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Central Venous Catheter

Device Description

Multi-lumen catheters incorporate separate, non-communicating vascular access lumens within a single

catheter body.

Minipunctur Access Sets And Trays:

Used for the insertion of 5.0 French or larger central venous catheters (single and multilumen)

through the use of a 20 gage extra-thin wall access needle and a specially designed .025 inch diameter

Guide Wire using percutaneous entry (Seldinger) technique. All Minipuncture central venous catheters

have a removable inner cannula, which must be removed after introduction.

Micropuncture Access Sets And Trays:

Used for the insertion of central venous catheters (single and multi-lumen) through the use of a 22gage

access needle and a .018 inch diameter wire guide using percutaneous entry (Seldinger) technique.

Most catheters for adult applications have a removable inner cannula, which must be removed after

introduction.

Intended Use

The central venous catheter is designed for treatment of critically ill patients and is suggested for:

1. Continuous or intermittent drug infusions

2. Central venous blood pressure monitoring (CVP)

3. Acute hyperalimentation

4. Blood sampling

5. Delivery of whole blood or blood products

6. Simultaneous, separate infusion of drugs

Contradictions

Do not use heparin-coated central venous catheter in patient with a history of heparin-induced

thrombocytopenia.

Warnings

• Complications arising from the use of this device can result in serious injury or death; catheter tip can

erode or perforate vascular walls.

• If heparin-induced thrombocytopenia is suspected, the heparin-coated catheter should be immediately

removed.

• Every effort must be made to ascertain proper tip position in order to prevent erosion or perforation of

central venous system. Tip position should be verified by xray and monitored on a routine basis.

Periodic lateral view x-ray is suggested to assess tip location in relation to vessel wall. Tip position

should appear to be parallel to vessel wall.

•To avoid vascular injury, do not use excessive force when advancing dilators. Use the smallest size

dilator catheter placement will allow. Wire guide must always lead dilator by several centimeters. Do

not advance dilator more than a few centimeters into the vessel.

• Do not power inject contrast medium through catheter. Catheter rupture may result. Use of 5 ml or
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larger syringe will reduce the risk of catheter rupture.

• To distend great vessels and to prevent inadvertent air aspiration during catheter insertion, patient

should be placed in trendelenburg position.

• Development of a hypersensitivity reaction should be followed by removal of the catheter and

appropriate treatment at the discretion of the attending physician

• Sterile unless package opened or damaged

• Single use only. Do not reuse.Reuse of the product might lead to infection.The catheter tip

might kink.

• Disposable – discard after use

• Sterilized by ethylene oxide

• Standard Interventional Procedure should be followed while inserting the catheter

Precautions

• The catheter is intended for use by physicians trained and experienced in the placement of central

Venous catheters using percutaneous entry (Seldinger) technique. Standard Seldinger technique for

placement of percutaneous vascular access sheaths, catheters and wire guides should be employed

during the placement of a central venous catheter.

• Do not re-sterilize catheter.

• Do not cut, trim or modify catheter or components prior to placement or intraoperatively.

• Patient movement can cause catheter tip displacement. Use should be limited to controlled hospital

situations. Catheters placed via an antecubital vein have shown forward tip movement of up to 10 cm

with motion of the extremity. Catheters placed from either a jugular or subclavian vein have

demonstrated forward tip movement of 1-3 cm with neck and shoulder motion.

• Catheter should not be used for long-term indwelling Applications.

• If lumen flow is impeded, do not force injection or withdrawal of fluids. Notify attending physician

immediately.

• Catheter should not be used for chronic hyperalimentation.

• Select puncture site and length of catheter needed by assessing patient anatomy and condition.

• Left subclavian and left jugular veins should be used only when other sites are not available

• Use of ECG, ultrasound and/or fluoroscopy is suggested for accurate catheter placement.

PRODUCT RECOMMENDATIONS

Catheter Size and Puncture Site:

Preliminary reports indicate that catheter size can influence clotting; larger diameter catheters have

more tendencies to promote clots. As reported by Amplatz and others, clot formation has less relation

to type of catheter material than to size of catheter. The angle of the catheter tip to the vessel wall

should be checked carefully. Blackshear reviewed the medical literature of catheter perforations, which

have confirming x-rays, and found that an incident angle of the catheter to the vessel wall greater than

40 degrees was more likely to perforate. Another critical factor that can cause a catastrophic event is

the choice of puncture site. Findings by Tocino and Watanabe indicate that the left subclavin and left

jugular veins should be avoided when practical. Eighty percent of the perforations or erosions were

found when these vessels were used. In addition, they have observed that the tip curve of a wedged
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catheter can be detected with lateral view x-ray. The above discussion is meant to be a guide for

catheter size and puncture site. As more data become available, other causal factors may become

evident, but present information suggests that:

• The catheter size should be as small as the use will allow.

• Left subclavin and left jugular veins should be used only when other sites are not available. The

following variables should be considered when selecting appropriate catheter and length:

• Patient history

• Size and age of patient

• Access site available

• Unusual anatomical variables

• Proposed use and duration of treatment plan

Suggested Lumen Utilization: Double-Lumen:

• Distal exit port (end hole) — whole blood or blood product delivery and sampling; any situation

requiring more flow rate; CVP monitoring; medication delivery. It is strongly recommended that this

lumen be used for all blood sampling.

• Proximal exit port — medication delivery; acute hyperalimentation.

Suggested Lumen Utilization: Triple-Lumen:

• Distal exit port (endhole) — whole blood or blood product delivery and sampling; any situation

requiring more flow rate; CVP monitoring; medication delivery. It is strongly recommended that this

lumen be used for all blood sampling.

• Middle exit port — medication delivery; acute hyperalimentation.

• proximal exit port — medication delivery.

NOTE: This catheter is not recommended for right atrial air aspiration because of inadequate side port

surface area.

Suggested Catheter Maintenance:

• Catheter entry site must be prepared and maintained in a manner consistent with standard procedure

for central venous catheterization.

• To prevent clotting or possibility of air embolus, the double-lumen’s #2 lumen, and the triple-lumen’s

#2 and #3 lumens should be filled with heparinized saline solution (100 units of heparin per cc of saline

is usually adequate) prior to catheter introduction.

•After catheter is placed and prior to use, tip position and lumen patency should be confirmed by free

aspiration of venous blood. If blood is not freely aspirated, physician should immediately reevaluate

catheter tip position.

• Any unused lumens should be maintained with continuous saline or heparinized saline drip or locked

with heparinized saline solution. Heparin-locked lumens should be reestablished at least every 8 hours.

• Before using any lumen already locked with heparin, lumen should be flushed with twice the

indicated lumen volume using normal saline. Lumens should be flushed with normal saline between

administrations of different infusates. After use, lumen should again be flushed with twice the indicated

lumen volume using normal saline before reestablishing heparin lock.

• Strict aseptic technique must be adhered to while using and maintaining catheter.



Unauthorized Copying Prohibited Page 4 of 5

Instructions For Use

Document No. BMB/IFU/40 Rev No. & Date 00 & 15/11/2017 Issue No & Date 01 & 15/11/2017

Access Sites of Choice

1. High Internal Jugular

2. External Jugular

3. Low Internal Jugular

4. Supraclavicular

5. Infraclavicular

6. Femoral

Directions for Use

1. Prepare the catheter for insertion by flushing each of the lumens and clamping or attaching the

injection caps to the appropriate extensions. Leave the distal extension uncapped for wire guide

passage.

2. Introduce thin wall percutaneous entry needle into vessel. Venous blood should beeasily aspirated to

confirm position of needle tip within vessel.

3.Slide wire guide straightener (positioned on distal tip of wire guide) over “J” portion of wire guide.

Pass straightened wire guide through needle; advance wire guide 5-10 cm into vessel. If straight wire is

used, always advance soft, flexible end through needle hub and into vessel. If resistance is encountered

during wire guide insertion, do not force wire guide. Withdrawal of wire guide through needle should

be avoided; breakage may result.

4. While maintaining wire guide position, withdraw needle and wire guide straightener

5. Enlarge puncture site with number 11 scalpel blade, if required. If dilation is required, dilator can be

advanced over wire guide and removed prior to insertion of central venous catheter.

CAUTION: To avoid vascular injury, do not use excessive force when advancing dilators. Use the

smallest size dilator catheter placement will allow. Wire guide must always lead dilator by several

centimeters. Do not advance dilator more than a few centimeters into the vessel.

6. Measure catheter to be used against patient to determine approximate length of catheter needed from

puncture site to central venous tip position.

7. Introduce the central venous catheter over wire guide. While maintaining wire guide position,

advance catheter into vessel with a gentle twisting motion.

NOTE: Do not advance catheter tip beyond distal tip of wire guide. Always have wire guide leading

during catheter placement. Verify catheter tip position using radiography or appropriate technology. In

order to guarantee extra pericardial location, the catheter tip should be located above the SVC-RA

junction, within the lower 1/3 of the SVC.Every effort must be made to ascertain proper tip position in

order to prevent erosion or perforation of the central venous system and to ensure proper delivery of

infusates.

8. After catheter is in position, remove wire guide. Venous blood should be easily aspirated. Winged

hub can now be sutured into place. If catheter is not introduced to its full length, additional suture

should be carefully placed around catheter and affixed to the skin at entry site if movable suture wing is

not included. This will help prevent backward or forward catheter movement. lumens should now be

flushed with 5-10 cc normal saline prior to use or establishment of heparin lock.
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NOTE: A wire guide that is at least twice as long as the catheter is recommended for catheter exchange

procedure The technique for CVC insertion is the same for single, double, and triple lumen catheters as

well as dialysis lines.

BIORAD MEDISYS PVT. LTD.

"Biorad House", No. 660, Eshwari Industrial Estate, Hulimavu

Bannerghata Road, Bangalore-560076, India.

Customer Care: +91-80-65658007, Telefax: +91-80-26480683/4

E-mail: biorad@bioradmedisys.com, Website: www.biorad-medisys.com

Labeling Symbols

The following is an explanation of symbols that may be used on your product packaging

Consult instructions for use

Keep Away from Sunlight

Lot Number

Date of Manufacture

Use By

Keep dry

Do not Resterilize

Temperature Limit

Do not re-use

Sterilized using Ethylene Oxide

Do not use if Package is Damaged

Manufacturer


