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TSP1010 and TSP1111

Instructions for use

Cautions and Warnings:

1.

If using any pharmaceutical agents during the procedure please follow the hospital internal
guidelines for handling and disposal of any contaminated materials or products, as well as
complying with the labelled recommendations of the pharmaceutical manufacturer regarding
appropriate protective clothing, handling, and disposal of any contaminated material or products.
The tubing pack is made to specifications requested and approved by the user. Therefore the user is
responsible for the configuration being appropriate to the procedure for which it is used.

The user should satisfy himself that this custom tubing pack is suitable for its intended use.

Leakage at any point in the circuit can cause fluid loss. Careful observation of the circuit for leaks
before and during circulation is recommended.

Do not resterilise and do not reuse the pack or any component of the kit. It is disposable and
intended for one time use only.

Do not modify. Product may not work as intended if altered.

If used on children, pregnant or nursing women, be aware that this device contains DEHP that is
presently classified in the European Union as toxic to reproduction. The amount of DEHP that may be
released from the device does not raise specific concerns about residual risks.

Installation:

1.

e wN

8.
9.

10.

11.
12.
13.

14.
15.

Inspect the device and sterile package carefully. Do not use if the sterile package and/or device is
damaged.

Open the IPH Procedure Kit and check that all connections and caps are tight.

Place the reservoir into the holder.

Remove the obturator cap from the pressure relief valve.

Attach the pressure sensor to both the control panel and the pressure dome (HT-2000); or the
pressure dome to a pressure monitor (if available for the HT-1000).

Insert the pump segment into the pump housing. Be sure that the blue marking is on the side of the
reservoir (right) and the red marking on the site of the heat exchanger (left).

Connect the end of the pump tubing to the inlet of the heat exchanger observing aseptic technique.
Make this a tight connection (high pressure site).

In some kits this is already pre connected.

Connect the temperature probe into the heat exchanger.

Aseptically attach the three way stopcock (tap) to the filtered luer port of the reservoir.

Adjust the vacuum line (1/4” line with yellow cap) in the OR to the pressure controlled vacuum
system.

Connect the waste bag to the waste line and clamp the line.

Connect the non-disposable water hoses to the heat exchanger.

Next connect the water hoses to the water bath outlets of the ThermoChem™ unit (always in this
order, not the other way around!).

Prime the system in accordance with the manufacturer’s instructions for the ThermoChem™ unit.
Inspect the system for leaks before initiating intraperitoneal hyperthermia.

Patient Connection:

1.

2.

Take care for the preparation of the inflow and outflow lines to the sterile field.
The pump on the ThermoChem™ should be OFF.
Hand over the table pack and the primed tubing loop in a sterile way.

pw

TSP1010 and TSP1111

Instructions for use

Open in the sterile field the connector between the blue and red tubing.

Attach the (red) inflow catheter to the connector on this red line.

Attach the (blue) outflow catheter to the connector on this blue line. Attach Y-connector to 3/8”
outflow tubing and to both ends of the outflow lasso drain.

Hand off from the sterile field the ends of the yellow and green lines and attach them to the ports on
the reservoir.

Position inflow and outflow catheters and attach temperature probes intracorporeal in patient as
desired.

Initiate intraperitoneal hyperthermia in accordance with the manufacturer’s instructions for the
ThermoChem™ unit.

Disposable Removal:

1.

Power down the HT-2000 unit by the software button on the screen.

Power down the HT-1000 unit by setting the ON/OFF switch on the back of the unit to OFF.

Position facility-approved waste receptacle next to the ThermoChem™.

Disconnect non-disposable components from the ThermoChem™ and place in the side pocket of the

ThermoChem™ unit.

a. Disconnect the non-disposable heat exchanger temperature probe from heat exchanger and
control panel.

b. Disconnect the non-disposable patient temperature probe extension cables from the
temperature probes and the control panel.

c. Disconnect the non-disposable water lines from heat exchanger and the ThermoChem™ unit.
(NOTE: Ensure a collection basin or absorbable material is available to collect water as it drains
from the water lines and heat exchanger.)

Remove the disposable from the ThermoChem™ unit and place into the facility approved waste

receptacle:

a. Disconnect the disposable pressure sensor from the control panel.

b. Remove disposable tubing from roller pump.

c. Remove the heat exchanger.

d. Remove fluid reservoir from bracket.

e. Place the disposable lines and waste bag into the facility approved waste receptacle.

Have sterile personnel disconnect the disposable inflow and outflow lines and hand them off the

sterile field. Place the remainder of the disposable tubing into the approved waste receptacle.

Ensure non-disposable components are stowed in the side/back pocket of the ThermoChem™ unit

including:

e Reservoir bracket, non-disposable temperature probe extension cables, non-disposable heat
exchanger temperature probe, non-disposable water lines.

7. Discard all disposable components in accordance with the hospital’s disposal policy.

Draining the Water Bath

Open the water bath drain to drain the water bath. Drain into a bucket or floor drain. This should be done
after every use. Clean the internal water bath according to procedure (see instructions for use of the
device).
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