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Peripherally Inserted Trimmable
Central Venous Catheter Product with Placement Wire

Safety and Efficacy Considerations:

Do not use if package has been previously
opened or damaged. Warning: Prior to use
read all package insert warnings, precautions,
and instructions. Failure to do so may result in
severe patient injury or death.

The product is designed for single use only. Do
not resterilize or reuse. Do not alter the
catheter or any other kit/set component during
insertion, use or removal except as instructed.

Procedure must be performed by trained
personnel well versed in anatomical landmarks,
safe technique and potential complications.

Warning: Do not place the catheter into or allow
it to remain in the right atrium or right ventricle
(refer to Fig. 1).

AWARNING

DO NOT PLACE THE CATHETER INTO OR
ALLOW IT TO REMAIN IN THE RIGHT ATRIUM
OR RIGHT VENTRICLE. FAILURE TO FOLLOW
THESE INSTRUCTIONS CAN RESULT IN
SEVERE PATIENT INJURY OR DEATH.

READ INSTRUCTIONS

Fig. |

Cardiac Tamponade: It has been
documented by many authors that placement
of indwelling catheters in the right atrium is a
dangerous practice!.24.5.7.17.18 that may lead
o cardiac perforation and
tamponade.!24.5.17.18  Although cardiac
tamponade secondary to pericardial effusion
is uncommon, there is a high mortality rate
associated with it.2! Practitioners placing
central venous catheters must be aware of this
potentially  fatal complication  before
advancing the catheter too far relative to
patient size.

No particular route or catheter type is exempt
from this potentially fatal complication.!®
The actual position of the tip of the
indwelling catheter should be confirmed by
x-ray after insertion.!.2.5.17,18.22

Central venous catheters should be placed in
the superior vena caval.245.7.17.23 above its
junction with the right atrium and parallel to
the vessel walll0.23 and its distal tip
positioned at a level above either the azygos
vein or the carina of the trachea, whichever is
better visualized.

Central venous catheters should not be placed
in the right atrium unless specifically required
for special relatively short term procedures,
such as aspiration of air emboli during
neurosurgery.  Such  procedures  are
nevertheless risk prone and should be closely
monitored and controlled.

Indications for Use:

A Peripherally Inserted Central Venous Catheter
permits venous access to the central circulation
through a peripheral vein. It offers an alternative
method of intravenous therapy for select adult and
pediatric patients.

Contraindications:
None known.



Warnings and Precautions:*

Warning: Do not place the catheter into or
allow it to remain in the right atrium or right
ventricle. Central vein catheters should be
positioned so that the distal tip of the
catheter is in the superior vena cava (SVC)
above the junction of the SVC and the right
atrium and lies parallel to the vessel wall.

Warning: Practitioners must be aware of
complications associated with central vein
catheters including cardiac tamponade
secondary to vessel wall, atrial or ventricular
perforation, pleural and mediastinal
injuries, air embolism, catheter embolism,
thoracic duct laceration, bacteremia,
septicemia, thrombosis, inadvertent arterial
puncture, nerve damage, hematoma,
hemorrhage and dysrhythmias.

Warning: Do not apply excessive force in
placing or removing catheter. If placement
or  withdrawal cannot be  easily
accomplished, an x-ray should be obtained
and further consultation requested.

Warning: The practitioner must be aware of
potential air embolism associated with
leaving open needles or catheters in central
venous puncture sites or as a consequence of
inadvertent disconnects. To lessen the risk of
air embolism, only securely tightened
Luer-Lock connections should be used with
this device. Follow hospital/agency protocol
to guard against air embolism for all
catheter maintenance.

Warning: The practitioner must be aware of
clinical conditions that may limit the use of
PIC catheters such as: dermatitis, cellulitis
and burns at or about the insertion site,
previous ipsilateral venous thrombosis,
radiation therapy, contractures,
mastectomy, and potential use for AV
fistula.

Warning: To minimize the risk of damage to
the catheter if the placement wire is removed
prior to catheter insertion, do not attempt to
reinsert the placement wire.
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Warning: Due to the risk of expoSure to HIV
(Human Immunodeficiency Virus) or other
blood borne pathogens, health care workers
should routinely use universal blood and
body-fluid precautions in the care of all
patients.

Precaution: Indwelling catheters should be
routinely inspected for desired flow rate,
security of dressing, correct catheter
position and for secure Luer-Lock
connection. Use centimeter markings to
identify if the catheter position has changed.

Precaution: Only x-ray examination of the
catheter placement can ensure that the
catheter tip has not entered the heart or no
longer lies parallel to the vessel wall. If
catheter position has changed, immediately
perform x-ray examination to confirm
catheter tip position.

Precaution: Alcohol and acetone can weaken
the structure of polyurethane materials.
Check ingredients of prep sprays and swabs
for acetone and alcohol content.

Acetone: Do not use acetone on catheter
surface. Acetone may be applied to skin but
must be allowed to dry completely prior to
applying dressing.

Alcohol: Do not use alcohol to soak catheter
surface or to restore catheter patency. Care
should be taken when instilling drugs
containing high concentration of alcohol.
Always allow alcohol to dry completely prior
to applying dressing.

These agents may also weaken the adhesive
bond between the StatLock® Anchoring
Device and skin.

. Precaution: Some disinfectants used at the

catheter insertion site contain solvents,
which can attack the catheter material.
Assure insertion site is dry before dressing.

Precaution: The indications for use in
children are the same as adults, however,
insertion techniques are often modified
according to the age and size of a child. If the
practitioner is inexperienced in utilizing this
product in a child, appropriate consultation
should be sought.



13. Precaution: When catheter is placed with

14.

. Precaution: The

distal end located in a vessel proximal to the
SVC (midclavicular or midline),
practitioners must be aware of the risk of
chemically induced thrombophlebitis.!!
When administering > 10% glucose solution/
total parenteral nutrition, any medication
with an osmolarity above 600 mOsm/liter,
medications with an osmolarity between 400
and 600 mOsm/liter for more than 4 weeks,
or any medication known to be irritating to
vessels proximal te the wvema cava, the
catheter tip must be located in the central
circulation.'®

Precaution: To minimize the risk of pressure
induced damage to catheter, do not expose to
pressures above 50 psi. Common sources of
potentially high pressure include: syringes
smaller than 10 cc used to irrigate or declot
an occluded catheter (a fluid filled 1 cc
syringe can exceed 300 psif), certain
radiographic procedures, and infusion
pumps with occlusion pressure limits above
50 psi.

StatLock® Anchoring
Device should be routinely inspected for
adherence to the skin and connection to the
catheter. At the same time, the catheter
position should be checked using the
centimeter marks on the catheter body.

A Suggested Procedure:
Use sterile technique.

1

Verify physician order. Physician order must
include post-placement chest x-ray.

Explain procedure to patient. Have informed
consent signed as required.

Measure and record upper arm circumference.

Utilizing tourniquet as necessary, identify
appropriate vein for insertion.

Adult: PIC catheters are typically inserted into
basilic, median cubital or cephalic veins (refer
to Fig. 2).

Pediatric: PIC catheters are typically inserted
into basilic, cephalic, scalp veins or saphenous
veins.? The most suitable vein depends on the
size and maturity of child.

Basilic vein

Fig. 2

. Release tourniquet leaving in place beneath the

arm.

. Measure patient to determine length of catheter

required to place the distal tip in SVC.

Adult: Extend arm approximately 45 to
90 degrees from trunk. Measure distance from
insertion site along presumed anatomical
course of vessel to be catheterized. Catheter
tip should lie in distal one-third of SVC above
right atrium and paralle]l to SVC wall. If a
StatLock® Anchoring Device will be used,
add 1 to 1-1/2 inches (2.5 to 3.8 cm) to catheter
measurement.

Pediatric: Measure distance from insertion
site along presumed anatomical course of ves-
sel to be catheterized. Catheter tip should lie in
distal one-third of SVC above the right atrium
and parallel to SVC wall. When insertion site
is saphenous vein, catheter tip should lie in
distal one-third of inferior vena cava (IVC)
below right atrium and parallel to IVC wall. If
a StatLock® Anchoring Device will be used,
add 1 to 1-1/2 inches (2.5 to 3.8 cm) to catheter
measurement.



7. Position patient for insertion.

Adult: Position patient as appropriate for
insertion site. Extend arm laterally 45 to
90 degrees from trunk.

Pediatric: Position patient as appropriate for
insertion site.

8. Perform surgical scrub. Dress in protective
clothing (mask, goggles, sterile gown, sterile
gloves, hair cover).

9. Prepare venipuncture site utilizing appropriate
antiseptics.

10. Perform skin wheal with a local anesthetic as
needed. In kits where provided, a SharpsAway® 13. Peel back contamination guard exposing

Fig. 5

disposal cup is used for the disposal of needles. catheter portion to be trimmed. Using the

Push needles into foam after use. Discard entire trimming device, cut catheter straight across

cup at completion of procedure. Precaution: (90° to catheter cross-section) to maintain a

Do not re-use needles after they have been blunt tip. Warning: Do not cut placement

placed into disposal cup. Particulate matter wire.

may adhere to needle tip. Note: There should be very limited resistance
11. Prepare all equipment (see Fig. 3). when cutting catheter with supplied cutter. Any

greater resistance is likely to be caused by
placement wire — which has not been
sufficiently retracted.

14. Precaution: After trimming catheter, check
that there is no wire in cut catheter segment.
If there is any evidence that placement wire
has been cut or damaged, catheter should
not be used.

15. Attach syringe to sidearm and flush distal
lumen with sterile saline solution. Leave
Fig.3 syringe in place. Place catheter on sterile field.

12. Remove catheter tip protector. Retract 16. Reapply tourniquet and replace sterile gloves.
placement wire 1-1/2 inches minimum (4 cm) 17, Drape site for maximal barrier protection.
e S e i 18. Using peel-away sheath over needle, perform
placement wire is to be wlthd:?wu through e . When flashback is established,
septum (see Fig. 4). Kink proximal end of I A

% S advance needle and peel-away sheath as a unit
placement wire at connector with sideport (see until sheath is adequately within vessel
Fig. 5). This minimizes the risk of placement % Ry weithin veteek.
wire extending beyond distal tip of catheter 19 Release tourniquet.
during insertion. (Do not attempt to advance 20. Hold sheath steady and remove needle.

placement wire through septum). Warning: To minimize the risk of possible

sheath embolism, do not reinsert needle into

Length Ofca‘hew_r,l Tip of wire sheath. Check for pulsatile flow as an indicator

|——tobe trimmed of inadvertent arterial puncture. Precaution:

= S Ty The color of blood is not always a reliable
m‘l indicator of venous access.!3

4 cm (min) 21. Grasp distal end of contamination guard, pull

back to expose catheter tip, and advance

Fig. 4 catheter slowly through peel-away sheath. The















