INDICATIONS FOR USE

The Thoratec Ventricular Assist Device is indicated for:

Bridge to transplant patients who meet all of the following criteria:

1. Candidate for cardiac transplantation.

2. Imminent risk of dying before donor heart procurement.

3. Dependence on, or incomplete response to, continued vasopressor support.

Postcardiotomy recovery patients who are unable to be weaned from cardiopulmonary

bypass.

The TLC-II portable pneumatic driver is intended for use both inside and outside the

hospital, or for transportation of VAD patients via ground ambulance, fixed wing aircraft,

or helicopter.

GENERAL WARNINGS AND PRECAUTIONS – 
VAD SYSTEM WARNINGS
1. Pulling, kinking, twisting, stepping on, or placing objects on pneumatic leads can cause

loss of air which is necessary for VAD pumping.

2. There may be an increased risk of clot formation in the VAD if blood is not ejecting

completely with each beat.

3. Take anticoagulation (blood thinning) medication as prescribed by your doctor. Failure

to take this medication may lead to a stroke.

4. Do not take extra blood thinning pills to make up for missed doses.

5. Do not use solvents such as acetone, nail polish remover, paint thinner, or glues, near or on the external VAD because these agents may cause the VAD housing to crack.

PRECAUTIONS

1. Kinking, pulling or twisting cannulas or leads can interfere with tissue healing and

increase the risk of infection at the exit site.

2. Total body submersion in water, steam bath or dry saunas, and participation in contact

sports is prohibited.

3. Wash your hands with soap and water for 3 minutes before a VAD dressing change and use sterile technique.
4. Contact hospital staff for any of the following:

a. Numbness, tingling or weakness.

b. Feeling “unwell”.

c. Any pain, including chest pain, and unrelieved headache.

d. Redness, swelling, drainage at the “exit site(s)”.

e. Shortness of breath or dizziness.

f. Blurred vision or speech problems.

g. Temperature greater than 101F (38.3C).

h. Unusual bleeding or bruising.

5. Contact the Emergency Medical Services immediately for:

a. Loss of consciousness.

b. Seizure or convulsions.

c. Sudden fall or collapse.

d. Aware but unresponsive.

e. Inability to talk or move body parts.

f. VAD stops.

6. Always confirm a severe air leak before replacing the pneumatic lead. If there is a severe air leak you will hear the air escaping, the TLC-II® Driver will indicate a low pressure alarm and there will be no fill signal. In addition, if you have an external VAD you will see that the VAD is not pumping. If you have an implantable VAD, the empty signal will not light.

GENERAL WARNINGS AND PRECAUTIONS - 
TLC-II Driver WARNINGS

1. A backup TLC-II Driver must always be available for potential driver problems or failure.

2. Always keep two emergency Hand Pumps with the TLC-II Driver.

3. Do not remove the occluder from the unused pneumatic connection because the TLC-II

Driver will not operate properly.

4. Do not open the back panel of the TLC-II Driver. Only a qualified VAD technician can

service this equipment. If the driver needs service, contact your doctor or VAD technician.

5. The TLC-II Driver can only be plugged into a grounded electrical outlet. To avoid

accidentally switching off the power to your TLC-II, wall switches must not control the

electrical outlets.

6. Use only the power cords and equipment supplied with the TLC-II Driver.

7. Keep the TLC-II dry. Protect it from showers, baths, rain, and liquid spillage. Do not

immerse any of the equipment in water.
8. Keep spare components of your TLC-II System available and in good condition. You may need to quickly replace some of the components of your TLC-II System to keep it operating properly.

9. Do not change the Emergency Battery located inside the TLC-II Driver.
TLC-II PRECAUTIONS

1. Avoid exposing the equipment to extremely hot or cold locations, such as placing the

equipment near an oven, a radiator, in a closed vehicle, or in a very cold room.

2. Do not block ventilation holes. Blocking these openings can cause heat build-up that will damage the equipment.

3. Do not place the equipment on a sloping or unstable surface. Do not set any heavy object on top of the equipment. Replace any unstable cart, table or support. Move your equipment with care to avoid overturning or dropping it.

4. Exercise extreme care in cleaning the TLC-II Driver. DO NOT soak any item during

cleaning. DO NOT allow water or solvent to come in direct contact with electrical

connectors.

5. Do not use satellite phones, cell phones with power outputs greater than 1 Watt, or other radio transmitters (walkie-talkies) within 12 feet (3.6 meters) of the TLC-II Driver or IVAD Empty Signal. Such devices may interfere with the driver operation. *

* Note: Cellular phones with power outputs of 1 Watt or less can be used at a distance of 2 feet or greater from the TLC-II and IVAD Empty Signal. Check your cell phone’s instruction manual to determine its power rating.

6. Do not operate the driver more than 10,000 ft. above sea level or 1,250 ft. below sea level, unless inside a pressurized cabin (e.g. airplane cabin).
