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ABSTRACT

As you progress through the Philips IGTD Clinical Pathway on the road towards competence and
confidence, you will have opportunity to supplement your foundational learnings from the Distance
Learning Program through Field Training. Use this guide with your Field Trainer to facilitate and
document your field experiences.

- Clinical Sales Training Team
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Anatomy review

Aortic anatomy quiz

Label the aortic anatomy.
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Aortic anatomy answer key

Right Common
Carotid Artery

Right Subclavian ‘
Artery ’

Brachiocephalic/
Innominate Artery

Left Common
Carotid Artery

Left
Subclavian
Artery

Aortic Arch/
Transverse Aorta

Ascending Aorta

Descending Aorta

Aortic Root Diaphragm

Celiac Trunk

Superior Mesenteric
Artery

Renal Arteries

Abdominal Aorta

Inferior Mesenteric Artery

Left lliac Artery

Internal Use Only. Do not copy or distribute.
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Label the anatomy.
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Left (brachiocephalic) vein

Right (brachiocaphabic) vein

Subclavian artery

Subclavian vein

Superior vena cava
Axillary artery

Axillary vein
Cephalic vein
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|
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/
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Basilic vein

Aortic arch

Basilic vein

Veins,

e
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Aorto-iliac and lower extremity anatomy quiz

Label the anatomy.
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Aorto-iliac and lower extremity anatomy answer key

Common lliac

External lliac

Internal lliac

Profunda

Popliteal artery

Tibioperoneal trunk

Anterior tibial
Posterior tibial

Peroneal/(fibular)
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Deep venous IVUS anatomy

Label the anatomy.

Deep
venous
system

PHILIPS

& 2018 Kaninkijks Phitips WY All rights L PPiilips

Tradermarks am the =] 372 Walley Centre Driva, Sute 530
H¥. ar thaF raspactive nars. San Diaga, CA D130 USA

DICeDe0 WIZST 70 www. philips comy IGTdcaices:

Page 10|91

Internal Use Only. Do not copy or distribute.



PHILIPS

Deep venous IVUS anatomy

Deep
venous
system

PHILIPS

Left renal vein

Right renal vein

Inferior vena cava

Left common
iliac vein

Right common
iliac vein

Left internal
Right internal iliac vein iliac vein

Left external

Right external iliac vein iliac vein

Right common
fernoral vein

Inguinal ligament

Left common
fermoral vein

Right great
saphenous vein

Left great
saphenous vein

Right deep femoral

vein or profunda vein Left deep femoral

vein or profunda vein

Right fermoral vein

Left femoral vein

Philips

© 2018 Koninklijke Phillps N All rights ad
3721 Valley Centre Drive, Sulte 500

Trademarks are the property of Koninkl 11155
NV. or thelr respective owners.
DOOOIE2STI/A
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www.philips.comy/|GTdevices
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Internal Use Only. Do not copy or distribute.

REVIEW THE OBJECTIVES BY PRODUCT
LINE/TREATMENT AREA WHICH WILL
GUIDE YOU AND YOUR FIELD SALES
TRAINER (FST) THROUGHOUT YOUR
FIELD TRAINING EXPERIENCE.

DOCUMENT FIELD ACTIVITIES ON YOUR
CASE OBSERVATION FORM, AS IT WILL
COMPLIMENT YOUR INDIVIDUAL
LEARNING PLAN.
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IVUS objectives

Clinical Technical Sales

Practice basic image
interpretation skills with Field
Sales Trainer (FST) using
system images inclusive of
border recognition, geometry
and morphology
interpretation and anatomy
references on IVUS.

Complete image
interpretation exercises
with FST on System in the
field.

Observe cases while
FST guides the IVUS
portion.

Utilize your field competency
checklist to enhance system
proficiency and be sure to submit
case observation forms.

1.

2.

Practice System
competency and
functionality.

Review product
specifications with FST.
Inclusive of:

e Visions PV .014P

RX

e Visions PV.018
RX

® Reconnaissance
PV .018 OTW

e Visions PV .035
e Pioneer Plus

Practice product

demonstration with FST.

Trainee should be able
to perform a tip to tail
product in-service on

each catheter provided.

Utilize product quizzes and
IFU to enhance product
knowledge and training.

Discuss FST’s targeting
strategy that drives

utilization and adoption.

Discuss competition
and defense strategy.

Review and discuss
IVUS Competitive
Messaging.

Review iPad and
identify key marketing
tools available.

Internal Use Only. Do not copy or distribute.

Page 13|91



PHILIPS

1.

Clinical

Review and identify:

e Thoracic Aortic
Anatomy

e Abdominal
Aortic
Anatomy

e |liac and Pelvic
Arterial Anatomy

® Lower Extremity
Arterial Anatomy

Review with FST clinical
procedures where
peripheral IVUS may be
utilized:
o lliac Artery
e SFA
e Popliteal Artery
e Tibial Arteries
e Thoracic Aorta
(Dissection
/ Aneurysm
Endovascular Repair)
e Abdominal Aorta
(Dissection /
Aneurysm
Endovascular Repair)

Observe cases for the
above when available
and complete your case
observation forms.

Identify and discuss key
studies supporting
peripheral arterial IVUS.

Utilize your field competency
checklist to enhance system
proficiency.

Technical

Continue to review and
identify the
specifications,
indications, features and
benefits of the PV IVUS
Catheters.

Present information
from product spec

sheets and IFU’s for
each product to FST.

Review the REACT
Campaign and
resources:

REACT CAMPAIGN

Sales

Discuss FST’s targeting

strategy that drives utilization

and adoption.

Discuss competition and
defense strategy.

Review Aortic iPad App.

Discuss economic
impact/reimbursement
strategy in Office based
practice vs. Hospital.

Page 14|91
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Clinical

1. Review and identify
Venous anatomy with
FST.

2. Review, with FST, Venous
procedures where IVUS
may be utilized:

e |liac Venous
Compression

® AV access sites

e |VCFilters

e Nut Cracker/Pelvic
Congestion Syndrome

e Thoracic Outlet
Syndrome

3. Observe cases for the
above.

4. ldentify and articulate
key takeaways from 4
pertinent Venous studies
supporting the use of
IVUS.

5. Identify key anatomical
landmarks on IVUS:
o |VC
Confluence
Internal lliac Vein
Hypogastric Artery
Common Femoral
Vein

Utilize your field competency
checklist to enhance system
proficiency.

Technical

1. Review and identify the

Imaging Catheters and
features that facilitate
diagnosis and treatment
in Venous Cases
(ChromaFlo and Marker
bands).

Present information from
product spec sheet for
each imaging catheter to
FST.

Identify and articulate
workflow for an lliac Venous
Compression case with FST
and send in workflow with
case observation form.

Internal Use Only. Do not copy or distribute.

Sales

Discuss essential
components to successful
Venous market
development (key
studies, sales collateral,
and medical education).

Discuss economic and
reimbursement in
Office-based practice
vs. Hospital.

Work through the
Venous iPad App.
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Product IFUs
PV.014P Rx
PV _.018 RX
PV.018 OTW
PV.035
Pioneer Plus

Phoenix Atherectomy System

QuickClear

Tack endovascular system — 6F, 4F

Click HERE to access these IFUs:

e AngioSculpt PTA

e CVX-300

e Quick-Cross Support Catheter

e Turbo-Elite LASER Catheter

e Turbo-Power 7Fr LASER Catheter
e Turbo-Power 6 Fr LASER Catheter
e Stellarex DCB
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S5/CORE IVUS System Competency for Peripheral Sales Personnel

WEEK: TRAINER:

Power on System (if not already on)
e How do you manage a power failure during the case?
e How does powering on differ between the S5/Core tower and the S5i/Core Integration
System?
VGA/Display Port Output
e Whatis it used for?
e  When would it be useful?
Attach PIM Cable if not attached
e Hang PIM Tableside
Ethernet Port
e Whatis it used for?
Enter Patient Name
e Explain which information is required to start a case

Demonstrate going to LIVE before inputting patient data
e Explain why this is useful
Acknowledge and explain worklist functionality

Phased Array Catheter vs Rotational
o Describe the differences in Phased array and Rotational technologies
e Review Specs of the PV Phased Array Catheters
e Demonstrate Prep
e Discuss proper Handling
e Connect to PIM & Confirm Connection

Acknowledge LIVE mode

Ring Down
e Explain Ring Down Artifact
e Demonstrate Ring Down Process (Why, When & How)
e Explain when not to ring down (PV .035)
Adjust Setting Menu
e FOV (Field of View)
o Explain Benefits of this feature
o Discuss when, how & why to adjust

o Discuss feature and its benefit
o Adjust and discuss recommended settings

Page 17|91
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e Revolve
o Explain Benefits of thisfeature
o Discuss when, how & why to adjust
e ChromaFlo Explain & Demonstrate Sensitivity settings
o Explain Region of Interest & adjust (when &why)
o How does ChromaFlo work?
o  When is ChromaFlo useful?
O
O

When can/should ChromaFlo be activated?
Which catheters have ChromaFlo as afeature?

Demonstrate Freeze Feature

e Whenis this useful?

e Measure during Freeze
Save Frame from Live image

Record a Video Loop
e Bookmark several places
e |dentify the Distal & Proximal end of the ILD dependent on anatomy

Stop the Recording

Record a second video loop
e Identify Video Loop capacity per case

Access the first video loop
e Navigate Bookmarks (demonstrate several methods)

Retrieve a case from Hard Drive or DVD-R

MEASUREMENTS
e Diameter (when & why?)
o Demonstrate 2 diameter measurements
o Edit Diameter Measurements
o Speak on the location of the measurements
e Dots (when & why?)
o Demonstrate Lumen and vessel measurements
Demonstrate editing
Speak on the location of the measurements
Speak on what each measurementrepresents
Lock Measurement of Lumen
Explain this feature and ability to measure %stenosis
e Draw (when & why?)
o Demonstrate Measuring or editing in drawmode
o Edit measurements

O O O O O

Page 18|91

Internal Use Only. Do not copy or distribute.



PHILIPS

e Rapid Review (when & why?)
o Utilize rapid review feature
o Measure when in rapid review
o Explain how this feature can aid ininterpretation

e Annotations on screen (when & why?)

o Demonstrate annotations and editing
o Save frame post annotation

e Auto Measure (when & why?)

o Demonstrate Auto Measure feature
o Explain need for editing and pitfalls of this feature

e PRINT IMAGE

IN-LINE DIGITAL
e Demonstrate Rotation of the ILD
o Explain benefits of this feature
e Demonstrate compression and expansion of the ILD
e Articulate the ability to perform length measurements
e Change pullback speed and demonstrate how to measure length
ACCESS CASE EXPLORER
e Access Video Loops
o Name video Loop
o Delete (or talk through) a videoloop
e Access Saved Frame
o Name Saved Frame
e Change Pullback Speed (also can be done in step 5 above)

e Access Properties
o Explain what each feature under properties reveals

END CASE
e Demonstrate editing patient information
e End Case

e |dentify hard drive capacity
e Delete case from hard drive
e Explain how to delete several cases at once
ARCHIVE A CASE
e Archive to DICOM
o Explain how to archive several cases at one time
e Archive to DVD-R
e Explain how to review case on PC (viewer software)

Page 19|91
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e Access Settings Menu
o Change date and time
o Explain Power options
Change Acquisition Rate
o Explain benefits of this feature
o When would this change
Compress ILD on default
Demonstrate DICOM / Worklist set up
Adjust rapid review settings

e Measure
o Customize measurement options
o Change Auto Measure to lumen only
o Display Auto Borders
o Change edit mode to dots only

Be able to define/demonstrate/locate the following:
CONCENTRIC Vs. ECCENTRIC PLAQUE MORPHOLOGIES
FIBROUS (SOFT PLAQUE) Vs. CALCIUM

SUPERFICIAL Vs. DEEP CALCIUM

ARC DEGREE OF CALCIUM

ADVENTITIAL CUTS

SUBIMITMAL PLACEMENT OF GUIDEWIRE WIRE

TRUE LUMEN Vs. FALSE LUMEN

DISSECTION FLAPS

SIDE BRANCH ANATOMIES
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Visions PV .014p Rx, PV .018 RX, PV .018 OTW specifications quiz

Label the PV IVUS Catheter Specs according to the IFU and fill in the chart below.

PV .014p RX Catheter

Working length
RX length

e

I'd

100 cm

& ()

s .
i ; —

+ GlyDx® Hydrophilic Coating
AN\

29F Brachial and Femoral
Shaft Markers

Distal Tip and RO Marker Detail

a\y

Guide/w(ire 3.*3 F -/:c perLd Tip
Exit Port O.D.0.019"
<0.014"

(0.36 mm)

— - -

Normal fluoroscopic appearance

PV .018 RX Catheter

Imaging Plane

P —— _
‘\ l $5cm ‘
o & [ e Smm—
=T r—r e ——__\- X AN — e T e
I ‘==J 3ir S~Mn xoz
Out-dc\:f-o'; 0030
L
' = 6F
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Reconnaissance PV .018 Digital IVUS catheter

| - Transducer 3.5F
oo |
- ‘ - L Tip 0.0. £0.032" (0.81 mm)

150 cm working length

PV .014p Rx, PV .018, PV .018 OTW Catheter specs

Minimum . . . .
Guide ChromaFlo Tip to Crossing IVUS RX Max Working Maximum
. Transducer Profile of . . Length Field of
Catheter Ability? MHz/Elements Length Guidewire .
Size Length (mm) | Transducer (cm) View (mm)
Visions PV .014P Rx
Visions PV .018
Reconnaissance PV
.018 Digital IVUS
Proper device prep for RX catheters
1. Remove Winged Flush Tool from .
2. Attach Winged Flush Tool to a filled with heparinized saline.
3. Carefully insert distal tip of catheter into open end of .
4. Flush the end of the catheter with using the Winged Flush Tool until fluid
exits the exchange port; be careful to not damage the ___ of the catheter.
5. Catheter is now flushed, wipe with , and load
Note — PV .014P Rx has a , inside , that must be removed prior to flushing.
Briefly describe the flush procedure of the .018 Digital IVUS Catheter
Page 22|91
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Check your answers on the PV IVUS Catheter Specs.

PV .014p Catheter

Working length

/ RX length
PIM Connector
150 cm e

100 cm ‘_/

k fl’—\l ‘ } | N * GIyDX'Z:i;;rr]ophﬂic Coating
= = N . A AT

29F Brachial and Femoral Guide Wire 3.3F Transducer Tapered Tip
Shaft Markers Exit Port 3.5F 0.D. 0.019"
<0014
(0.36 mm)
Distal Tip and RO Marker Detail
|q—10mm | 10 mm > |« 10 mm |4—5 mm—r|
|..| — 14 mm > | 10mm—h|

I mm Imaging Plane

Normal flucroscopic appearance

PV .018 Catheter

Et: e PIM Coanector
’ |

/ 13%cm -
} $Szm
‘\ m ‘ I = Jem
X T X — N\ —— S\ SRyl
$069100 01 001 ‘=J ’ \/ \
JAF S8an Markers 1500
Guide Wire Transduce” G o3
> Exa Port ase
2 6F
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Reconnaissance PV .018 Digital IVUS catheter

Strain relief

P
connector

5F Transducer 3.5F Imaging plane
. B

2 -
/ 1 ‘

¥-Connector

Hydro-V coating |

Tip 0.D. £0.032" (0.81 mm)

150 cm working length

PV .014p RX, PV .018 RX, PV .018 OTW Catheter specs

Minimum . . . .
Guide | ChromaFlo Tip to Crossing IVUS RX Max Working | Maximum
. Transducer Profile of . . Length Field of
Catheter Ability? MHz/Elements Length Guidewire .
Size Length (mm) | Transducer (cm) View (mm)
Visions PV .014P Rx 5F Y 10mm 3.5F 20MHz 24cm .014 150cm 20mm
64 Elements
Visions PV .018 6F Y 10-13mm 3.5F 20MHz 31cm .018 135cm 24mm
64 Elements
Reconnaissance PV 20MHz
018 Digital IVUS 5F Y 2.5mm 3.5F 64 Elements N/A .018 150cm 20mm

Proper device prep for RX catheters
1. Remove Winged Flush Tool from catheter hoop.
2. Attach Winged Flush Tool to a 10cc syringe filled with heparinized saline.
3. Carefully insert distal tip of catheter into open end of Winged Flush Tool.
4. Flush the distal end of the catheter with heparinized saline using the Winged Flush Tool until fluid exits
the proximal exchange port; be careful to not damage the tip of the catheter.
5. Catheter is now flushed, wipe with wet 4x4, and load on the wire.

Note — PV .014P Rx has a stylet, inside the exchange rail, that must be removed prior to flushing.

Briefly describe the flush procedure of the .018 Digital IVUS Catheter

Flush the guidewire lumen through the port at the catheter’s Y connector, and then wipe down the entire
working length with sterile heparinized normal saline.
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Visions PV .035 specifications quiz

Label the PV IVUS Catheter Specs according to the IFU and fill in the charts below.

PV .035 Catheter

e Elj
I

HEE INEEE INEEE INEEE I.’hl INENE INNEE IEEEE IIIIIIIQ.IIIIIII:WU:

Inked Markers
non-radiopaque)

Radiopaque
Markers

Imaging Plane
1.5mm
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Briefly describe the flush procedure of the PV .035 IVUS Catheter.

PV .035 Catheter Specs

Internal Use Only. Do not copy or distribute.

Minimum Tip to Crossin Workin Maximum
Guide ChromaFlo | Transducer Profile ogf IVUS Max Len thg Field of
Catheter Ability? Length MHz/Elements | Guidewire g View
R Transducer (cm)
Size (mm) (mm)
Visions
PV .035
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Visions PV .035 specifications answer key

Check your answers on the PV IVUS Catheter Specs.

PV .035 Catheter

e Eljum

HNE INENE INNEE INEEE Iiﬁl INENE INEEE IEEEE lllllll&llllllll:.t:

Inked Markers
(non-radiopaque)

1mm

als

Radiopaque
Markers

5mm

o—

Imaging Plane
1.5mm
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Briefly describe the flush procedure of the .035 IVUS Catheter

Flush the guidewire lumen through the port at the catheter’s Y connector, and then wipe down the entire
working length with sterile heparinized normal saline.

PV .035 Catheter Specs

Minimum Tip to Crossin Workin Maximum
Guide ChromaFlo | Transducer i & IVUS Max & .
. Profile of . . Length Field of
Catheter Ability? Length MHz/Elements | Guidewire .
. Transducer (cm) View (mm)
Size (mm)
Visions
PV 8.5F N 12mm 8.2F 10MHz 038 90cm 60mm
64 Elements
.035
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Pioneer Plus IVUS Guided Re-Entry Catheter objectives

Clinical Technical
1. Articulate Indications 1. Describe the product 1.
for Use. specifications and
features of Pioneer
2. Discuss Clinical Plus.
Indications for Pioneer
Plus. 2. Discuss and
o |dentify Competitors demonstrate Pioneer
e Demonstrate knowledge Plus device set-up, prep
of device performance and case workflow.

compared to competition
3. Demonstrate

3. Identify and discuss knowledge of sheath 2.
appropriate clinical selection.
applications of Pioneer e |dentify recommend
Plus. sheath size.

e |[dentify clinical scenarios
that are inappropriate/ 4. Demonstrate
contraindicated knowledge of Guidewire
Management.

4. Complete Image e Identify compatible
Interpretation wires, length, size and
exercises with the FST coatings.
on the system. Be able e Identify guide wire
to discuss: lumens and appropriate 3.

e ChromaFlo and benefits wire for each lumen —

of this feature
e True lumen vs. False

Tracking wire vs. Sub

Intimal Wire.
lumen e Proper
insertion/removal of
5. Observe 3-5 Cases. device.

e Discuss clinical scenario
of each case with FST.

Internal Use Only. Do not copy or distribute.

Sales

Discuss key factors to
successful Pioneer Plus
launch strategy with Field
Trainer:
e Discuss setting appropriate
expectations for Physicians
e Role play talk tracks
e Practice objection handling
e Discuss and demonstrate use
of data

Discuss Competitive
Positioning of Pioneer Plus
against other Re-Entry
Devices on the market:
e What is the value of
controlled Re-Entry?
e Articulate the value
proposition of Pioneer Plus.
e Articulate the synergies of
IVUS, Pioneer Plus and
Phoenix Atherectomy.

Develop Launch plan with
RSM:
e |dentify Targets within
territory.
e Refine talk tracks and
objection handling.
e Set-up account visits.
e |nitiate Physician and staff
product training via product
demonstration.
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Pioneer Plus IVUS Guided Re-Entry Catheter quiz

Label the Pioneer Plus IVUS Catheter components per IFU and fill in the chart below.

m—

—_—— )

e e—
o

Pioneer Plus IVUS Guided Re-Entry Catheter Specs

Sheath

GW
Diameter(s)

GW
Length(s)

Working
Length
(cm)

Needle
Depths
(mm)

IVUS
MHz/Elements

Needle exits __mm
proximal IVUS transducer

Briefly describe indication for use:

Briefly describe the prep of the Pioneer Plus Catheter:

Internal Use Only. Do not copy or distribute.

Page 30|91




PHILIPS

Pioneer Plus IVUS Guided Re-Entry Catheter answer key

Check your answers on the components of the Pioneer Plus IVUS Catheter.

Needle Needle Needle deployment
depth stop ring | with autolock ring
markers with lock
Handle

Needle
guide wire lumen

Connector for IVUS console

m m]lc AN“ INSTRUCTIONS FOR USE REF PPLUS120 ENGLISH
PIONEER™ PLUS

(ATHETER

IVUS TRANSDUCER CABLE
FIGURE 1. Pioneer™ Plus Catheter. The needle is shown deployed. N
(@ .014 OTW GUIDEWIRE) STRAIN RELIEF I

NEEDLE PROXIMAL SHAFT
vus _ TP DISTAL SHAFT DEPLOYMENT RING
TRANSDUCER

Y o 4 é
Y L BARY - 's/ m -1
\‘ A { / | Dmcamo Y

i STOP RING
LUER
RE)

(@.014 OTW GUIDEWI

(@ .014 RX GUIDEWIRE) DETAILA

501-0100.185_003 (@ .014 RX GUIDEWIRE)

Pioneer Plus IVUS Guided Re-Entry Catheter Specs

Working Needle IVUS Needle exits ___mm
Sheath GW Diameter(s) | GW Length(s) Length Depths proximal IVUS
MHz/Elements
(cm) (mm) transducer
014 (Both)
190cm(Rx) 20MHz
F
oF OTW must be 300cm(0TW) 120cm 35,7 64 elements /
non-hydrophilic
Page 31|91
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Pioneer Plus IVUS Guided Re-Entry Catheter procedure steps

"'VOLCANOD "{VOLCANO

Pioneer Plus re-entry Catheter Pioneer-Pus re-entry Catheter
STERILE CONTENTS PROCEDURE STEPS
" F'G"EE"FI_“S re-entry calhet_er 1. Backload Pioneer over subintimal
= Large sterile PIM drape (on inner box wall) 014 wire and advance to sheath
= Small 2«2 plastic bag for IWUS connector If resistance, wipe down wire or flush
= White *winged” RX flush adapter AX lumen
Requires (2) NON-hydrophilic 300 x .014 wires i i
Suggest Miracle Bro or Grand Slam wires 2. Advance Pioneer beyond lesion
Align curve of needle with curve of
PIONEER PREP aortic bifurcation
1. Place 2x2 bag over IVUS connector Slight rotation of Pioneer or balloon
2. Attach “winged” adapter to 10cc syringe pre-dilatation may be needed when
and flush BX lumen tip adyangfng into 5ub,|"nﬁn|gj5page
3. Attach a Tuohy-Borst to proximal luer on
Pioneer handle and flush needle lumen 3. Identify ChromoFlo image of true
4. Dry-Fire needle (confirm it's working) lumen, then rotate Pioneer so true
Remove catheter from plastic hoop. Set lumen image is orientated to 12 o’clock
needle stop (red collar) to 7, unlock blue location on IVUS screen
deployment collar {a night % turn)
and deploy needle with quick continuous 4. Under Floro, identify curvature
fwd thrust until Blue collar hits Red collar of needle housing
5. Create “wire-tip-bend” on needle wire
insert 300 em NON-hydrophilic wire into 5. Use gradicules on IVUS screen to aid
proximal needle lumen, advance out in determining needle throw length
deployed needle fip, put 90° bend on
the wire fip, refract needle, then refract wire 6. Set Hed needle depth collar to desired
& re-flush lumen. depth, then rotate Blue deployment
collar %4 turn Rt. to unlock, then full
IVUS PREP . advance Elue collar in a single quic{
1. Power On (system takes couple min to boot) forward motion to deploying needle
2. Enter patient info (Patient ID# is the minimum
info required to save procedure data) 7. Slowly advance quide wire, exiting
3. Place sterile cover over PIM needle and into frue lumen
4. CDIIHE{EI EiDﬂEET ::unnec_tur to PIM (IVUS If resistance, stop, retract needle slightly
screen indicafes catheter is defected) and try advancing wire again
9. Fre_ss ChromoFlo button on console to {If unsuccessful, then fully retract needle,
activate ChromoFlo feature then retract wire, then reposition Pioneer -
GENERAL INFO and repeat step #5 again)
= Only use 300 x .014 NON-hydrophilic wires 8. Once in true lumen, fully retract
=  “Needle in = Wire in” (Always retract needle needie and remove (R subintimal wire
before retracting needle-wirs)
=  “Needle out = Wire out™ (Always deploy 9. Disconnect Pioneer from PIM
needle before advancing needle-wire)
= MNeedle Deployment (Always use a firm 10. While pinning true lumen wire,
confinuous mation - do not pause) remove Pioneer off wire
= For easier advancement, under fluoro, ensure Retract Pioneer using short smooth strokes
the curved needle housing is aligned with (walking it off the wire). Ensure .014 wire
curve of the bifurcation remains in true lumen
= After using Pioneer for re-entry, keep
in sterile field - can still be used as Proceed with intervention...

standard WVUS catheter during procedure
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Pioneer Plus Catheter True Lumen Re-Entry Animation

Insert Pioneer Plus over Use IVUS to precisely
0.014" subintimal guide wire. target re-entry into the true lumen.

Advance a non-hydrophilic wire Retract needle and remove Pioneer
through the needle into the true lumen. Plus,
e00-g101 38 18

Watch the Pioneer Plus Animation.

Internal Use Only. Do not copy or distribute.

Determine appropriate needle
depth and deploy needle,

e

Complete procedure.

PHILIPS
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Pioneer Plus IVUS Guided Re-Entry Catheter Certification Evaluation

The trainee should be able to verbalize the following:

‘ Identify Indications per IFU

O The Pioneer Plus catheter is intended to facilitate placement and positioning of catheters within the
peripheral vasculature

O The Pioneer Plus catheter also provides an intraluminal cross-sectional ultrasound image of the area of
interest to facilitate placement of guide wires beyond stenotic lesions (e.g., sub-total, total, or chronic
total occlusions) prior to additional intervention (i.e. PTA, stent, etc.)

O The Pioneer Plus catheter is not indicated for use in the coronary or cerebral vasculature

Device Description

O 6 Fr sheath compatible
O Catheter is dual-wire system containing both an RX and OTW lumen
e Both lumens accept 0.014” guide wires
RX guide wire is the “subintimal” or “tracking” wire and may be 190 or 300 cm in length
OTW guide wire is the “re-entry” or “needle” wire and must be 300 cm in length and non-hydrophilic
Distal catheter incorporates 64 element phased array IVUS component
Catheter can only be used with the Volcano s5, s5i, or CORE system, Core M2
Catheter incorporates a 24 gauge Nitinol re-entry needle
Needle depth is determined using graticules on IVUS image
Pre-determined needle depths are 3,5 and 7 mm. Needle depth is “set” using needle deployment ring
on the proximal end of the catheter
O Needle exits catheter approximately 7 mm proximal to the IVUS transducer

OO0 o0ooaoad

Device Prep

o Confirm valid device expiration date
O In a sterile fashion, open device pouch and place PIM connector in the small plastic pouch and close
o Evaluate needle function:
e Set the needle deployment distance by rotating the Stop Ring clockwise to 7mm
e Rotate the Needle Deployment Ring in a clockwise direction and advance it up to the Stop Ring to
test the needle for proper advancement and retraction
e Return both the Stop and Needle Deployment Rings to their original positions before proceeding
further
O Attach a rotating hemostasis valve to the proximal luer of the catheter and flush the valve and catheter
with heparinized saline
O Flush the distal end of the catheter with heparinized saline using the Flushing Tool; be careful to not
damage the tip of the catheter
o Slide the sterile Probe Cover over the Patient Interface Module (PIM)
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O Remove the plastic pouch from the PIM connector. Connect the Pioneer Plus catheter to the PIM-turn
IVUS console on and assure a properly functioning connection

O Inserta 300 cm long 0.014” non-hydrophilic guide wire into the needle lumen (do not leave the distal
tip of the wire exposed outside the needle tip- place it within the needle). Carefully tighten the
rotating hemostasis valve around the needle guide wire

Procedural Steps

O Using a percutaneous technique, place 0.035” guide wire beyond target lesion by creating a small
“loop” in the distal guide wire and enter the sub-intimal space

O Using an exchange-type catheter, exchange 0.035” guide wire for supportive 0.014” guide wire

O Back-load the distal tip of the catheter onto the supportive 0.014” guide wire and advance catheter
into the vasculature

O Turn on the ChromaFlo feature to verify an IVUS image is obtained

O Advance catheter to desired site using fluoroscopy

o Using ChromaFlo, orient the catheter such that the true lumen is located at the 12 o’clock position,
visualized on the IVUS console screen

o Determine proper needle depth by utilizing the graticules on the IVUS image

O Rotate Stop Ring to desired needle depth

O Rotate the Needle Deployment Ring clockwise and quickly advance it to deploy the re-entry needle into
the true lumen of the vessel

O Loosen hemostatic valve and advance the non-hydrophilic needle guide wire into the lumen of the

vessel

Return Needle Deployment and Stop Rings to their original positions

Remove the subintimal tracking wire

Disconnect Pioneer Plus from the PIM

Under fluoroscopy and using a catheter exchange technique, remove the catheter, assuring the needle

guide wire remains straight

o Now the 0.014” guide wire (previously the needle guide wire) may be used to treat the intended target
lesion

O 0o o d

General Information

e Do not attempt to perform an angiogram through the Pioneer Plus catheter (at the rotating
hemostasis valve)

e Assure needle guide wire does not have a hydrophilic coating

e If user meets significant resistance when initially placing Pioneer Plus catheter at desired site do not
force catheter advancement but remove catheter and pre-dilate the desired site using small PTA
balloon, 2.0-2.5 mm diameter. Afterward re-advance Pioneer Plus catheter and proceed as planned

Practice Grade: Pass: Fail:
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Phoenix Atherectomy System objectives

Clinical

1. Articulate Phoenix
Atherectomy System
Indications for Use.

2. Discuss Clinical Indications
for Phoenix Atherectomy
System.
o |dentify Competitors
e Demonstrate knowledge of
device performance compared
to competition

3. Identify and discuss
appropriate clinical
applications of Phoenix
Atherectomy System
o |[dentify clinical scenarios that
are inappropriate/
contraindicated

4. Complete Phoenix
Atherectomy System inservice
with assigned FST on the
system and catheters. Be able
to discuss:
® Proper preparation, setup of
catheters, and process to
activate deflection
e |dentify the Components of
Phoenix Atherectomy System
e Describe mechanism of
action
e Describe the difference
between Tracking and
Deflecting Catheters

5. Observe 5 -7 Cases using
Tracking Catheters and 2
cases using Deflecting Cases

o Discuss clinical scenario of
each case with FST.

Internal Use Only. Do not copy or distribute.

Technical

1. Describe the product
specifications and
features of Phoenix
Atherectomy System

2. Discuss and

demonstrate
Phoenix
Atherectomy System
device set-up, prep,
deflection and case
workflow.

3. Demonstrate

knowledge of
appropriate catheter
sizing.
e |dentify recommend
sheath

4. Demonstrate

knowledge of
Guidewire
Management.

e Identify compatible
wires, length, size and
coatings.

e Proper
insertion/removal of
device.

Sales

Discuss key factors to
successful Phoenix
Atherectomy System
launch strategy with
Field Trainer:

e Discuss setting
appropriate expectations
for physicians

e Role play talk tracks

e Practice objection
handling

e Discuss and demonstrate
use of data

Discuss Competitive
Positioning of Phoenix
Atherectomy System
against other
atherectomy devices on
the market:

e What is unique to Phoenix
Atherectomy System?

e Articulate the value
proposition of Phoenix
Atherectomy System

o Articulate the synergies of
IVUS, Pioneer Plus, and
our Therapies solutions.

Develop Launch plan
with RSM:
e |dentify Targets within
territory.
o Refine talk tracks and
objection handling.
e Set-up account visits.
e |nitiate physician and staff
product training via
product demonstration.
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Phoenix Atherectomy System specifications quiz

Review and practice identifying the components of the Phoenix Atherectomy System.

Label the components of the Phoenix Atherectomy Catheter System per IFU.

B
d s’
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Phoenix Atherectomy System specification answer key

Check your answers on the components of the Phoenix Atherectomy Catheter System.

Phoenix
Catheter

Handle On/Off
Switch

Wire Support Clip %

Rotation Iﬁ

D, amamem mn s LR LR AR )

Disposal
Outlet

Wire Support Clip
with Integrated Torquer

"

s"" - ; — |
K‘T:. [% l:nnuu-&-sulu-slnsumd H

Central
Guidewire Port

Page 38|91

Internal Use Only. Do not copy or distribute.



PHILIPS

Phoenix Atherectomy System Certification Evaluation

The trainee should be able to verbalize the following:

Identify Indications per IFU

O

The Phoenix Atherectomy System is intended for use in atherectomy of the peripheral
vasculature.

The Phoenix Atherectomy System is not intended for use in the coronary, carotid, iliac, or renal
vasculature.

Device Description

O

O

Phoenix system components include Atherectomy Catheter, Atherectomy Handle, Wire
Support Clip and Disposal Bag. All system components are sterile, single-use devices designed
for atherectomy of the peripheral vasculature
The Phoenix Catheter is a flexible double-lumen catheter that contains a torque shaft that is
attached to a metal cutting element at the distal tip and a centralized guidewire lumen. An
Archimedes Screw is fixed on the outer surface of the torque shaft. The distal cutter head is a
true front cutting design incorporating 2 helical shaped blades on the distal tip, 4 blades within
the cutter head which further macerates excised plague. When activated, the torque shaft
rotates, causing the cutting element to cut, capture and continuously clear plaque through
passive conveyance via the Archimedes Screw.
The Phoenix Handle includes a battery — operated motor/handle that drives rotation of the
cutter at a nominal speed of 10,000 to 12,000 RPM. The Phoenix System is activated by sliding
the ON/OFF slider switch on the top of the Handle
The Phoenix Wire Clip is an accessory which can help support and secure the guidewire
position during the procedure.
Phoenix Atherectomy Catheter sizes, lengths and sheath compatibility include:
e 1.8mm tracking, 130 and 149cm, 5fr sheath
o Minimum vessel diameter 2.5mm
2.2mm tracking, 130 and 149cm, 6fr sheath
o  Minimum vessel diameter 3.0mm
2.4 tracking, 130cm,7 fr sheath
o Minimum vessel diameter, 3.0mm
2.2mm deflecting, 130 cm,6 fr sheath
o Minimum vessel diameter 3.0mm
2.4mm deflecting, 127cm straight -125cm deflected, 7fr sheath
o  Minimum vessel diameter 3.0mm
Catheter is OTW system
e Accommodates 300cm 0.014” guidewires
e Refer to approved guidewires listed on IFU
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Device Prep
0 Confirm valid device expiration date
0 Examine the packaging for cuts, tears, or other breach of the sterile barrier.
O Examine the Phoenix Atherectomy Catheter for bends, kinks or other damage.
0o Examine the Handle for sign of damage.
o Turn ON the Handle and ensure that it can be activated. Do not use any defective equipment
O In a sterile fashion, open sterile packages containing Phoenix catheter, handle, wire support

clip and disposal bag
O Priming the Phoenix Catheter
e Attach 10cc syringe filled with heparinized saline onto the disposal outlet and flush slowly
with gentle pressure until saline drips out of the guidewire port.
e Cover the centralized guidewire port with a finger and continue to flush until saline drips
out of the distal tip of the catheter
e Attach handle
o Assembly of Phoenix Catheters
e Remove white tape covering on/off switch
e Snap catheter into handle matching “C” in handle with sweep knob
Verify that Catheter is completely inserted into handle, listen for 2 clicks

e Snap handle on from front to back, remove from back to front
O Use of Wire Support Clip
e Slide or snap 0.014 compatible torque device into Wire Support Clip
e Snap Wire Support Clip onto handle
o Feed the proximal end of the wire into the torque device and form a support loop
of about 10-15cm that spans from the central guidewire exit port of the Catheter
to the Wire Support Clip
o Tighten the torque device onto the guidewire
o Verify that the torque device does not spin in the Wire Support Clip. Replace
torque device if it is not firmly secured in the Wire Support Clip

Attach disposal bag to disposal port
Post Procedure Flushing

When removing device from patient, if additional use is remotely possible, submerge tip

of catheter in heparinized saline and activate motor drive unit to flush debris from

internal components. Avoid contact with bowl and contents within bowl.

O Help prevent debris in internal components from clotting

0 Debulked material will be forced out of Archimedes Screw into device catheter shaft and laser
cuts. This can create perforations in catheter shaft PTFE coating
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0 Verbalize: If the Phoenix System is used to treat multiple lesions in the same patient, where
the Catheter is removed and re-inserted through the Introducer Sheath, the Catheter must be
flushed between re-insertions using the Catheter Preparation Method for System Test where
the System is turned ON with the Catheter tip completely submerged in heparinized saline to
actively clear blood and/or debris that may be within the catheter lumen.

It is important that we reinforce this more strongly because common practice is to flush
lumen for all devices before going back in and we need to reinforce this message as the
proper procedure is to flush.

Procedural Steps

O Insertion

Insert the appropriately —sized sheath with a cross cut hemostasis valve using standard
techniques

Advance an approved 300cm 0.014” guidewire through the sheath beyond the lesion to
be treated, taking care to remain intraluminal

Backload the end of the guidewire into the distal tip and out of the proximal end of the
Phoenix Atherectomy Catheter guidewire lumen. Insert the distal tip of the Phoenix
Atherectomy Catheter into the introducer sheath with the Phoenix System OFF until the
tip exits the Introducer Sheath with the Phoenix System OFF until the tip exits the
Introducer Sheath.

O Guidewire Preparation

While holding the guidewire stationary and using fluoroscopic guidance, advance the
Phoenix Atherectomy Catheter distal tip over the guidewire to within a few millimeters
proximal to the target lesion

Confirm that the guidewire is intraluminal. A second angiographic viewing angle to
confirm wire placement is recommend

Confirm that the distal tip of the guidewire is positioned a minimum of 20cm from the
distal tip of the Catheter

Apply torque device tightly to the guidewire approximately 20 cm to 30 cm from central
guidewire port.

Monitor the smooth tracking of Catheter over guidewire during operation .If resistance is
encountered during the procedure, remove Catheter and flush guidewire lumen by running the
Catheter within a heparinized saline bowl where the System is turned ON with the Catheter tip
completely submerged in heparinized saline to actively clear blood and/or debris that may be within
the catheter lumen.

O Crossing the Lesion and Debulking

Under fluoroscopic guidance, turn ON the Phoenix Atherectomy Catheter using the switch
on the Handle. Advance the Catheter slowly at a rate of 1mm/sec through the lesion. In
highly stenotic lesions or lesions > 10 cm in length, periodically pause and withdraw the
Catheter to allow improved blood flow and plagque removal during cutting. Continue to
advance distal tip of Catheter until it has crossed the lesion
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The Phoenix Atherectomy System must remain ON to remove plaque
Withdraw the Catheter until the distal tip is proximal to the lesion. Image the lumen and
repeat cutting through the lesion if desired (Flush the catheter before repeating).

O Phoenix Atherectomy Catheter Removal

Removal of the Catheter should be accomplished by running the device off the wire in ON
mode

Use a standard over-the-wire guidewire management technique to remove the Catheter
out of the sheath under fluoroscopic guidance.

Utilize Wire Support Clip with torque device while removing Catheter to prevent wire
spinning. Adjust position of torque device, while device is off, to feed wire into the handle
until the Catheter tip exits the Introducer Sheath

Turn OFF the Phoenix Atherectomy System with the switch on the Handle

Perform a post- atherectomy angiogram

o Debulking to Larger Diameter (Deflected Cutting) Phoenix 2.2mm Deflecting

When moving to deflected cutting, the use of a flexible (“light”) guidewire allows maximum
deflection of the Catheter tip. Exchange guidewire if desired.

While holding the guidewire stationary and using fluoroscopic guidance, advance the
Phoenix Atherectomy Catheter distal tip to within a few millimeters proximal to the target
lesion.

To Rotate: Adjust the position of the Catheter tip by turning the knob on the Catheter
Handle clockwise or counterclockwise. As the knob is rotated, a tactile click will be felt by
the user. A 360 degree rotation of the Catheter tip can be achieved with 24 clicks of the
knob.

Under fluoroscopic guidance, turn ON the Phoenix Atherectomy System.

Warning: When the catheter is deflected and the System is ON, do not leave the cutter
head stationary or perforation may occur.

Advance the Catheter slowly and carefully while debulking. Always monitor the Catheter tip
deflection position during cutting Rotate and/or reposition the Catheter tip as desired
during cutting or between passes.

The Phoenix Atherectomy System must remain ON in order to effectively remove plaque.
Once the lumen is opened up to the maximum diameter desired, turn OFF the Phoenix
Atherectomy System.

Retract the Catheter at least 1 cm proximal to the lesion.

Perform an angiogram to assess the lumen.

Continue debulking if desired and reassess the lumen with an angiogram.

o Debulking to Larger Diameter (Deflected Cutting) Phoenix 2.4mm Deflecting

When moving to deflected cutting, the use of a flexible guidewire allow maximum
deflection of the Catheter tip. Exchange guidewire if desired.

While holding the guidewire stationary and using fluoroscopic guidance, advance the
Phoenix deflecting Catheter distal tip to within a few millimeters proximal to the target
lesion.
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To Deflect: Using the Slider, slide the Outer Sheath distal to increase deflection (bend tip)
and backward to decrease deflection (straighten tip). The Slider features a trigger lock to
maintain selected position.

To Rotate: Adjust the position of the Catheter tip by turning the knob on the Outer Sheath
clockwise or counter clockwise. As the knob is rotated, a tactile click will be felt by the
user. 360-degree rotation of the Catheter tip can be achieved with 8 clicks of the knob. If
there is resistance to rotating the tip, decrease deflection (straighten tip) prior to rotating
and then re-adjust to desired deflection

Under fluoroscopic guidance, turn ON the Phoenix Atherectomy System.

Warning: When the catheter is deflected and the System is ON, do not leave the cutter
head stationary or perforation may occur.

The Catheter may be advanced and retracted while at a fixed deflection setting to debulk.
Always monitor the Catheter tip deflection position during cutting, to ensure the setting
does not need to be adjusted as debris is removed and there is less resistance to
deflection.

Rotate and/or reposition the Catheter tip as desired during cutting or between passes.

If there is resistance to rotating the tip, decrease deflection (straighten tip).

The Phoenix Atherectomy System must remain ON in order to effectively remove plaque.
Once the lumen is opened up to the maximum diameter desired, turn OFF the System.
Retract the Catheter at least 1 cm proximal to the lesion.

Perform an angiogram to assess the lumen.

Continue debulking if desired and reassess the lumen with angiogram.

O Phoenix Atherectomy Catheter Removal

Stabilize the guidewire across the lesion, straighten the Catheter tip by sliding the Outer

Sheath to the fully proximal position, and carefully remove the Catheter out of the sheath

under fluoroscopic guidance using standard over- the wire technique.

Hold the guidewire firmly during the Catheter removal process by manually securing the

guidewire or securing (“locking”) a torque device to the guidewire.

Removal of the Catheter should be accomplished by running the device off the wire in ON

mode per the following steps:

o Lock a torque device on the proximal end of the guidewire a distance back from the
Introducer Sheath.

o Hold the torque device manually or with the Wire Support Clip to prevent guidewire
rotation and turn ON the Phoenix Atherectomy System using the switch on the handle

Under fluoroscopy, remove the Catheter by feeding the wire into the handle until the

Catheter tips exits the Introducer Sheath.

Turn OFF the Phoenix Atherectomy System with the switch on the Handle

Perform a post-atherectomy angiogram
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Grade: Pass: Fail:

Trainer Signature:

Date:

Trainee Signature:

Date:

Comments:

Internal Use Only. Do not copy or distribute.
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AngioSculpt & Stellarex objectives

Clinical

Articulate Indications for
Use.

Discuss Clinical

Indications for

AngioSculpt and

Stellarex.

o |dentify Competitors

e Demonstrate knowledge of
device performance
compared to competition

Identify and discuss
appropriate clinical
applications of
AngioSculpt and
Stellarex.
o |dentify clinical scenarios
that are inappropriate/
contraindicated

Complete AngioSculpt
and Stellarex in-services
with assigned FST. Be
able to discuss:
o Key talking points of the
data and clinical studies
o Reference key studies and
important statistics
e How each device works in
calcium

Observe 2-5 Cases.
e Discuss clinical scenario of
each case with FST.

Technical

Describe the product
specifications and features
of AngioSculpt and
Stellarex.

Discuss and demonstrate
AngioSculpt and Stellarex
device packaging
considerations, prep and
case workflow.

Demonstrate knowledge of
appropriate device sizing.
¢ |dentify recommend sheath
¢ |dentify proper Stellarex
overlap with use of multiple
balloons

Demonstrate knowledge of
Guidewire Management.
e |dentify compatible wires
e |dentify inflation hold times
e Proper insertion/removal of
device.

Internal Use Only. Do not copy or distribute.

Sales

Discuss key factors to
successful AngioSculpt and
Stellarex launch strategy
with Field Trainer:
e Discuss setting appropriate
expectations for physicians
e Role play talk tracks
e Practice objection handling
e Discuss and demonstrate use
of data

Discuss Competitive
Positioning of AngioSculpt
and Stellarex against other
scoring devices/cutting
balloons or DCBs on the
market:
e What is the value of each?
e Articulate the value
proposition of both
AngioSculpt and Stellarex.
e What makes our
technologies
e Articulate the synergies of
IVUS, Pioneer Plus, and our
Therapies solutions.

Develop Launch plan with
RSM:
e Identify Targets within
territory.
o Refine talk tracks and
objection handling.
e Set-up account visits.
e |nitiate physician and staff
product training via product
demonstration.
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AngioSculpt specifications quiz

Label the components of the AngioSculpt catheter.

Stellarex specifications quiz

Label the components of the Stellarex catheter.
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AngioSculpt Specifications answer key

—_—
Tip Nitinol Hypotube
Scoring
Element
Stellarex Specifications answer key
Marker Bands
Strain
Tip Balloon Shaft Relief
\ , - S
l_'_.J
Drug Coating 135 or 80 cm ‘
Working Length Manifold
Page 47191
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Stellarex In-Service Checklist and IFU

INDICATIOMNS FOR USE AND MECHANISM OF ACTION

Indications for Use

1. Percutanecus transluminal angicplasty after appropriate vessel preparation of de novo or restenotic lesions up to 180
mm in length in native SFA or popliteal arteries with reference diameters of 4-6 mm

Mechanism of Action

1. Mechanical dilatation of de novo or restenotic lesions by PTA and transfer of Paclitaxel drug to the vessel wall
2. Active drug inhibits restencsis caused by the proliferative response from vesszel injury due to PTA

PRODUCT FAMILIARIZATION

Carton, Labeling & IFU

1. Outer Carton - 5tellarex brand color is orange; green colored hexagon denotes 6Fr.

2. Sizing and SKU information is listed on the back and two sides of the spine; bar code is listed on the right spine
only; 3 pesl-off patient stickers on back; expiration date

3. IFU is located at www.spectranetics.com/IFU

Balloon Components

4 Catheter — 80 cm and 135 cm lengths to support all access approaches and to reach distal lesions; compatible
with over-the-wire 0.035" guide wires; 135 cm working length

5. Semi-compliant balloon - for mechanical dilatation of de novo or restenotic lesions

6. Low entry profile tapered tip for high pushability and trackability through severely stencsed tortuous anatomy
and previously deployed stents

7. Radiopaque Marker Bands — placed distally and proximally, indicates working length of balloon and facilitates
flucroscopic visualization during delivery and placement

8. Protective Sheath — protects drug-coated balloon prior to use

Coating: EnduraCoat™ Technology

1. Paclitaxel —is the active drug intended to inhibit restenosis; originally indicated for treatment of multipls
Cancers

2. Hybrid Paclitaxel - blend of amorphous and crystalline paclitaxel; low drug dose of 2pg/mm? and low particulate

3. Excipient — promotes adhesion and transfer of paclitaxel from the balloon to the vessel wall when exposed to
blood

4. Polysthylene Glycol (PEG) — a hydrophilic polymer with a large molecular weight and mechanical properties for
increased durability during handling, tracking and inflation

5. PEG may limit drug wash-out in calcified lesions due to its affinity to hydroxyl apatite

Stellarex Balloon Sizes

1. & French introducer sheath compatible — sized for most SFA proceduras
Balloon diameters: 4, 5, &€ mm; Balloon Lengths: 40, 60, 80, 120 mm
MWominal Fressure — the pressure that is needed to achieve the nominal diameter of the balloon when inflated
Rated Burst Pressure — high pressure for more challenging lesions; do not excesd RBF; refer to compliance card
Dose Density —multiple balloons with a total drug dose greater than 14,200 ug has not been avaluatad

[ W B S R R N
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IMPORTAMNT SAFETY INFORMATION

Contraindications, Adverse Events, Warnings, Cautions and Precautions
1. Refer to Stellarex IFU for full list

PREPARATION

Balloon Prep

1. Packaging and Labeling — single carton with two pouches; do not contact sterile field with either pouch
Use sterile gloves to handle DCE pricr to use

Remove inner Tyvek pouch from outer foil pouch and carton, remove hoop and then catheter

Remove and discard protective sheath from balloon; avoid fluid contact with coating

Flush guidewire with saline though the lumen marked “THRU"

Evacuats air from balloon by attaching syrings to lumen marked “BALLOON"

[ T ¥ T SN FE T O |

Sizing to Lesion
1. Select the appropriate Stellarex DCE size for the lesion: nominal balloon diameter should match the diameter
of the vessel distal to the lesion; balloon length must excesd the lesion by 5mm on each end
2. Refer to nominal and rated burst pressures to size to vessel
If lesion is longer than longast Stellarex DCB, use multiple Stellarex DCBs; overlap balloons 10mm
4. Approved to treat lesion lengths of up to 120mm

5}

FROCEDURE

Insertion, Dilatation, and Removal

1. Flace guidewire; if needed, first cross lesion with Quick-Cross™ Catheter or similar

Choose appropriate vessel prep for lesion (e.g. PTA, Laser Atherectomy, AngioSculpt® Scoring Balloon)
Introduce Stellarex through & French sized introducer sheath and guidewire; advance to lesion

Use marker bands to position balloon at treatment area

Inflate balloon for at least 60 seconds per compliance chart—do not exceed RBP; longer dilation times may be
optimal — greater than 2 minutes was typically used in the ILLUMENATE Pivotal clinical study

Deflate balloon, apply negative pressure and withdraw catheter

7. Do not reinsert; dispose of according to accepted medical practice

[ Y N TR N

[sa]
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ILLUMEMATE Trials: Patency and CO-TLR

1. Patency = length of time an artery maintains efficient blood flow after DCE treatment [absence of target lesion
restenosis determined by duplex ultrasound peak systolic velacity (PSVR) of = 2.5 and freedam from clinically-driven target
lesion revascularization)

2. 5tellarex has the highest reportad patency at 1 year of any DCB RCT: 85% patency in common patients (K
estimate, EU RCT); 82.3% in complex patients (KM estimate, Pivotzl); only DCB RCT studied in highly complex
patients

3. Complex patients = highest percentage of female patients and patients with severe calcium, diabetes, renal
insufficiency, and clinical obesity

4. Stellarex enrolled highest percentags of severely calcified patients in 2 DCB RCT after adequate pre-dilatation
with PTA

5. Clinically Driven Target Lesion Revascularization (CD-TLR) = Treated lesion needs to be retreated for clinical

reasons [showed a PSVR = 2.5 by duplex ultrasound or =50% stenosis by angiography and had worsening in Rutherford
classification or ABI [(0.015])

6. Stellarex demonstrated top-tier CD-TLR as low as 5.5% (EU RCT), CD-TLR of 7.9% (Pivotal)

CLIMICAL DATA,
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CVX-300 and Turbo-Elite & Turbo-Power objectives

Clinical

Articulate Indications for
Use.

Discuss Clinical Indications

for Turbo-Elite and Turbo-

Power.

o |dentify Competitors

e Demonstrate knowledge of
device performance
compared to competition

Identify and discuss
appropriate clinical
applications of Turbo-Elite
and Turbo-Power.
e |[dentify clinical scenarios
that are inappropriate/
contraindicated

Complete CVX-300 with
Turbo-Elite and Turbo-
Power in-services with
assigned FST on the system
and catheters. Be able to
discuss:
e Proper catheter calibration
and prep
e Components of CVX-300
e Brief summary of what LASER
is and how it works (LASER
Science)

Observe 5 Cases.
e Discuss clinical scenario of
each case with FST.

Technical

Describe the product
specifications and features
of Turbo-Elite and Turbo-
Power.

Discuss and demonstrate
CVX-300, Turbo-Elite and
Turbo-Power device set-up,
prep and case workflow.

Demonstrate knowledge of
appropriate catheter sizing.
¢ |dentify recommend sheath

Demonstrate knowledge of
Guidewire Management.
o |dentify compatible wires,
length, size and coatings.
e Proper insertion/removal of
device.

Internal Use Only. Do not copy or distribute.

Sales

Discuss key factors to
successful CVX-300, Turbo-
Elite and Turbo-Power
launch strategy with Field
Trainer:
e Discuss setting appropriate
expectations for physicians
e Role play talk tracks
e Practice objection handling
e Discuss and demonstrate use
of data

Discuss Competitive
Positioning of Turbo-Elite
and Turbo-Power against
other atherectomy devices
on the market:

e What is the value of LASER
atherectomy?

e Articulate the value
proposition of Turbo-Elite
and Turbo-Power.

e Articulate the synergies of
IVUS, Pioneer Plus, and our
Therapies solutions.

Develop Launch plan with
RSM:

e |dentify Targets within
territory.

o Refine talk tracks and
objection handling.

e Set-up account visits.

e |nitiate physician and staff
product training via product
demonstration.
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Turbo-Elite OTW specifications quiz

Label the missing components.
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Turbo-Elite OTW specifications answer key

Distal Tip

A

p Marker

"_/
/ Band
S r——,

/ % \"\
Luer Lock /i
Guidewire Lumen Port 7 ’.'
54 .,

/’ : N\ /’/"

. / Proximal Coupler
/: b %
.// !
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Turbo-Power specifications quiz

Label the missing components.

Figure 1. Turbo-Power Laser Atherectomy Catheter

Figure 2. Turbo Power User Interface
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Turbo-Power specifications answer key

—~Guidwire Lumen

Radiepague Tip
\

| Tail Tube
Working Length 7

Praximal ICaupiot

Matoe Drive Unit

Figure 1. Turbo-Power Laser Atherectomy Catheter

Power Indicator Emror Inckcator

Power Button

Position LEDs
Ratation Buttons

Figure 2. Turbo Power User Interface

Fiber-Optics

Torque Wire Guidewire Lumen
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Turbo-Elite sizes and specs

Fill in the Specs for Turbo Elite
oW Cathoter | 0.9mm [ 14mm [ 17mm _ [20mm __[23mm | 23mm

Turbo Elite Model #

Catheters Minimum Wassal
Dumrmagnr

M Gt e
Compatiliny

Shaatk
Compatibiliy

‘Working Langth
Fluanis | i)
Rata [Ha]

Hx Tl.lrbﬂ EI|t’E‘ Catheter 0.9mm Ldmm L.7mim 2.0rmim
Catheters Madal #

Minimum Vaszal
Dusrneter

M as. Guidewing
Compatiiliny

Shaath Comgatibility
‘Working Length
Fluenoe {mifmen’]
Rate [Hr)
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Turbo-Elite sizes and specs answer key

OTW peripheral over-the-wire catheters

Catheter diameber 0.5 1.4mim 1.7nnim 2 0w 2 3 2.5 23mm 25mm
Maodel nurmbser 410-152 414-131 417-152 420-006 423-001 425-01 423-135 4F5-135
Viessel diameter zldmm ad Imim =2 Gmm =3 0mim &3 Smim =3 Bmim =3.5rmm 3. Bmim
Max guidewire compatibility 0.0147 o.ona° 0oE" oonaE" OuE" 0.oN8" Du035" 035"
Sheath compatibility aF 5F 5F BF TF BF TF BF

Max tip outer diameter 0.038" 0.055" 068" ooED” ouoar o001 oo oaaor”
Max shaft outer diameter 0.047" 0.0567 0.069" ooET o.oar o102 ouoan” oaaz-
Warking length 150cm 150cm 1500m 150am 120crm Nocm 125cm Mm2cm
Fluence | ml/mm2) 30-80 30-50 30-50 30-80 30-50 30-45 30-60 I0-e0
Repetition rate (Hz) 25-80 25-80 25-80 25-80 25-80 25-80 25-80 #5-80

RX peripheral rapid exchange catheters

Catheter diameter 0.9mm l4mm 1.7mim 2.0mm

Model number 410-154 414-159 417-156 420-159

Vessel diameter =l.4mm =2 1mm =2 Erm =30mm

Max puidewire compatibility o.ona” Ouona” ouon4- Oulna”

Sheath compatibility AF 5F BF F

Max tip outer diarmeter 0.038" 0057 069" [eke -l ly

Max shaft suter diameter 0.049" 0o6e2" (sl rry 0E4”

Working length 130cm 150om 150cm 150cm

Fluence (ml/mmz) 30-80 30-50 30-60 30-60

Repetition rate (Hz) 25-80 25-80 25-BD 25-B0
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Turbo-Power sizes and specs

Fill-in the missing information.

&Fr Turbo Power

Feature Demsensiaon
‘Wiorking length
‘Wire Compatibaity
Shath ConpatibikTy
Lader Cathetir

TFr Turbo Power

Feature Dimension
Working length
‘Wire Compatibility
Sheath Compalibilty
Laser Cathater
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Turbo-Power 6Fr

Feature Dimension
Working length 150cm
Wire Compatibility 0.0187(0.46mm)
Sheath Compatibility &6F
Laser Catheter 2.0mm Over The Wire (OTW)

Turbo-Power 7Fr

Feature Dimension
Working length 125cm
Wire Compatibility 0.018" (0.46mm)
Sheath Compatibility 7F
Laser Catheter 2.3mm Over The Wire (OTW)
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CVX-300 In-Service Checklist

Safety
L] Laser signs
* Post laser “Danger” warning signs on all entrances to the room where the laser system is being used.
¢ Signs have the following information:
o Visible and invisible laser radiation
o Avoid eye or skin exposure
o Eye protection required
o 308 nm Excimer Laser - Class IV Laser
o 670nm Diode Laser —Class llla
* Signs can be ordered from Customer Service.
] Eye Protection

* Protective laser safety eyewear will always have the Optical Density (OD) rating at a specific
wavelength or range of wavelengths printed on the lens.

o An OD rating of at least 5 at 308nM is required when operating the CVX-300.

o Philips laser eyewear has an OD rating of 9+ and can be ordered from Customer Service, part
number 4110-0223.

* Everyone in the room including the patient must wear the appropriate laser safety eyewear at all
times when in the operating room or cath lab.

* The red aiming laser is a class llla laser and does not require any additional eye protection.

Set-Up
[ Moving the CVX-300

* The CVX-300 is heavy. Use caution when moving the system to avoid injury to you and others around
you.

* Use the rear handle and/or front hand inserts when moving the CVX-300.
* Do not attempt to lift the system with the rear handle.

* Avoid jarring the CVX-300 or running it into walls or other equipment. Move the laser system slowly
over bumps such as elevator thresholds.

* Always disconnect and store the footswitch when moving the CVX-300.

* Always ensure the power cord is disconnected from the wall and properly stored before moving the
CVX-300.

* Once the CVX-300 is in the required location lock the front wheels using the foot brake located in the
front of the laser system.
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[ CVX-300 Power-Up
* Power cord connected to wall receptacle, main circuit breaker in ON position, interlock plug installed
o Ensure the power cord strain relief on the CVX-300 is locked into position.
o Safely route the power cord to eliminate tripping hazards.
* Oninitial power up the CVX-300’s display panel will:
o Complete a lamp test
o Indicate the software version in the display window
o Complete a self-test (approx. 30 seconds)
o Count down of the 5:00 minute warm-up starts
[J Footswitch Connection
* Connect the footswitch to the connector located at the rear of the CVX-300.

o Align the red dot on the footswitch connector and the red dot on the footswitch receptacle then
insert.

O Warm-Up Mode
* The CVX-300 requires a 5:00 minute warm-up in order to operate properly.

* [f the laser system is accidentally turned off, the warm-up mode can be by-passed if the laser system
has already completed an initial 5:00 minute warm-up and was without power for less than 30
seconds before power was turned back on.

o To by-pass the warm-up mode, allow the system to complete the self-test mode and
re-enter the 5:00 minute warm-up, then simultaneously depress the Standby and Reset buttons.
The Warm-Up lamp will turn out.

Catheter Calibration

[J The front surface of the energy detector can be cleaned using an alcohol prep.

[J Catheter Connection
* Open the catheter connection door. Raise the energy detector if using a CVX-300-P.
* Insert the proximal end of the catheter completely.

[ CVX-300 Operation Verification (Reference Catheter)

* Proper operation of the CVX-300 should be verified by calibrating the Reference Catheter prior to
calibration of a clinical catheter(s). Follow the instructions to calibrate all catheters.

[ Catheter Calibration

* After connecting the catheter, depress the Calibrate button, then aim the distal tip of the catheter at
the center of the energy detector. Use the red aiming beam for centering.

* Using the catheter alignment guide, label distance the tip of the catheter between the min and max
lines. Catheter should be pointed directly at the center of the detector and not at an angle.
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* Depress the footswitch and hold it down until the CVX-300 automatically stops lasing and the Cal OK
lamp illuminates.

' . Warning: System faults may occur during the procedure if the catheter is not perpendicular to
e and/or at the proper distance from the detector surface during calibration.
Operation

] Adjust the Fluence and Rate settings per the physician’s instructions.
[ Depress the Ready button.

* Depressing the footswitch will cause the CVX-300 to operate for a period of time, as described in the
catheter’s Instructions For Use (IFU).

* A wait period may be imposed at the end of a lasing train depending on the type of catheter; refer
to the IFU. The footswitch must be released during the wait period.

o An audible beep will be heard at the end of the wait period indicating the CVX-300 is ready to
complete another lasing train.

1 Pulses Delivered Counter

* Depressing the Pulses Delivered button will display the total number of pulses delivered during the
procedure.

o The total pulses will be stored in memory until a catheter is calibrated again or the system is
turned off.

* The counter can be reset by simultaneously depressing the Pulses Delivered and Reset buttons.
[ Treatment Time Counter

* Depressing the Treatment Time button will display the total lasing time delivered during the
procedure.

o The treatment time will be stored in memory until a catheter is calibrated again or the system is
turned off.

* The counter can be reset by simultaneously depressing the Treatment Time and Reset buttons.

Troubleshooting
] CVX-300 will not turn on.

* Verify the power cord is properly connected to the CVX-300 and the wall receptacle.

* Verify the main circuit breaker on the CVX-300 is in the ON position.

e Verify the interlock plug is installed.

* Have the facilities bio-med department verify there is power at the wall receptacle.
] CVX-300 buzzes when plugged in and will not turn on.

* Release the red emergency button located on the rear of the CVX-300 by turning it clockwise.
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O

d

Fault Codes 1 - 4.

Ensure the energy detector face is clean. Use an alcohol prep to clean.

Ensure the distal tip of the catheter is clean and dry.

Try to re-calibrate again.

o If calibration is unsuccessful attempt to calibrate with the reference catheter first and then try the
disposable catheter again.

o If calibration is un-successful, turn the CVX-300 OFF and then ON again, by-pass warm-up and then
attempt to calibrate the Reference Catheter. If successful, open a new clinical catheter. Record the
Fault Code and report incident to Philips Customer Service.

o If calibration of the Reference Catheter is unsuccessful, record the Fault Code and report the
incident to Philips Customer Service.

Fault Code 5.

Remove the proximal end of the catheter from the CVX-300 and firmly reinsert.

o If Fault occurs again, report incident to Philips Customer Service.

Fault Codes 10 —50.

Turn the CVX-300 OFF and then ON again, by-pass warm-up and then attempt to calibrate the
catheter. If calibration is successful, proceed.

Record the Fault Code and report the incident to Philips Customer Service.

[ Power Error lamp flashing or on continuously.

CVX-300 Shutdown and Storage
Press the Standby button.

O

O O O

O O O O

Ensure that the 5:00 minute warm-up has been completed.

Stop use of the CVX-300 and call Philips Customer Service so a service call can be scheduled.

Turn the keyswitch to the OFF position

Disconnect the catheter from the CVX-300.

Disconnect the power cord from the wall receptacle.

Wrap power cord around cord wrap on located at the rear of the CVX-300.

Disconnect and store the footswitch in the front storage compartment.

Clean the energy detector face with an alcohol prep.

Lower the energy detector on a CVX-300-P. Close the catheter connector door.

Cover the laser system.

Internal Use Only. Do not copy or distribute.

Page 63|91



PHILIPS

Tack Endovascular System In-Service Checklist

The trainee should be able to verbalize the following:

| Tip to tail walk through on device

o All parts, markers, names, measurements, sizing, etc.

Tack Endovascular System Components

Refer to product IFU.

6F

4F

?‘»K%{/W Novel implant

(2 sizes)

Four implants on a precise

delivery system

Novel implant (.014” guidewire compatible)

6F, 3.5-6.0mm AN AN ’ , \
3N | .\ 150cm
{ X 1} A |
Six implants on a precise delivery system VARV | ‘
T . VAVA \
(.035” guidewire compatible) 120cm \
4F, 1.5-4.5mm
or ~
y = N - 135cm Py & 4
B \ﬁ//_
Tack Implant
6F, 3.5-6.0mm 6F, 4.0-8.0mm

open cell geometry

XA
1

Sizing™ self-sizes each implant to vessel di
7.3mm unconstrained diameter

6 RO center markers . 6mm deployed length

3.5-6.0mm

Ad
p

6.1mm unconstrained length

deployed length
unconstrained length

open cell geometry

6 RO center markers

Adaptive Sizing™ self-sizes each implant to vessel diameters
unconstrained diameter

4F, 1.5-4.5mm

4 RO center markers —

open cellgeometry %\\i

Y

A N —
X, 6mm deployed length

5.9mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 1.5 — 4.5mm
5.7mm unconstrained diameter

Delivery System

6F, 3.5-6.0mm and 4.0-8.0mm

& inner core markers
# visible markers = 8 undeployed Tacks on catheter

bifurcation luer
A
strain relief / 2 N

/

Shown with braided outer sheath withdrawn and Tack implants constrained on inner core

distal marker band 7 distal inner core markers

4mm in length
hemostasis valve d /‘" h : B —= o
i i port - o ~a
guidewire/fus g T T w—
> — o 6 independent Tack® implants
\\ -
Rr—— \%‘ =
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6F, 3.5-6.0mm and 4.0-8.0mm

braided outer sheath
There Is 3mm of non-radiopaque sheath
distal to target band, allowing for cle
plant and deployment salization
radiopaque distal tip 3mm

soft, tapered ™~ L B s _— _— b - -

e

|

radiopaque target band
— 1mm in length

~ P=

e —
4F, 1.5-4.5mm
/

4 inner core markers
rkers = # undeployed Tacks on catheter

2 /1)
R /I\ / ) :
[ 1\
it 10% / -~ 4 independent Tack® implants

valve e 39 & ///

/ \\—r\&— - A

bifurcation luer | A
strain relief

guidewire/flush port

| Mark or identify areas to place Tack with physician

o Dry-erase on monitor, ruler, roadmap, dry-erase with IVUS catheter and/or ruler with IVUS catheter, etc.

| Deploy 2 Tacks

O 1 regular “as-is” deployment

o 1 “custom-spaced” deployment (demonstrate ability to make slight adjustments to the system, positioning either
slightly proximal or slightly distal (“dancing” for second deployment)

O Make appropriate target marks on demo deployment tube)

| Demonstrate how to appropriately and completely re-sheath the device. Why is this important?

O Prevents accidental, unwanted deployment of additional Tacks

| Identify when Tacks should be placed in the course of treatment in the case.

O We always want to Tack last
O We always want to Tack distal first, then work distal to proximal if more Tacks are needed
e This is to minimize the chance that we need to cross fresh Tacks with devices to treat distal

| Identify how to approach Tack in a dissection.

o Trailing edge, then middle area (if needed), then leading edge
O Work distal to proximal, based on access point

| Should Tacks be overlapped?

O No. No benefit is gained in radial force, and the is possible increased risk for restenosis

| List the key factors to post dilation.

O Mag up, go slow, and visualize balloon crossing each Tack
O Match balloon to guidewire
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O Use a new balloon
O Post dilate with same size balloon as pre-treatment, utilizing same or reduced ATMs pressure

Describe what to do if the balloon looks to be contacting or moving the Tack.

o Stop

Adjust wire bias

Adjust balloon (rotation, etc)

New balloon? Does balloon match guidewire?

]
O
]
o If Tacks look good/physician satisfied and not able to safely cross to post dilate, pass on post dilation

What do we do if Tack fails to resolve dissection and/or physician unsatisfied with result?

O Attempt to re-dilate Tacks if possible
O Attempt to re-dilate Tacks with larger balloon if possible
O Utilize a bail-out stent to address/cover Tack(s) in-question

Walk through the process for a live Tack deployment under fluoro video.

1. Play the Tack Deployment under fluoroscopy video.

2. Identify the following on the video
o Distal marker band
O Target band (on sheath)
O Inner core markers, and how many are seen (3)
o Tacks
O Middle markers of Tacks
3. Talk through deployment on the video
o  Pull back of target marker band
O Notes slow technique
O Flowering of Tack (once target band has advanced to the next inner core marker)
O When a Tack is fully deployed, and confirmed as deployed (previous Tack fully deploys once the target
marker band is over the next Tack)

4. Click here to view the video answer key.

Practice Grade: Pass: Fail:
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Tack Endovascular System components quiz
Label the components.

@ Tack Endovascular System (6F) Components

Sx

\

Al | VWA
Afm NO\(/26 IslirzneF_:,l)ant N%(%

intact vascular
MKT-O Rev04

Fill in the blanks.

@ Tack Endovascular System (6F) Components

implants on a precise delivery system

( " guidewire compatible)
. cm
H 5 or
\ p
- — cm
e /

intact vascular

Internal Use Only. Do not copy or distribute.
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Tack Endovascular System components answer key

Check your answers.

YV
Novel implant A
(2 sizes) | \/\X A

\
»
»

6F, 3.5-6.0mm 6F, 4.0-8.0mm

6 |implants on a precise delivery system
(] 1035 [" guidewire compatible)

120 | em

or

o v// s

Internal Use Only. Do not copy or distribute.
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Tack Endovascular System quiz

Label the components.

@ Delivery System
(6F, 3.5-6.0mm and 4.0-8.0mm)

| | - I |

3 # visible markers = # undeployed Tacks on catheter
~ X p— —%N —

[ |/ !

\‘“‘_‘\—““ ' @ intact vascular

MKT-0215 Rev04

Label the components.

@ Delivery System *

(6F, 3.5-6.0mm and 4.0-8.0mm)

Shown with braided outer sheath withdrawn and Tack implants constrained on inner core

\ 4mm in length

intact vascular

MKI-0215 Rev04

Internal Use Only. Do not copy or distribute.
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Tack Endovascular System answer key
Check your answers.

6 inner core markers

# visible markers = # undeployed Tacks on catheter

P L, -

guidewire/flush port

4mm in length

Independent Tack® implants

Internal Use Only. Do not copy or distribute.
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Tack Implant (6F, 3.5-6.0mm) and Delivery System quiz

Fill in the blanks.

@ Tack® Implant (6F, 3.5-6.o0mm)

made from self-expanding nitinol

open cell geometry ——— mm deployed length

RO center markers —__

mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 3.5 - 6.0mm

|:’ mm unconstrained diameter intact vascular

MKT-0215 RevO4

Label the components.

(®) Delivery System *
(6F, 3.5-6.0mm)

| |

soft, ta pered\ =

intact vascular

Internal Use Only. Do not copy or distribute.
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Select the best answer.

@ Delivery System
(6F, 3.5-6.0mm)

There is mm of non-radiopaque sheath distal to target band, allowing for
clear implant and deployment visualization.

/ 2mm
“ il ;
N _’“‘ s R —————
. J 3mm _
) 4mm
,r::) 6mm Q P i
B \_—1—_7 s
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Tack Implant (6F, 3.5-6.0mm) and Delivery System answer key

Check your answers.

made from self-expanding nitinol

open cell geometry

6 | RO center markers \I A

mm deployed length

mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 3.5 - 6.0mm

7.3 | mm unconstrained diameter

braided outer sheath

radiopaque distal tip
soft, tapered ,."'f‘ — = ‘

radiopaque target band

There is mm of non-radiopaque sheath distal to target band, allowing for
clear implant and deployment visualization.

mm

() 6mm /’—\\
S~ s
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Tack Implant (6F, 4.0-8.0mm) and Delivery System quiz

Fill in the blanks.

@ Tack® Implant (6F, 4.0-8.omm)

mm deployed length
open cell geometry

mm unconstrained length

RO center markers — b £

Adaptive Sizing™ self-sizes each implant to vessel diameters 4.0 — 2.0mm

mm unconstrained diameter

intact vascular

MKT-0215 RevO4

Select the best answer.

@ Delivery System
(6F, 4.0-8.0mm)

There is mm of non-radiopaque sheath distal to target band, allowing for
clear implant and deployment visualization.

O 2mm
Q‘ 3mm
O 4mm

o TS .

mm

Internal Use Only. Do not copy or distribute.
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Tack Implant (6F, 3.5-6.0mm) and Delivery System answer key

Check your answers.

made from self-expanding nitinol

8 |mm deployed length
open cell geometry

6 | RO center markers -

8.0 | mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 4.0 — 2.0mr

9.8 | 11 unconstrained diameter

There is mm of non-radiopaque sheath distal to target band, allowing for
clear implant and deployment visualization.

mm

Internal Use Only. Do not copy or distribute.
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Tack Implant (4F) and Delivery System components quiz

Fill in the blanks.

@ Tack Endovascular System (?F) Components

Novel implant (.014” guidewire compatible)

F mm

intact vascular

MKI-O Revi4

Fill in the blanks.

@ Tack Endovascular System (4F) Components

implants on a precise delivery system

( “ guidewire compatible)

A=
\

intact vascular
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Label the components.

@ Delivery System (4F, 1.5-4.5mm)

Shown with braided outer sheath withdrawn and Tack implants constrained on inner core

intact vascular

Label the components.

@ Delivery System (4F, 1.5-4.5mm)

intact vascular

MKI-O Revi4
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Fill in the blanks.

@ Tack® Implant (4F, 1.5-4.5mm)

made from self-expanding nitinol

open cell geometry mm deployed length

RO center markers ——

mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 1.5 - 4.5mm

mm unconstrained diameter intact vascular

MKT-0215 Rev04
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Tack Implant (4F) and Delivery System Components answer key

Check your answers.

N Ovel | m p l ant (.014” guidewire compatible)

4 |implants on a precise delivery system

(| .014 |“guidewire compatible)

150 |[cm

distal marker band distal inner core markers

independent Tack® implants

Internal Use Only. Do not copy or distribute.
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guidewire/flush port

open cell geometry

RO center markers

5.9

mm deployed length

mm unconstrained length

Adaptive Sizing™ self-sizes each implant to vessel diameters 1.5 — 4.5mm

5.7

mm unconstrained diameter

Internal Use Only. Do not copy or distribute.
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Fluoroscopy quiz

Label the components.

@ Fluoroscopy

.

Product image represents Tack implant (4F, 1.5-4.5mm intact vascular

MKT-0215 RevO4
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Fluoroscopy answer key

Check your answers.

center marker of
Tack implant

inner core markers & target band on

outer sheath

deployed Tack
implant

distal tip
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Accurate Deployment quiz

Fill in the boxes.

@ Accurate Deployment

? or ?mm of non-radiopaque
sheath distal to target band, and

material of inner core allow for
accurate (*1mm) deployment

5 . @
Product images represent Tack implant intact vascular

MKT-0215 Rev04

Internal Use Only. Do not copy or distribute.

Page 83|91



PHILIPS

Accurate Deployment answer key

Check your answers.

? or ?mm of non-radiopaque
sheath distal to target band, and

| targetband : ‘

partially deployed Tack implant

material of inner core allow for
accurate (~“1mm) deployment
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QuickClear In-Service Checklist and IFU

The trainee should be able to verbalize the following:

| Indications and contraindications for using QuickClear.

O Indication: Removal of fresh, soft emboli and thrombi from vessels of the arterial and venous systems
O Contraindication: Use in the coronary or neuro vasculature

| Which sizes are indicated for both arterial and venous vasculature?

o Both 6fr and 8fr indicated for arterial and venous vasculature
O Only 10fr indicated for venous vasculature.

| Provie a quick overview of the QuickClear Mechanical Thrombectomy System.

O Two main components:
1. AQuickClear Aspiration Catheter Kit
2. QuickClear Aspiration Pump Kit
O Aspiration catheter:
e Sterile, single use, single lumen sheath that is 0.035” guidewire (GW) compatible with various tip
configurations including straight tip for 6F & shaped tip for 8F&10F catheters
e The distal 30 cm of the aspiration catheter has a lubricious hydrophilic coating to allow ease of delivery
to the target site; a radiopaque (RO) distal marker band is located at the distal tip to allow for visibility
under fluoroscopic guidance
O Obturator: Provided with the 8F and 10F aspiration catheter sizes to provide support for insertion into the
introducer sheath and aide the catheter to track over a 0.035” guidewire while accessing the target peripheral
vessel(s)

What do you need to validate when opening the QuickClear Mechanical Thrombectomy System?

o Packaged and sterilized individually—each device/kit is sterile if the sealed pouch is unopened and undamaged

O Examine the packaging for cuts, tears, or other breach of the sterile barrier—do not use open or damaged
package

O Examine the QuickClear Aspiration Catheter, in particular the catheter tip for bends, kinks or other damage

O Intended for single use only and should not be reused or re-sterilized

o Verify the “Use Before Date” dated printed on the package labels

List the equipment required per the IFU.

O The appropriately sized QuickClear Aspiration Catheter Kit

O QuickClear Aspiration Pump Kit

O Appropriately Sized introducer sheath with cross-cut valve

o Sterile heparinized (10,000 IU/L) 0.9% normal saline and 10cc or larger slip-tip syringe for priming device

o Compatible 0.035” sized, exchange length guidewire (260 cm length minimum for 6F; 180 cm length for 8F &
10F)

| List the steps to prepare the catheter for insertion.

O Withdraw the Aspiration Catheter from the sterile protective packaging by carefully removing the tip and any tip
holder from the backing card and set the Catheter on the sterile table. Ensure not to damage the catheter tip.

O Prime the Aspiration Catheter

O Forthe 8F and 10F aspiration catheter, flush the obturator with sterile saline and insert the obturator through
the Hemostasis Valve Y Connector through to the tip of the aspiration catheter.
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| Describe the pump priming process.

O Turn ON the Aspiration Pump and ensure that it can be activated. Do not use any defective equipment. Return all
damaged devices with packaging to the manufacturer/distributor. Ensure that the inline flow control switch is in
the open position.

O Attach the 60cc syringe partially filled (approximately 20-30cc) with sterile heparinized normal saline into the t-
connector on the aspiration pump tubing.

O Flush slowly with gentle pressure until saline drips out of the valve at the end of the tubing.

O Close the flow control switch and flush slowly with gentle pressure until fluid exits out the proximal end of the
pump tubing.

O Keep the 60cc syringe attached to the aspiration tubing set after priming.

O Attach the waste collection bag to the proximal end of the pump tubing.

Describe the steps for insertion.

O Insert an appropriately sized introducer sheath with a cross-cut hemostasis valve using standard techniques.

O Advance the catheter and obturator, if used, into the target vessel over a guidewire taking care not to damage
the catheter tip during insertion into the introducer sheath.

o Close the introducer hemostasis valve tight enough to prevent blood leakage around the catheter shaft, but still
allow axial movement of the catheter through the valve.

O Connect the Aspiration Pump to the Aspiration Catheter via the aspiration tubing to the side port of the
hemostasis valve.

O Close the inline flow control switch prior to intervention

List the steps for aspirating/removing a thrombus.

o Verify the position of the aspiration catheter relative to the lesion site through fluoroscopic visualization of the
radiopaque tip.
O Remove the guidewire from the catheter once catheter is placed in the target area and adjacent to the blockage
intended for removal.
O Under fluoroscopic guidance, turn ON the Aspiration Pump and open the inline flow control switch connected to
the Y-connector to initiate removal of thrombus.
e Verify that thrombus is being removed by monitoring blood being collected in the Waste Collection Bag.

WARNING: Do not operate the Aspiration System across venous valves; CLOSE the Inline Flow Control Switch
before crossing the valve.

O In highly thrombotic regions of vessels > 10 cm in length, periodically pause and withdraw the catheter slightly to
allow improved blood flow and clot removal during aspiration. Additionally, cycle the inline flow control switch
(open/close) to enhance thrombus removal and/or assess clot aspiration.

e Additional vacuum may be generated by pulling the plunger on the 60cc syringe connected to the
T-connector.

O The 8F and 10F shaped tip catheters may be rotated and advanced slowly to aspirate thrombus from a larger
diameter vessel. Reposition the catheter tip as desired during or between aspiration passes. If there is resistance
to rotating the tip, stop rotating the tip.

List the steps you should perform if the flow of aspirated material ceases during the procedure.

O Turn OFF the aspiration pump.
o  Pull the aspiration catheter back gently under fluoroscopy to verify the catheter tip is not caught in the vessel
wall.
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If the tip appears to be caught, disconnect the aspiration line/aspiration pump from the catheter to allow
catheter pressure to open and gently retract the catheter proximal to the lesion to re-establish blood flow. Turn
Pump ON to aspirate/clear blood through the catheter and resume aspiration.

If due to a clogged shaft or if flow of aspirated material is not re-established, disconnect the aspiration pump
from the catheter. Remove the catheter from the patient. Flush the catheter within a sterile heparinized normal
saline bowl with the catheter tip completely submerged in the saline to actively clear blood and/or aspirated
material that may be within the catheter lumen.

Obtain a post procedure angiogram/venogram by injecting contrast media through the guide catheter or
introducer.

Periodically monitor the Waste Collection Bag for air and vent bag as required.

List the steps you should take if the QuickClear Aspiration Catheter is used to treat multiple thrombotic occlusions
where the catheter is removed and re-inserted through the introducer sheath.

O

The catheter must be flushed between re-insertions by flushing the catheter within a sterile heparinized normal
saline bow! with the catheter tip completely submerged in the saline to actively clear blood and/or aspirated
material that may be within the catheter lumen.

Describe how to dispose of the used device.

O
O

Aspiration Catheter: Disposable per hospital biohazard procedures
Aspiration Pump:
e Contains Lithium batteries
e Is NOT disposable per standard biohazard procedures
e Should be disposed per standard hospital hazardous waste procedures

Caution: Do not incinerate the Aspiration Pump.

WARNING: Portable RF communications and electrical equipment, such as those for diathermy, lithotripsy,
electrocautery, RFID, and electromagnetic anti-theft systems, can affect any medical electrical equipment
including the Aspiration Pump.

Practice Grade: Pass: Fail:
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QuickClear quiz

Identify the components of the QuickClear System.

==
: . ~
A
—_—
-
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QuickClear answer key

Check your answers.

T-connector ———=
o

-

QuickClear
Q) 2 aspiration pump

60 cc i e ——

booster ——— .
syringe r Waste
Inline flow o collection

control switch £ bag
(S|
|

\T‘*ﬁ o

Aspiration

catheter Hemostasis valve
y-connector
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Appendix

Vessel prep Devices and Lesion characteristics table

PAD Lesion Education
Lesis Tiption — Clinical =+ Mechanism of Action,Treatment Considerations = Philips Device:
NOTE: These are genersl g2 for purposss. Every clinical scenario is unigue and requires individusl assessment 2ndis subject to the opersting phyzicien®s experence and comfort level
Lesion Description clinical challenges Devices that may not perform well m&ﬁ e
. ¥ * POBA pushes plague againat the = Turbo-Eite Lasr = Works at the ti; no.
watar contem = Can be puibed dowsatream detulking and may stretch the vessal g pars; will debsulky skl
* Coubd inhiit drug tassfir from DCA/DES - = withau = Phosnis = cuts, castures and claars
= VLIS pent treatment 1o confinm treated entire besion
= PTAfstent: choose wlonger devics to acoount for
‘b losngituefinal shift that my eezr
* Prep o it potential drig bariers
Fitrous * Deganized, lough mek-lke * May be tugh i get theough of elminate * PORA puthes plague sgainat e wal sithost Reteer ferm ared aveid dissection. * Turbe Pawer o Turbs £he Lt - debuls te reduce 15k
* May be chinie * CouM requine msltiphe atherectony e sd deiiliing e et the vesel * e Rein, wie micharical sbaiectinmy 1o et of embekzation
muhiche devion foe debaliing * Sanding T and e el el abilate * Phossis - cut, castures and clears
* PORA could creats & channel withesst debuliisg . & scaviag o At ks heldps 12 redisce
" Wiy b sl s e complant i e partiaslary If * Prp b Bt ptantial drisg bariars st
It ot and cheoric * NUS et st b i ingae it petetial
* Wiessel my be wery S1T and fighl. Diiscticn majer dsmtin
comusn I et adequatiely sresped
* Apsrosriate baloon szieg b critkcal
= horw likely 1o sow wires go suintimal
Wined * Mibx of ot/ Fanty, Meous, thromibes, B ™ I mere sl mechanical muy et bt ke i mre sefy, ket because it atlate S e b showesse the degres o bsion
{Most comenon) ealchom 1o - G passes and - = i mecharics o
gl devices for * Bhnt coud and 1o el and ablate atharactony devices
* PORA ol ereate o channel |disections] witheut v . * Tk Bite of Turbe Power laser - debulls and ablatis 1o
dabking. * One e hace risk of smbelization; no movieg st Lo minimies
. W | optien for all . of al, laser B o
[ — bevatin it v alslate must morphologie whil * Phoenis - cuts, casture and dsars
* Coubd recslif not shesting gl ey s .
* Coubd inhiit g from DCB/DES * Prep te Emit potential drog barrier dipzaie
* High smbeli sk russll LS et Bt 1 il engat e Tt peitestial
" Approriate bl sisiag bs critical st
. N subintimal
] uniform, | * w wr sliminats + Angoplty may watsrmekn weed and il = Davices than spin and cut or sand o able = Coslck-£roms Select with 1 45-degres Hp 1o cross toughes
wery bihihe = ihen treaned, & coubd cause dasections R [y p—— there may bea | - w ko
* Thrombes b wally crested as cabdum | = Cakum can B and <3 e a kil i the vl wall thane that wiilding an eposed cuter o sandar wil alippags seen i POBA = Fhosais deflecting feont lackeg 1o cut, capture and cear
Formms cuting It canssireg dissection and perforations cansse shgnificann flow mitieg dissections and o * Prop o Bmit potantial drsg bariers calckum in 3mim sloed vessels of laeer
. kol of us) stting intes = Angloboslpt - scones calcium o redscs disection by
= Calclum may e s & Barrber 1o deug sbsorption the reten o scads mere contrubied disection; restores flow et lowsr
* Caleium cam work i & hisdrance 1 ful - Bhnt may. sght on cacium stmosphares
expansion. * Resistancs o ballocn inflation may ccour; my = Turbo-Power with its rotation can abiste gk lesions
rapture ATy
= Turbo-Bite can creats & channel [ATKBTY)
- Stellaren IC
lesican
= WUS pent Westment 1o nterogate for dhsections
* Tk if disections esist
. o * This caleiam is behiod the leading edge of the medidl * My cutting deices will neah past the meedis laves - o cush * The alfect
the vessal wall; shoiskd siel calting thoisgh the inedial wal = it ey fest woik vl o . . y
" My present s fadied Lracks o * Deesie e eletidty of the veisel [ferd the Uil il iy . Eite Laser iy
annglegram prsm—" = Resistance o balloon inflation sy coeur * Teeat sl ik o beeminal plagee complance whers medial e b present
* Lach o el cormphancs doe Bl some theragie * Prp b bmil potential dreg Barier
* Theee may be seftffile o plaze in the bames.
* Akl s a birmdewnce to Tul vesel exparcion
o
Thrembua = Hood, Mbein and watsr = Miorw likely 1o shilt or smbolice = Mmcharical devices thal cul of apis may beed 1o mere |+ Suction devices lie mechasical sspiration = QuickClear thrombectemy will sction acute trombus
= Can be puibed dowsatream embolzation canheers captare thrombus = Turbo-Power or Turbo-lite lasers ablates theombus
R Tr—— * Manusl aspiration, dneg-infssion catheters mixed with other meoephalogies
* Prep to Bmit potential drsg barriers
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PAD Lesion Education

Treatment Considerations:
I T T G

Isolated calcium deposits in the lumen
Heawy calcium in medial lzyers of
diabetics & end-siage renal failure

wwmwippeqmq

- POBA may not ge: throuzh
Mecharical stherectomy could be 2 risk i wire went
subintimz!

Lesions difficut to reach: may need pedal scss
My have muitiple ocduded vesels
Increased case me:
Increased risk of dissection and limited good ogtions to
tret i this is the result

& P
runaff

Rehydrates & recoils quickly sfter POBA

May oceur in stents or after medial auts

Dorminated by neo-imtimal yperpiasia

Dominated by NI in 3 stent & thrombus

Paclitaxel has limited salubifty in water andin highly
hydrated tissues

High water content

High embolic riskfrunoff

High restensis rates

Paclizaxel has limited zalubifty in water andin highly
hydrated t3zues

Plague = located throughout diameter of

Area that s created between the lumen
of the artery and the media or sdventitia

- Impartant toros: the hare, il cap

Philips Devices

- Quick-Crozs Extreme or Select with itz 45-cegree tinta

2 CT0 iz achallenge:

crass tough
Turbo-Eite step-by-stes technicue showr. 1o be effactive

Meschanical devices with long nose cones
Devices with farge profile

+ Devices with large profile
+ Devices with less than 150cm warking length

POBA may slip in NIH

POBA

Devices with small profiies
Orbyeal

Dissection repair

Laser works well

embolization
Front cutters strugzle here

POBA may allow lexion m rehydrase & recoil quicidy
after use

in POBA
Prep to limit potential drug barriers

Laser abiaze NIH, modify compliance and limit
recil prier to POBA, DCB or Stent (impraves wall
apposition)

Remove thrombus

Seoring balloars minimizes siapage in NH

Prep to limit potential drug barrier:

¥
Could be challenging to crosz due to callatersis Macharical stheractomy cpuld be 3n embeiic rizk Laser can trezt different morpholagies of 2 CTO abiate throuzh imal cap;
cTo, i i il with th i ofthe Creating i inimis distal 3
sty true lumen morphology dissection/vessel trauma removes thrombus layers
» My require sltemative 3ccess points Devices with lanze profile Pioneer Plus re-entry catheter an heln faclitate true
= Vessel takeoff may be difficult to find if ostium Devices with bess than optimal tracking features Iusmen re-entry if necessary
ccchuded sing devie isky i the wire is subinti Turbo-Power laser if wire is true lumen
ior could make knowing your B be hard to steer in QuickCiear for thrombus
location challerging oegusive vessels -
Mozt likely scenario to mo subintimal Tack i izsections exist
Procacure time iz often srestly increased
Really small, stiffveszels so limited P o below the. Lazer Quick-Crozs Select with fiz 45-degree tip designed for
essels prone to acute recail kree becauze veszels are dlreacy smallin diameter Frons custers with cature ability branched anztamy
‘eszel tortuasity may ady g AngisSasipt can crack or medify caiium with controlled
Maore collzteral beds Flow scoring powser with low dissection rates

Turbo-Elive works well BTK
Phoenix 1.5 is a great option with calcium andiin smaller
vessels

IVUS past restment to interrogate for potential
dissections

Tack if dizsestions exist

Turbo-Elite or Turbo-Power debuiks/blztes
AngieSesipt mirimize: slippage

Turbo-Elite or Turbo-Power abiates NIH, mocify
compiiance and fimit recoil prior to POBA, DCB or Stent
(improves wall apposition)

QuickClear to remeve thromiaus

AngicSesipt mirimizes slippage in NIH

slippage in NIH

Rehydrates & recoils quickly sfter POBA POBA may slip in NIH Laser iz arly i device in ISR Turs inciczted for ISR

High embolic rizk{runaf Mecharical spaciically spi ing inimizing Turbo-Pox i i

High resterasis rate. i i i slippage. i

=) - mary are contraindicates pmhsu—[nnmmmemvp:mdm]

Paclitaxel has limited solubility in water and in highly

hydrated tissues

Stent craszing may be challenging

Limited treatment cations

gt . ric besion may unyielding o Device that delivers equal diameser force Concenric tied to calgum  laser to debulk and creates

My be o <craliart regardless of placue type éue comventional ballooning because the 360° plague will | - A device that debulks or scores the plague woukd channel

o 360° plague of constan force inward from the pushb: be 3 pood trestment cation AngicSasipt scores calium

lesian {napkin ring) Prep to limit potential drug barriers Conezrric with fiarous = Turbo-power with continuous
rotation packs adéed punch
Defiacting Phoerix to maximize debulking in 3mm sied
veszels or larger

Carcern iz that an exposed " may d zpinri iel come in contact Devicas that allow directed treatment Turk fng itto staar

cause injuryto i impacting. tasue = Pren to limit patential drug barrers 0 ane area of the vessel

patency rates and i i L to Defiecting Phoenix f plague area i ciearly identified in

healthy tizsue 3mim sized vessels or larger
sireiching the vessel.

Ocrurs in CT0s and calcium; created 25 path of least
resistance

a.channe! sround the lesion

Uimteed restment options: may dissest

DoRTEES-01 1B

+ Nomechanical atherectomy because mawing parts
+ Mecharical stherectomy device in this area carries 2

high rizk of perforation or adventitial injury

Use a re-entry device fa regain entry

Internal Use Only. Do not copy or distribute.

Pioneer Plus to regain true lumen
Pianeer Plus is arly IWUS-guided re-entry devic
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