


Peripheral DCB PTA Catheter

st maich the reference vessel diameter distal o the lesion and the ballo
on length must exceed the lesion length by approximately 1 cm on both
ends. When using multiple balloons, do so only as described in Using
Muttiple GENOSS™ Peripheral DCB PTA catheters,
+Never advance the GENOSS™ Peripheral DCB PTA catheter without th
guidewire extending from the tip,
+ Maintaining balloon inflation is strongly recommended for 180 seconds.
Adequate drug transfer occurs in the first 60 seconds of inflation.
« Pre—dilatation with an uncoated PTA catheter is required prior to use of
the GENOSS™ Peripheral DCB PTA catheter.

10. Balloon Catheter Removal Precautions

- Prior to withdrawing the balloon catheter from the lesion, completely def
late the balloon under vacuum.

« Center the GENOSS™ Peripheral DCB PTA catheter relative to the infro
ducer sheath when withdrawing, and use caution when removing
GENOSS™ Peripheral DCB PTA catheter.

+ Should unusual resistance be felt at any fime when withdrawing the ball
oon catheter back into the introducer sheaih, remove the balloon cathe
ter and the inroducer sheath as a single unit to reduce the risk of vasc
ular damege.

This must be done under direct visualization with fluoroscopy.

- If removal of the GENOSS™ Peripheral DCB PTA catheter is required pri
or fo deployment and a repeat atternpt is desired, use a new GENOSS™
Peripheral DCB PTA catheter.

11. Post—procedure Precautions

+ Administer post—procedure antiplatelet therapy as described in Pre—pro
cedure and Post—procedure Medication Regimen.

[a Potential Adverse Events

Below is a list of the potential adverse effects (e.g., complications) associa
ted with the use of the device:

- Access-site complications

- Allergic reaction to medication,
paclitaxel or contrast medium

- Amputation

- Aneurysm

- Arterial dissection or perforation

- Arterial rupture

- Arterial spasm

- Arterio-venous fistula

- Bleeding Complications

- Inflammation

- Myocardial infarction or
coronary ischemia

- Neurological deficit

- Pain or tenderness

- Peripheral limb ischemia

- Placement of a bail-out stent

- Pseudo-aneurysm

- Radiation exposure

- Reaction to contrast media /

-Cardiacarrest medication
- Cardiac arrhythmia - Renal insufficiency or failure
- Death - Respiratory distress or failure

- Device malfunction or failure - Restenosis of treated artery

- Emboli (air, tissue, thrombi, mate  or segment
rial from device(s) used in the - Sepsis or systemic infection
procedure) - Stroke or TIA

- Emergency or non-emergency - Surgical repair of vascular
arterial bypass surgery access site

- Extravasation of contrast media - Thrombosis

- Fracture of the %uwde wire orany - Transfusion

component of the device that - Total occlusion of the

ma \éor may not lead to device eenpheral artery

olism, serious injury or surgi ascularcomphcat\ons

caI intervention which may require surgical
- Gastrointestinal bleed repair (conversion to open
- Hemorrhage or hematoma surgery)
- Hypotension - Worsening of peripheral

- Infection, local or systemic arterial disease

Potential complications of balloon catheterization include, but are not limited
to, the following:

- Balloon rupture - Faiure of the balloon to perfom as
- Detachment of a component of the intended
balloon and/or catheter system - Failure o cross the lesion.

Potential complications which may be associated with the use of paclitaxel
include, but are not limited to:

- Nlergv:/ mmunologv:a\ reaction to - Hematologic changes in vessel

pecltax wal\ including inflammetion, cellular
Atopecwa lamage, or necrosis
- Anemia - Mya\gwa/Anhra&ge

- Gastrointesinal sympioms (diarthea, - Myelosuppression
nausea, pain, vomiing) - Peripheral neuropathy

(H) How Supplied

Device Is sterilized with ethylene oxide. DO NOT use if the package is
opened or damaged, or if any information provided is obscured or

damaged.
CONTENTS: The package contains one (1) GENOSS™ Peripheral DCB
PTA caiheter.

STORAGE: Store the device between 1 — 30°C in the aluminum pack.

DISPOSAL INSTRUCTIONS: After use, this product may be a bichazard.
Handle and dispose of all such devices in
accordance with accepted medical practice
and applicable hospital, administrative, and
government regulations,

m Instructions for Use

1. Recommended Materials

One or more of each of the foHowmg materla\s are recommended for PTA
h the Ranger Drug—Coated Balloon:

. O 035 in Guidewire

+ Introducer sheath

+ Pre—dilatation PTA catheter

+ Contrast medium

- Sterile saline

+ Inflation device with manometer

+ Hemoslasis valve

+ Three-way stopcock

2. Balloon catheter size selection

Select an appropriately sized balloon catheter for the diameter of the

targeted artery. The nominal length of the balloon may exceed the length

of the lesion/stenosis by approximately 10 mm on either side. Select an
appropriate catheter shaft length considering the distance between the
arterial access point and the location of the targeted lesion.

Caution: I freating a long lesion (longer than the maximum balloon length
avaiable), each individual segment should be treated only once
with a drug—coated balloon. Treat each segment with a new
balloon and minimize overlapping of treated segments,

Warning: The safety of using multiple GENOSS™ Per'\pheral DCB PTA
caiheter with a tolal drug dosage exceeding 28,586 ug of

Pacltaxel in a patient has not been studied.

Warning: Using a drug—coated stent in conjunction with GENOSS™
Peripheral DCB PTA catheter at the same treaiment site has not
been studied

3. Inspection Prior to Use

Carefully examine all equipment to be used during the procedure,

including the balloon catheter, to verity proper function. Verity that the

balloon catneter and sterile packaging have not been damaged. Do not

use if sterile package is damaged. \erify that the catheter size is suitable

for the specilic procedure for which it is intended.,

Caution: Do not touch, wipe, bend, or squeeze the balloon. Do not allow
it to contact any liouids including organic solvents such as alcoh
ol or detergents prior to insertion. Damage to the balloon coaling
or premature release of the drug may ocour. N

Note: Do not use the balloon catheter if damage occurs or steriity is com

promised.

4. Inflation Device Preparation
a. Prepare the inflation device according to the manufacturer s instructions,
b. Purge the system of air.

5. GENOSSTM Peripheral DCB PTA catheter Preparation

a. The catheter is packaged in a protective blister, \erity that the catheter
and sterfle packaging have not been damaged in shipment. After all
preparation has been completed, carefully remove the catheter from
the package. Do not remove the GENOSS™ Peripheral DCB PTA
catheter from the packaging unti it is ready for insertion.

Note: Avoid exposing the balloon drug coating to excessive hand\ing or

conlad with liquids prior to preparation and delivery as the coating
2y be susceplible to damage or premature drug release.

b. The lo\ded balloon catheter may contain air that should be purged prior
to use. Connect a stopcock to the balloon port of the catheter hub,
Connect a luer—ock syringe partiall filed with saline solution to the
stopcock, Open the stopcock, Keeping the syringe in a downward
vertical postion, draw back the plunger of the syringe and create a
vacuum for 30 seconds in the balloon inflation fine until air is comple
tely evacuated,

Caution: If the air bubbles cannot be completely evacuated, there may be
a leak in the catheter. Discard the device and select a new
GENOSS™ Peripheral DCB PTA catheter.

Note: It is important to maintain the vacuum seal in order to keep the

balloon profile tight before insertion into the infroducer sheath,

Note: Keep the proteciive sheath in place during the purging procedure,

¢. After air is completely evacuated, close the stopcock and remove the
syringe.

d. Remove the slylet and the protective sneath from the balloon and
discard, Do not use the protective sheath as an introduction aid or
rewrapping tool.

e. Connect the filed syringe to the guidewire port. Flush the guidewire
lurnen through the guidewire port with heparinized normal saline until
the fluid exits the distal tip.

Note: Drops of saline must emerge from the device tip.

Note: To minimize the introduction of air, aspirate and flush the system

and keep a tight catheter connection throughout the procedure.

Note: Balloon diameter as a function of pressure refer Table 2.

Table 2: Balloon diameter as a function of pressure

(atm) (MPa) Balloon Diameter (mm)

10 (NP) 101 240 250 260 7.0
n 11 405 504 607 7.06
12 122 410 508 612 712
13 132 415 512 618 715

14 (RBP) 142 420 516 624 7.19

6. Delivery and dilatation procedure

a. Load the distal tip of the balloon catheter over the prepositioned guide
wire, which has been placed through the lesion.

b, Advance the catheter under direct fluoroscopic visualization. To avoid
kinking, advance the catheter through the hemoslalic valve slowly and
in small increments while the stopcock is closed. Open the hemostatic
valve to allow for easy passage of the balloon and o prevent damage
to the balloon coating. Once the balloon has passed through, the
hemostatic valve should be closed as much as is needed to preven
1 blood return while sfil permiting easy movements of the catheter.

Note: If significant resistance is encountered, do not advance the catheter

through the introducer sheath.

¢. Under fluoroscopy, use the balloon radiopague markers to position the
balloon within the lesion to be dilated. If the inflation device has not
already been connected, connect the inflation device according to
instructions in Inflation Device Connection to the GENOSS™ Peripheral
DCB PTA catheter.

d. Open the stopcock and inflate the balloon to the appropriate pressure
as described in the Compliance Chart included in the device packa
ging, then close the stopcock to maintain pressure. For optimal
mechanical dilatation of the vessel, balloon inflation time of 180 seconds
is strongly recommended. Adequate drug transfer occurs in the first 60
seconds of inflation, ff the GENOSS™ Peripheral DCB PTA catheter was
inflated for at least 60 seconds but the vessel requires additional dilatati
on due to suboptimal F’(A resulls, a plain PTA balloon of the operator's
choice can be used (PTA balloon should be of shorter length
compared 1o the GENOSS™ Peripheral DCB PTA catheter).

Warning: Do not exceed rated burst pressure as indicated on the device
label, Use of pressures higher than those speciied on the devi
ce label may result in a ruptured balloon with possible intimel
damage and dissection,

Note: The GENOSSW Peripheral DCB PTA catheter is infended for single

inflation only

7. Removal procedure

a. Confirm with angiography that the lumen of the dilated vessel has not
abruply occluded.

Also ensure the balloon is fully deflated.

b. While maintaining negative pressure, withdraw the deflated balloon
Ca‘TheTer and guidewire from the guiding sheath through the hemostasis
valve,

Warning: If unusual resistance is felt during manipulation, determine the
cause of the resistance before proceeding, If the source of
resisiance cannot be determined, it is recommended to extract
the entire system with the guiding sheath.

(1] Warranty/Liabilty

The product and each component of its system (hereinafter “ihe product’)
have been designed, manuiactured, tested and packaged with all
reasonable care, However, GENOSS has no conirol over the conditions
under which the product is used and a disturbance of the intended
function of the product may occur for various reasons, In this respect, the

warnings in this product publication/ instructions for use are expressly 1o be

considered as an integral part of this Disclaimer and provide more detailed

information. For this reason, GENOSS disclaims all warranties, expressed or

implied regarding the product, including but not fimited to, any warranty of
merchantabiity or fitness for a particular purpose of the producL Product

descriptions or user guidelines in publications do not constitute any
expressed representafion or any expressed or implied warranty, GENOSS
is not liable for any direct, incidental or consequential damages or medical
expenses caused by any use, defect, failure or malfunction of the product
whether the claim is based on contract, warranty, tort or otherwise, This
does not apply in the case of intention or in the case of gross negligence
of legal representatives or executive staff of GENOSS, In commercial
transactions relating to merchants, the liabilty is imited to the
compensation of typical damages; compensation for any untypical or
incidental damage Is excluded. These limitations of liabiity and warranty
are not infended o contravene any mandatory provisions of law
applicable in the respective country. If any clause of the Disclaimer is
considered by a competent court 1o be invalid or to be in contlict with the
applicable law, the remaining part of it shall not be affected and remain in
full force and effect. The invalid clause shall be subslituted by a valid
clause which best reflects GENOSS™ s legitimate interest in imiing its
liability or warranty without infringing any mandatory provisions of
applicable law. No person has any authority to bind GENOSS to any
warranty or liability regarding the product.

Due to biclogical variabiity between different individuals no product can
be 100% effective under all conditions, For this reason and as GENOSS
has no influence on the diagnasis of the patients, the methods applied,
and the handiing of the device after it has left the GENOSS warehouse,
GENOSS does not guarantee the effectiveness nor the absence of
complications associated with its use.

@ Symbols

Manufacturer Keep away from sunlight

Date of manufacture
Keepdry

Use by date

SIEN 3

Temperature limit

LoT Batch code
Catalogue number Donot re-use
[sTeRiLggg]  Sterilized using Consultinstructions

ethylene oride foruse

Do not resterilize Caution

Do notuse

if package is damaged Medical device

Single Sterile barrier system with
protective packaging outside

Contains a medicinal substance

(1 ® ®
GE> E O

c
=

Unique device identifier

MS-P3204/IFU-DS1411(Rev.1,2601)




