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Xcela® Power Injectable Port

Vascular Access System

Instructions for Use
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Instructions for Use
Product Description

The Xcela® Power Injectable Port is a totally implantable vascular access
device, It consists of an injection port, a self-sealing membrane and an
attachable or pre-attached catheter. All material components contain no
detectable latex.

Besides the port, the system includes the following:

* Catheter- N ® Peel-Away Sheath

® Click Connectors (2)* * Nurses Guide

* Vein Pick ® Patient Guide

® 22 G Mon-coring Huber Needle- (2) | ® Patient Chart Sheet

# Blunt Needle ® Patient Card

# 10 ml Syringe (2} ® Key Ring Card

& Tunneler * Reminder Band

* Guidewire ® Serial Number Labels

# |ntroducer Needle * Instructions for Use (IFU)

# Dilator * Companion Checklist
*Attachable catheter kits only

Xcela Power Injectable Port configurations include: Standard Titanium
Port, Low Profile Titanium Port, Plastic Port and Plastic/Titanium Port.
The port chamber of the Xcela Power Injectable Fort is made in two parts:
the base and the membrane. The base of the Plastic Port is constructed from
acetate, or acetate with a titanium insert. Standard and Low Profile Titanium
Ports are made of Titanium.

The catheter and the CT markings on the port chambper are radiopague. If
desired, the port can either be anchored to the subcutaneous tissue
through the suture fixation holes in the circular base, or with a suture
loop around the connector. The suture holes may be filled with optically
clear silicone to prevent tissue in growth to the suture holes, These holes
are easily accessed through the silicone.

The silicone membrane is designed to withstand a large number of punc-
tures using a non-coring Huber needle. It shows high pressure stability
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and holds the needle in place. Only use non-coring Huber needles to
access the port membrane. The special needle tip prevents damage of the
membrane.

The catheter can be cut to the desired length at its proximal end {i.e. at
port end) in the case of attachable catheters. They are completely
radiopaque and are graduated every cm.

The "Fatient Card" has to be completed by the implanting surgeon. The
patient should always carry the Patient Card, Reminder Band, and Key
Ring Card as sources to wverify that they have a CT compatible Xcela®
Power Injectable Port,

The IFU, Murses Guide, and Patient Chart Sheet should be available for the
treating physician and medical staff.

The Patient Guide and Companion Checklist is for the patient and relatives
and should be available for general infarmation.

Each port catheter system is double sterile packed.

For detailed technical data such as catalogue numbers of the port system
as well as a list of accessory articles please refer to the product catalogue.
Every label indicates the precise product contents. ®

For single patient use only.

STERILE [EQ

This preduct and its packaging have been sterilized
with ethylene oxide.

Sterile and pyrogen-free if packaging is unopened or undamaged.

Indication

The Xcela Power Injectable Port is indicated for patient therapies requir-
ing repeated access to the vascular system. The port system can be used
for infusion of medications, IV fluids, parenteral nutrition solutions, blood
products and for the withdrawal of blood samples.
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When used with a power injectable needle, the Xcela® Power Injectable Port
is indicated for power injection of contrast media. For power injection of
contrast media, the maximum recommended infusion rate is 5 ml/sec with a
189G or 20G non-coring power injectable needle or 2 mibfsec with a 22G non-
coring power injectable neadle.

Absolute Contraindications

This device is not designed, sold or intended for use except as indicated.
The port system must not be used in case of:

* jnadequate body tissue to support the device

bacteraemia

SEpsis

known or suspected allergic response to the materials

severe chronic obstructive lung disease exists

past irradiation of prospective insertion site

previous episodes of venous thrombosis or vascular surgical proce-
dures at the prospective placement site

& |ocal tissue factors will prevent praper device stahilization and/or access

* & & @ & @

Possible Complications

The use of a subcutaneocus port provides an important means of venous
access for critically ill patients; however, the potential exists for serious
complications including the following:

air embalism

bleeding

brachial plexus injury

cardiac arrhythmia

cardiac tamponade

catheter or port-related sepsis

catheter or port erosion through the skin

catheter occlusion, damage or breakage due to compression between
the clavicle and first rib
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device rotation or extrusion

endocarditis

extravasation

fibrin sheath formation

hematoma

hemotharax

hydrothorax

intolerance reaction to implanted device

inflammation, necrosis, or scarring of skin over implant area
laceration of vessels or viscus

perforation of vessels or viscus

preumothorax

spontaneous catheter tip malposition or retraction

thoracic duct injury

thromboembalism

vascular thrombosis

vessel erosion

risks normally associated with local and general anesthesia, surgery,
and post-operative recovery
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These and other complications are well documented in medical literature
and should be carefully considered before placing the port,

Suggested Instructions for use [ Port Implantation

Sterile canditions must be maintained during the implantation procedure.

Implantation Instruction
Implantation and catheter insertion may be accomplished using a number

of techniques. Choice of the proper procedure is the responsibility of the
implanting physician,
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Implantation Instruction

Before beginning procedure, read the “Contra-indications, Warnings,
Cautions and Precautions" and "Possible Complications" sections of this
manual.

Cut-Down Procedure

1. Complete patient implant record, including product rearder number
and lot number.

2. Select the site for port placement. The intraclavicular fossa is a satisfac-
tory site, but the actual site will vary based on individual patient factors.
Port pocket site selection should allow for port placement in an anatomic
area that provides good port stahility, does not interfere with patient
maobility, create pressure paints, or interfere with clothing. Consider the
amount of cutaneous tissue over the port septum as excessive tissue will
make access difficult. Conversely, too thin a tissue layer may lead to port
erasion. A tissue thickness of 0.5 cm to 2 cm is appropriate.

3. Insert the catheter into the vein either directly through the pocket inci-
sion or via a subcutaneous tunnel to a remote venous entry site,

Refer to "Warnings" sections concerning Catheter Pinch-off.

4. Create sterile field and open tray. Surgically prep and drape the oper-
ative site.

5. Perform adeguate anesthesia,

&. For Attachable catheters: Using flush connector, flush apen-ended
catheters with heparinized saline and clamp the catheter closed sev-
eral centimeters from the distal end.

Note: Clamp catheter segments that will be cut off prior to attachment,

7. For Pre-attached Catheters: Use a non-coring needle to flush the
port and catheter system with heparinized saline. Estimate the catheter
length required to reach the junction of the superior vena cava and the
right atrium by placing the catheter on the chest along the venous
path. Mark and cut the catheter on a 30° angle at the desired position.
Tunnel catheter from the pocket to the venous entry site.
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8. Place patient in the Trendelenburg position with
head tumed away from the intended venipuncture
site. Use a cut-down incision to expose the entry vein
of choice. After the vessel is isolated and stabilized to
prevent bleeding and air aspiration, perform the ves-

sel incision. Vein Pick
9. Insert the tapered end of the vein pick through the ©2hete

incision and advance it into the vessel,
10. With the vein pick in position, slide the catheter tip /

into the grooved underside and advance the
catheter into the wvessel. Viessal

11. Withdraw the vein pick.

12. Advance the catheter into the vessel to the desired infusion site, Catheters
should be positioned with the catheter tip at the junction of the superior
vena cava and the right atrium. Verify correct catheter tip position, using
fluoroscopy, or appropriate technology. Caution: If sutures are used to
secure the catheter make sure they do not ccclude or cut the catheter.

13. Create a subcutaneous pocket using blunt dissection. Do a trial placement
to verify that the pocket is large enough to accommoedate the port and
that the port does not lie beneath the incision,

14. Remove the click connector and tunnel the catheter from the venous entry
site to the port pocket. After tunneling the catheter, cut the proximal end
at approximately 457 in order to insert the catheter through the click con-
nector. Trim the catheter to proper length at a 90° angle allowing suffi-
cient slack for body movement and port connection.

15. Flush all air from the port by using a 10ml syringe with non-coring needle
filled with heparinized saline (100 USP U/m.). Insert the needle through
the septum and inject the fluid while peinting the stem up.

16. Cleanse all system components with irrigation solution. Connect catheter
to the port.

Caution: Prior to advancing the click connector, ensure that the catheter
is properly positioned. A catheter not advanced to the proper region may
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not seat securely and lead to dislodgement and extravasation. The
catheter must be straight with no sign of kinking. A slight pull on the
catheter is sufficient to straighten it. Advancing the click connector over
a kinked catheter may damage the catheter.

Port to Catheter Connection for a Single Lumen
Advance catheter over port pins past the midway paint until it abuts the stop.
Note:

Do not push catheter past the stop point as this may lead to catheter flar-
ing. Should this occur, pull the catheter back along the pin away from the
port and re-assemble the connection.

Advance click connector until clicked
f 3
i iy |||+ ——

17. Place the port in the subcutaneous pocket away from the incision line
and secure to the underlying fascia using one non-resorbable,
monofilament suture per suture holes. Leave sufficient slack in the
catheter to permit slight movement and verify that the catheter is not
kinked.

18. After suturing the port in the pocket, flush the wound with an appro-
priate antibiotic solution.

19. Conduct flow studies on the catheter using a non-coring needle and a
syringe to confirm that the flow is not obstructed, that no leak exists,
and that the catheter is correctly positioned. Aspirate to confirm the
ahility to draw blood. ;

20.Flush and heparin lock the port system.

21. Close the incision site.

Note:

If the catheter and lock are connected and then disconnected, the

catheter proximal end must be re-cut to ensure a safe re-connection,

Nealy? Power injegtabés For IFL) ]
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Percutaneous Procedure, Subclavian Vein Approach

2

3

Complete patient implant record, including product rearder number
and lot number.

Select the site for placement. The infraclavicular fossa is a satisfactory
site, but the actual site will vary based on individual patient factors.
Port pocket site selection should allow for port placement in an
anatomic area that provides good port stability, does not interfere
with patient mobility, create pressure points, or interfere with cloth-
ing. Consider the amount of cutaneous tissue over the port as exces-
sive tissue will make access difficult. Conversely, too thin a tissue lay-
er may lead to port erosion, A tissue thickness of 0.5 cm to 2 cm is
appropriate.

Insert the catheter into the vein either directly through the pocket inci-
sion or via a subcutaneous tunnel to a remote venous entry site.

U ]
Refer to . Warnings; sections concerning Catheter Pinch-off.

4.

5.
6.

Create sterile field and open tray. Surgically prep and drape the oper-
ative site.
Perform adeguate anesthesia,

For Attachable Catheters: Using blunt needle, flush open-ended
catheters with heparinized saline and clamp the catheter closed sev-
eral centimeters from the distal end.

Note: Clamp catheter segments that will be cut off prior to attachment,

7.

10

For Pre-attached Catheters: Use a non-coring needle to flush the
port and catheter system with heparinized saline. Estimate the
catheter length required to reach the junction of the superior vena
cava and the right atrium by placing the catheter on the chest along
the venous path. Mark and cut the catheter on a 90° angle at the
desired position. Tunnel catheter from the pocket to the venous entry
site.

Flace patient in the Trendelenburg position with head turned away
from the intended venipuncture site.

Yoal® Pos: b jeciabie PortiFU

9. Locate desired vessel using a small gauge
needle attached to a syringe.

MNote: The subclavian vein is entered percu-
taneously at the point that identifies the
junction of the auter and middle thirds of
the clavicle using the needle and syringe.

Refer to the "Warnings" section concerning Catheter Pinch-off.

10, Attach introducer needle to the syringe and insert into vessel alang-
side the small gauge needle. Remove small gauge needle.

11. Aspirate gently as the insertion is made,
If the artery is entered, withdraw the nee-
dle and apply manual pressure for sever-
al minutes. If the pleural space is entered,
withdraw the needle and evaluate
patient for possible pneumothorax.

12.When the subclavian vein has been entered, remove the syringe leaving
the needle in place. Place a finger over the hub of the needle to mini-
mize blood loss and the risk of air aspiration. The risk of air aspiration is
reduced by performing this part of the procedure with the patient per-
forming the Valsalva maneuver.

13. Straighten ")" tip of guidewire with tip
straightener and insert tapered end of tip
straightener into the needle. Remove the
tip straightener and advance the guidewire
into the superior vena cava. Advance the
guidewire as far as appropriate for the pro-
cedure. Verify correct positioning, using
fluoroscopy or appropriate technology.

Hrels® Py okt Pt FU 11
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14. Gently withdraw and remove needle.
Caution: If the guidewire must be
withdrawn while the needle is inserted, — -
remove both the needle and wire as a ==—==
unit to help prevent the needle from
damaging or shearing the guidewire.

15. Make a small {approx. 1 cm wide) incision
parallel to the clavicle with the guidewire at
the center of the incision to permit introduc-
tion of vessel dilator and sheath introducer.

Peel-Apart Sheath Introducer Instructions

1. Advance the vessel dilator and sheath intro-
ducer as a unit over the exposed wire using
a rotational moticn. Advance it into the vein
as a unit, leaving at least 2 cm of sheath
exposed.

Warning: Avoid vessel perforation.

2. Squeeze the hub handles together releasing the locking mechanism and
gently withdraw the vessel dilator and “J" wire, leaving the sheath in
place. Other introducers may require a twist of the dilator hub to release
the dilator from the sheath.

3. Warning: Hold thumb over exposed orifice
of sheath to prevent air aspiration. The risk
of air aspiration is reduced by performing
this part of the procedure with the patient
performing the Valsalva maneuver.

4, Insert catheter into the sheath. Advance the catheter
through the sheath into the vessel to the desired infusion { \
catheter size. Catheter tip should be positioned at the
junction of the superior vena cava in the right atrium.

-I 2 Kouln™ Power infaciabls Par FU

5. Verify correct catheter tip position on using appropriate technology.

6. Grasp the two handles of the peel-apart sheath and pull outward and
upward at the same time.

Peel the sheath away from the catheter completely. Make sure the
catheter is not dislodged from vessel,

7. Create a subcutaneous pocket using blunt dissection. Do a trial place-
ment to verify that the pocket is large encugh to accommodate the
port and that the port does not lie beneath the incision.

8. Catheter Tunneling Procedure

Pre-attached Catheters

Create subcutaneous tunnel from the port pocket site \ [

to the venous entrance site. _J}i'.' t}“
(a) Advance the tip of the tunneler from the port pock- /_’ -\-1

et site to the venous entry site.
(b} Form tunnel by advancing the tip of the tunneler | /{\ T T
from the port pocket site to the venous entry site, | .ﬂJ
{c) Thread the catheter tip on to the end of the tun-
neler.
{d) Pull the tunneler through to the venous entry site while gently holding
the catheter.
The catheter must not be forced. .
{g) Cut off the end of the catheter attached to the tunneler,
{f) Estimate the catheter length required for the tip placement at the junc-
tion of the superior vena cava and right atrium by placing the catheter

on the chest along the venous path to the right 2trium. Cut catheter to
length at a 907 angle.

!
Attachable catheters )\ k
Create subcutaneous tunnel from venous site to —
"l

port pocket site using tunneler or long forceps. {

{a) Insert the tip of the tunneler into a small incision | )\ e 4 e
at the venous entry site.
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ib) Form tunnel by advancing the tip of the tunneler from the venous
entry site to the port pocket site.

Caution: Avoid inadvertent puncture of the skin or fascia with the tip
of the tunneler,

()} Remove the click connector from the catheter, Attach end of the catheter
onto the tunneler barb with a twisting motion. Barb threads must be com-
pletely covered by the catheter tip to adequately secure the catheter as it
is pulled through the tunnel. A suture may be tied around the catheter
between the tunneler body and large barb to hold it more securely.

id) Pull the tunneler through to the port pocket site while gently holding
the catheter. The catheter must not be forced.

(e) After tunneling the catheter, it is easier to replace the catheter lock on
the catheter. Cut the proximal at approximately 45° in order to insert
the catheter into the click connector. Trim the catheter to proper
length at a 90° angle allowing sufficient slack for body movement and
port connection,

(fy Cut the catheter to length to accommodate port attachment.

9. Flush all air from the port by using a 10 ml syringe with non-coring
needle filled with heparinized saline (100 USE/ml). Insert the needle
through the septum and inject the fluid while pointing the stem up.

10.Cleanse all systems components with irrigation solution. Connect
catheter to the port,

For Port to Catheter Connection, see instructions under Cut-
Down procedure.

General Instructions for Use

® Sterile conditions must be maintained during
these procedures.

*  Assure tight connection between port chamber
and catheter.

* Only use non-coring needles {recommended
size: 22G) to access the port membrane. Do not
leave the syringe open in the system.
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ture procedure, Ak
s If more than one drug is to be administered f=)

* Do not use syringes with a capacity smaller than 10 ml. In case the sys-

tem is occluded, excess pressure could damage either port membrane
or catheter,

* Prior to any treatment check the correct position of the port chamber

and inspect the incision site for any wound or infection symptoms
(SEE INDICATIONS FOR EXPLANTATION).

e After implantation and after any treatment via the Port, the system

has to be flushed and locked with heparin.

* For precise drug administration please refer to the individual pharma-

ceutical instructions.

* Prior to any treatment palpate correct position of the port chamber

and assure that the patient is not suffering from any wound or infec-
tion,

* Palpate the rim of the injection chamber and

access the silicone membrane with the non-cor-
ing needle at a slight angle. 4
Sterile conditions must be prevailed for any punc- -~ o

-
£

between the individual drug applications, flush
the system with 5 - 10 ml NaCl to prevent drug
interactions.

*  After any infusion, injection or bolus application, the system has to be

flushed with NaCl and afterwards completely filled with heparinized
saline to prevent later occlusion of the catheter. Note: Some patients
are hypersensitive to heparin or suffer heparin induced thrombocy-
tope. These patients must not have their port primed with heparinized
saline.

* The needle may only be withdrawn under positive pressure to avoid

blood aspiration into the catheter.
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Application

Sterile conditions must be maintained
during the application.

1. Flush the port system with about 10 - 20 m|
MaCl by means of a non-coring needle and a
ventilated syringe in order to check patency
of the system.

2. Ifitis not possible to flush the system, check position of the non-cor-
ing needle, catheter and/or the entire port system (SEE "CATHETER
QCCLUSION",

3. Bolus injection or infusion.

4. Perform heparin lock procedure. Note: Some patients are hypersensi-
tive to heparin or suffer heparin induced thrombocytope. These
patients must not have their port primed with heparinized saline.

Maintenance

Durability of the port systems is directly related to those conditions men-
tioned under *“GEMNERAL INSTRUCTIONS FOR USE"

MAINTENANCE: \When not using the port system, the manufacturer
recaommends that venous systems are rinsed every four weeks, arterial
systems once a week and that the systems are locked with heparin.

Specific Instructions for Use/blood transfusion or venous blood
sampling via the Port System

For blood transfusion or venous blood sampling via the Xcela® Power
Injectable Port please refer to the above mentioned procedure under
"GEMERAL INSTRUCTIONS FOR USE", and then continue as follows:
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1. Aspirate 3 ml blood, discard the sample.
2. Aspirate the required gquantity of blood.
NOTE: Aspirate with at least a 22 G non-coring needle.

3. Immediately after blood sampling flush the system with 30 ml
heparinized saline. The needle can be turned inside the system to
assure thorough rinsing.

4, Heparin lock.

MNOTE: Frequent blood sampling via the port system can considerably
reduce life span of the system.

Special procedure in case of catheter occlusion

Usually micro-thrombus formations and drug residuals are rinsed out of
the systern during the flush procedure. Therefore, do not use syringes
with a capacity smaller than 10 ml,

Make certain that the inner lumen is in fact occluded and that there are
not any other reasans for catheter blockage.

Other types of catheter occlusion can often be removed by a change in
the patient's position or by moving the patient. If it is not possible ta flush
the system, check position of the non-coring needle, catheter and/or the
entire port system.

If the system is clotted with blood, the administration of fibrinolytic solu-
tion will be required:

1. With a 10 ml syringe, inject a small guantity of tPA. Use gentle pull-
push action for the syringe plunges,

2. Wait 5 to 10 minutes and attempt to aspirate the solution and resid-
ual clot.
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3.

If necessary, the procedure can be repeated at 5 minute intervals until
the catheter is cleared.

4. Finish the procedure with a heparin lock.

NOTE: Review the manufacturer's instructions for the solution preparation
and recommended dosage and administration. Never apply excess force to
the system to flush it, as this could damage the system.

Heparin lock

Recommended heparin concentration to lock each Port system after
flushing: 1/100 heparinized NaCl {50 units/ ml).

NOTE: Other concentrations of heparinized saline (10 ta 1000 U/ml)
have been found to be effective. Determination of proper concentra-
tion and volume should be based on patient's medical condition, lab-
oratory tests, and prior experience.

Identifying Xcela® Power Injectable Port

18

Always verify the patient has an Xcela Power |Injectable Port by at least
two means, and ensure it is accessed with a power injectable needle,

Check Patient's chart for an Xcela Power Injectable Port patient record
sticker or Xcela Power Injectable Port Patient Chart Sheet.

Scout CT imaging of the port reveals the letters "CT" on the port.
Ask the patient: Patients with the Xcela Power Injectable Port implanted

should have a patient identification card, reminder band, or key ring
card to help remind them they have an Xcela Power Injectable Port.
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Important Information Regarding Power Injection

Frior to inject contrast media, warm up the sclution to body tempe-
ratura,

Warning: Failure to warm contrast media to body temperature may
result in Xcela® Power Injectable Port failure.

Check the device via blood aspiration and flushing with sterile normal
saline prior to the power injection to verify the reliability of the sys-
tem. (Resistance of flushing may indicate partial or complete acclusion
of the system and you must immediately discontinue the procedure).

Warning: Failure to ensure free solution passage of the catheter may
result in Xcela Power Injectable Port failure.

Huber Gauge Size 19G 20G 22G
Maximum Flow Setting 5 mifsec 5 mifsec 2 mifsec
Maximum Pressure Setting 300 psi 300 psi 300 psi

Do not exceed 300 PSI during the setting of the power injection
machine

Warning: Exceeding the maximum flow rate may result in port sys-
tem failure and/or catheter tip displacement.

Warning: If local pain, swelling or signs of extravasation are noted,
the injection should be stopped immediately.
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