERImEE FESL B,
HEHFEC S,

c. HBIPEEN, FEBNERRSEECRRBEEGTENS:

- EREENNRE, HBRENERRSZEOCIKIRE K ImYT /SN,

FEISNE, UEERBASSENERRSEENRBHERGRER, REMIE
AN BRSO RPRIB RN A RALR,
KRR AMERN, REMBITX, BUEAUER. REAUR, HEEA
MR SEERGH L ERRINESD, UWEZRESVHIIBY1 Z2X, B
MEESRE LRIREXNNORMAES A, MRERITHLIE, EALR
R SLHCIRFRHRI S T REZEY), MARTFRIBETF K.

zasm AN BIRS EHAIRGHETIPESHAL, Tee b FiTLFERRIL
FEFLZ M EEE D,

AEEI: NRREEHHIENEBIRS LRI, WSS, ERFUT KE—

DNERIRENEBRSEZHNIRGHEYS, BOES—%£54%, SRS EREE

z AE$¥$ Bt EERSESEEERERFILLFADRE, FEZELE—
250 10

d. ISINEHES EENEBIR S EROCIRIRE R E .
MRS LFESIRENRTHE, PBLMELER TENEBIRSLACIKRER
HMINE, FEESRSERBEANEBRSEHCHEFEESG R, TRMNE
ElES-

e. BIMBTMENERRSLHCIRMBEEISE LNEBERUE, Wi11 (a-0

B,

: EEAMBRSEECKRES SEKIRNEBTEMT1 EX, FMEEONER
%ﬂﬁuﬁﬁﬁﬁﬁﬁo

f. WMBELE, SAIMENESIRE, RIIREESH, BSFLERHMOREMNERS
B

12. 7EiRfES A2, BERYRI LARRTh it BN 14 BB AR S 20U IRBREEFISNE . RS2
RFF, BBLECRHWAHENIE BIRSLHCIRIRHA, RESL. EALBKRS
HROCIRBREHAI SN 5 "I MR R ER

13 A AR SERVCIRPREEMINES TN ARERL . NRFEFIGBIR B EFE
A, BIMNEREBEESME, UWEBRSETMENTRRSEBCKFEEANS
i, ImANTLRE, MERBEUHIME.

ABEM: MRENMEAEFSENERRSEIOCRREEGENSERBER, ERE
BEKAIRERREMA. PIREFNSkE, LUBBRRUALH B RS MRS
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13.

ATEmM: MREEATRPEENEET TN B SEBRREEG LR
R, BNAEBERZEKE. GEREBHEN TASEANAXKEIERE.

ARG, RIEBEATERREFY. BEEMEEMHNEHRER, LEFRHRE.

12.3. EmsEI

Eﬁ#ﬁA'&@W%ﬁﬁ&%?&lﬁﬁﬁﬁ#*ﬂcvxaom)’Eﬁ?i%ﬂi'é%iéﬁﬂ"]E'Jﬁﬁéﬂ%ﬁ'ﬁ']
il :

C R MMYIEE RAERE;

- SEEEHRMEBHTIHRMN B, REHITCUX-300°ED FHNARGET;

- ERACVX-300"ED FHN R GBRSLIVLIRIZETI;

- MEHERENEBRSLHLIRREEFIRIERSAENEBIRSEBIRER
ENBREVAIRS;

- ES—URESEEREARNENI%E ZMSpectranetics VREET, #
DHEIRS L,

- HRS*MEHRA‘ENGHITHEEEE,

EEARIBR

EFRRIEEEHIANERNGlideLight BANERRSEBOCKREEY, FEER
BIBRARITIF. REHRF, EMEAMIZRAMRE, RIBAER, £F-E0ENRT
EMGlideLight 1ENMBRESZBCKFEEGNRATIZMEINIGER, EF=ET
AT TEMGlideLight N RIRSEHCIRBRHEREREMBEAML. R
FERMRIR. ATFIRA. &, THEERIRIEERIRT, URRBAERRAS
HITIREMS IRETHIE, NAGRIBEREN. AERIBRTUKREE A RN
EEMER, SERISNERTSIEHRENESHE. EAMMASSEE, BFEEFEHRR
IR AR, $9EMY TR MAAFRIBR, EAEFHBERNFHITHERN, ST
EFETEBYIRA.

AERIBR{UHEGlideLight AN B SEECKIFEES ., ECVX-300°E5F#
HRRAGHIERXHE S, AERZRSGNEFHERER.

3Wilkoff B.L, et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facili-
ties, Training, Indications, and Patient Management. Heart Rhythm. July 2009.

4Deharo J.C, et al. Pathways for training and accreditation for transvenous lead extraction: a Euro-
pean Heart Rhythm
Association position paper. Europace (2012) 14, 124-134.
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WEEAFTT

GERSERE] 1Z= M5 CVX-300/E0 FRERESER, BT ERRE, FENES
FMRIAMNEBFRATRRIEEERRFIMBNSE (EARIEIMES) .

(ZpBENRESX] TER

(BETEND %] BEMEESET (BB RET108), B858) .
(BES=SRANSMRESHS ERECT TESHN S IAMEE SIS R TERN
Z2RENE] THREFSZETEAGNSMHRR NS ENA N T REANIZ IR
IR T ERIRE.

(FR3554]

fithEBE: ~mT60° C

EERE: SRR, RETE

[eitaesiaR]
HABKE: PAWER, BHKE: 50-52 (cm) , EEEH: 269.24+15.24 (cm)

SHER: 100 pm.

HEHERBKEK: 308nm,

X RE KRR 500-301. 500-302: 21.3%; 500-303: 24.3%.
BAREWIHE (REE) : 500-301. 500-302: 46.8mj; 500-303: 53.5mj,
PUAISEEE: 15N

REH®: NEIRKHE,

HARNERITEREE: 76.2mm,

AN BRSEBNIRERH TR ShEY
BS: 518-005
B, AR | &R | AR | IEK i) KE R =N | KE, | — &
E S BREER Ui Ui E, cm B cm Ea AE cm FE
<t Az, PSS (%) (mm) mm
mm mm

500-301 12 Fr 2.8 4.2 50-52 | =21.3 | 62.23- | 0.024" 4.3 42 45F

67.31 (0.61)

500-302 14 Fr 3.4 4.9 50-52 | =221.3 | 62.23- | 0.024” 5.2 42 458
67.31 (0.61)

500-303 16 Fr 4.2 5.7 50-52 | =24.3 | 62.23- | 0.024" 6.1 42 45
67.31 (0.61)
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(&=l /EMARHFR] Spectranetics Corporation BIRFE AR
(&=l /R AMERR] 9965 Federal Drive Colorado Springs Colorado 80921 USA
[&7=3#u3k] 9965 Federal Drive Colorado Springs Colorado 80921 USA
[EF=l/EMABZRFR] 1-800-231-0978

(REA/EERSEMEIR] CFAE (RE) REFRATF
(REA/EEMRSBLERT] EBHHEXRAKTI8SAE
[(REA/ERERSEMEKAFS] 8008100038

(£~ B8] RiFE

(EFRERBR/ KX HER] 24

[FREAZERES] EEH#20163121385

[EfFSRUEAEgR=S] EiE#20163121385

mEIRFEITHE: 20240781101

HFERAX
I HIER RS
BHHA A=
g LOT
N8 R (%R GRAZIRRE
® REZRIE HEZ/RRE
T 1A % TR
[:IE] ETEEAIA /ﬂ[m”m B _EBR 60°C/140°F
RERSTHE MBEWIRZER
Rx ONLY @
c € CE t7&
2797
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