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GENERAL SAFETY
Before you connect the system pump to a mains socket, read carefully all the installation
instructions contained within this manual.
The system has been designed to comply with regulatory safety standards including:
* EN60601-1:1990/A13:1996 and IEC 60601-1:1988/A2:1995
e UL60601-1, UL2601-1 and CAN/CSA C22.2 No. 601.1-M90

Safety Warnings

» Itis the responsibility of the care giver to ensure that the user can use this product
safely.

* Make sure that the mains power cable and tubeset or air hoses are positioned to
avoid causing a trip or other hazard, and are clear of moving bed mechanisms or
other possible entrapment areas.

» Electrical equipment may be hazardous if misused. There are no user-serviceable
parts inside the pump. The pump's case must only be removed by authorised
technical personnel. No modification of this equipment is allowed.

 The mains power socket/plug must be accessible at all times. To disconnect the
pump completely from the electricity supply, remove the plug from the mains
power socket.

» Disconnect the pump from the mains power socket before cleaning and inspecting.
» Keep the pump away from sources of liquids and do not immerse in water.
» Do not use the pump in the presence of uncontained flammable liquids or gasses.

* Only the pump and garment/insert combination as indicated by ArjoHuntleigh
should be used. The correct function of the product cannot be guaranteed if
incorrect pump and garment combinations are used.

Precautions

For your own safety and the safety of the equipment, always take the following precautions:
* Do not expose the system to naked flames, such as cigarettes, etc.

» Do not store the system in direct sunlight.

* Do not use phenol-based solutions to clean the system.

* Make sure the system is clean and dry prior to use or storage.

Electromagnetic Compatibility (EMC)

This product complies with the requirements of applicable EMC Standards. Medical electrical
equipment needs special precautions regarding EMC and needs to be installed in accordance
with the following instructions:

» The use of accessories not specified by the manufacturer may result in increased
emissions by, or decreased immunity of, the equipment, affecting its performance.

» Portable and mobile radio frequency (RF) communications equipment (e.g. mobile/cell
phones) can affect medical electrical equipment.

« If this equipment needs to be used adjacent to other electrical equipment, normal
operation must be checked before use.

» For detailed EMC information contact ArjoHuntleigh service personnel.

Service Information

ArjoHuntleigh recommend that this system should be serviced every 12 calendar months or,
where applicable, when the service indicator is illuminated.
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Environmental Protection

Incorrect disposal of this equipment and its component parts, particularly batteries or other
electrical components, may produce substances that are hazardous to the environment. To
minimise these hazards, contact ArjoHuntleigh for information on correct disposal.

Design Policy and Copyright

® and ™ are trademarks belonging to the ArjoHuntleigh group of companies. As our policy is
one of continuous improvement, we reserve the right to modify designs without prior notice.

© ArjoHuntleigh 2009.
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1. Description and Operating Principle

The Flowtron Trio system is a non-invasive prophylaxis
system for reducing the incidence of deep vein
thrombosis (DVT). The application of intermittent
pneumatic compression has two effects:

» Augments venous blood flow velocity, thereby
reducing stasis.

» Enhances fibrinolytic activity to reduce the risk of
early clot formation.

The Flowtron Trio system consists of:
e A pump.
» A tube assembly.

A pair of Calf / Thigh or foot, single patient
garments.

The pump provides intermittent cycles of compressed
air which alternately inflate the single-chambered air

garments. The compression applied on the extremity

augments venous blood flow velocity and stimulates

fibrinolysis.

The pump operates on a 60-second automatically timed
cycle consisting of approximately 12 seconds of
inflation followed by approximately 48 seconds of
deflation.

The Flowtron Trio system may be used on patients at risk
of developing deep vein thrombosis and in conjunction
with systemic interventions (e.g. anticoagulation drugs)
for patients at risk.

Caution

Federal law restricts this device to sale by or on the order of a

physician.




2. Clinical Applications

The primary application of the Flowtron Trio system is for the prevention of DVT.
Depending on the garment type used, other clinical applications may also be
appropriate.

The foot garment, in particular, has a wide range of clinical applications.
Full details for clinical applications are included in the packaging of every garment.

The type of garment used on an individual patient must be specified by a
physician.



3. Cautions and Contraindications

Cautions 1.

Proper garment application and connection to the
pump is essential.

Garments should be positioned in such a way that
they do not create any potential for constant
pressure points on the patient’s limb. Additional
care should be taken when placing the garments on
any deformed leg or foot, or on legs with significant
edema.

Garments should be removed immediately if the
patient experiences tingling, numbness or pain.

When used for DVT prophylaxis, continuous use is
recommended and any interruption of therapy for a
substantial length of time should be at the
discretion of the physician.

Patients should be instructed not to stand or walk
with foot garments on.

The Flowtron Trio system (foot compression)
should be USED WITH CAUTION on patients
with:

* Insensitive extremities
» Diabetes

» Impaired circulation
 Fragile or impaired skin

5> These are guidelines only and should not replace clinical judgement and

experience.

Contraindications The Flowtron Trio system should not be used in the
following conditions:

1.

Severe arteriosclerosis or other ischemic vascular
diseases.

Known or suspected acute DVT, thrombophlebitis
or pulmonary embolism.

Severe congestive cardiac failure or any condition
where an increase of fluid to the heart may be
detrimental.



4. Any local condition in which the garments would
interfere, including gangrene, recent skin graft,
dermatitis or untreated, infected leg wounds.

5> If you are unsure of any contraindications refer to the patient’s physician
before using the device.



4. System Set Up

Item Description Function

1 On (1) / Off (O) Switch Operation of this switch starts or stops the
system.

2 Pressure Control Knob | Rotates clockwise to increase and
counterclockwise to decrease pressure (user
range 40 - 100 mmHg)

3 Low Pressure Warning | An audible alarm will sound and a flashing red

LED LED will remain on the display until corrective
action is taken.

4 Tube Connectors For garment attachment (snap-lock)

5 Hanging Bracket To hang the pump on the end of a bedframe

6 Pressure Gauge Indicates delivery pressure to garment (mmHQ)

7 Carry Handle For easy handling of pump

8 Fuse/Holder Circuit breaker

(Located on base)

Garment Application Check that the power switch on the pump is off (O).
Remove the garments from the packaging and unfold.

Calf and thigh Garments Fit the calf or thigh garments as follows:

1. Place the back of the patient’s leg in the centre
section of the garment (1) with the connector tubing
pointing downwards towards the foot.




2.

Starting with the side that does not have the Velcro®
tabs, wrap securely against the leg (2). While
holding the garment snugly against the leg, wrap
the tabs over the top, locating the centre tab first
(3). Ensure that the garments are fitted snugly and
are not ‘wrinkled’ or ‘tucked’. The connector
tubing should be pointing towards the patient’s
heel.

Foot Garments  Fit the foot garments as follows:

1.

Place the foot in the center of garment. Ensure the
back of the garment is in line with the heel as
indicated.

Bring flap (1) over the top of the foot and hold in
place.

Bring flap (2) over the foot and secure.

Bring flap (3) over the foot and secure. The fit
should be snug but comfortable.

Bring strap (4) around the back of the heel and fix
in place as indicated.

Tension strap so garment is secure and comfortable.

1. Velcro® isa registered trademark of VELCRO USA Inc.
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To Complete the Snap-lock the garment connector to the tubing
system setup assembly. Ensure that a “click’ is heard. Pull lightly to
confirm proper connection.

5> To disconnect the garments from the tubing, press the snap-lock connector

and pull apart.

Pre-Use Check Before using the Flowtron Trio system on the patient,
ensure that:

The pump has been set to the correct setting
(80mmHg for foot garments or 40mmHg for calf/
thigh garments).

Garments have been applied to patient’s feet / legs
correctly, snugly and without wrinkles.

There are no kinks in the tubing.
The pump is connected to an electrical outlet.
All tubing connections are secure.

Operation Turn the power switch on (1). The pump proceeds
directly to the inflation cycle.

If using 2 garments, the garments will inflate alternately.
The first garment inflates for approximately 12 seconds
and is deflated for approximately 48 seconds.

The second garment inflates 30 seconds after the
inflation of the first garment and follows the same
inflation/deflation cycle.

Verify that the pressure gauge is indicating the desired
output pressure. Refer to “Pressure Adjustment” on
page 8 for specific pressure setting instructions.



5. Pressure Adjustment

The Flowtron Trio pump pressure gauge indicates the
actual pressure that is delivered to the garments, and
gives continuous feedback for pump performance.

The pressure control mechanism is located on the front
of the pump and ranges from 40-100 mmHg. The
pressure exerted by the garments on the leg/foot can be
adjusted by turning this knob. Turning the knob
clockwise increases the pressure; counterclockwise
decreases the pressure.

5> The recommended pressure settings are 40mmHg for calf/thigh garments
and 80mmHg for foot garments, or as prescribed by the physician.



6. Troubleshooting

The Flowtron Trio system features an audible and visual alarm. If a problem occurs,
the system will sense the fault. If a fault occurs, the audible alarm will sound and a
flashing red LED will remain on the display until corrective action is taken.

The following table provides a troubleshooting guide for the Flowtron Trio system in
the event of malfunction:

Indicator

Possible Cause

Corrective Action

Low Pressure

Lo

1. Hose disconnected at garment.
2. Garment leak.

3. Low pressure - Pump fault.

1. Check the hose connection at
garment end.

2. Check garment and replace if
faulty.

3. Call service engineer.

No indicators,
no operation

1. No power.

2. Fuse blown.

1. Check plug and power cable.
Check for power cut.

2. Call service engineer.

Alarm Cancel

After a fault has been corrected, switch the pump off,

then on again, using the on/off switch. This will reset the

pump.




7. General Recommendations

» While using the system, the patient’s skin should be checked at least every
shift, and more often if the patient has known circulatory or skin problems, or
is diabetic.

* Clinical judgment should be used to determine if the patient’s skin condition
requires additional measures, such as use of a stockinette or padding, or if the
treatment should be discontinued and alternative modalities used.

* If compression stockings are ordered by the physician, the clinician should
ensure that they are properly measured, applied and worn by the patient. Any
compression stocking used should be routinely checked to ensure continued
proper fit and application, in addition to assessing the condition of the skin.
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8. Decontamination

The following processes are recommended, but should be adapted to comply with
the local or national guidelines (Decontamination of Medical Devices) which may
apply within the Healthcare Facility or the country of use. If you are uncertain, you
should seek advice from your local Infection Control Specialist.

The Flowtron Trio system should be routinely decontaminated between patients and
at regular intervals while in use; as is good practice for all reusable medical devices.

WARNING

Remove the electrical supply to the pump by disconnecting the
mains power cord from the mains power supply before cleaning.
Protective clothing should always be worn when carrying out
decontamination procedures.

Caution

Do not use Phenol-based solutions or abrasive compounds or pads
during the decontamination process as these will damage the
surface coating. Avoid immersing electrical parts in water during
the cleaning process. Do not spray cleaning solutions directly onto
the pump. Do not immerse the tubeset in water.

To clean Clean all exposed surfaces and remove any organic
debris by wiping with a cloth moistened with a simple
(neutral) detergent and water.

Chemical Disinfection We recommend a chlorine-releasing agent, such as
sodium hypochlorite, at a strength of 1,000ppm
available chlorine (this may vary from 250ppm to
10,000ppm depending on local policy and
contamination status).

Wipe all cleaned surfaces with the solution, rinse and
dry thoroughly.

Alcohol based disinfectants (maximum strength 70%)
may be used as an alternative.

Ensure the product is dry before storage.

If an alternative disinfectant is selected from the wide
variety available we recommend that suitability for use
is confirmed with the chemical supplier prior to use.
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Caution

Garments are single patient use and hence cannot be cleaned or
reused.
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9. Garment Information

The Flowtron Trio pump should only be used with the following garments:

Calf Garments
Order Code Type Calf Circumference
DVT10 DVT10 Standard Calf Garment up to 17"
DVT10S DVT10S Standard Calf Garment (Sterile) up to 17"
L501-M L501-M Standard Calf Garment up to 17"
DVT20 DVT20 Large Calf Garment up to 23"
DVT60 DVT60 Extra Large Calf Garment up to 28"
Thigh Garments
Order Code Type Thigh Circumference
DVT30 DVT30 Standard Thigh Garment up to 28"
DVT30S DVT30S Standard Thigh Garment (Sterile) up to 28"
L503-M L503-M Standard Thigh Garment up to 28"
DVT40 DVT40 Large Thigh Garment up to 35"
Foot Garments
Order Code Type Shoe Size
FG100 Foot Garment - Regular Women up to size 9
Men up to size 7
FG100S Foot Garment - Regular (Sterile) Women up to size 9
Men up to size 7
FG200 Foot Garment - Large Women 9% or above
Men 7% or above
FG200S Foot Garment - Large (Sterile) Women 9% or above
Men 7%z or above
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10. Technical Description

PUMP
Model: Flowtron Trio
Part Numbers: 512001

Pressure Range:

30 - 100 mmHg = 5%

Supply Voltage: 120V
Supply Frequency: 60 Hz
Power Input: 14 VA
Size: 10.6 x5.9x4.1"
(270 x 150 x 105 mm)
Weight: 531Ib
(2.4 kg)
Case Material: ABS Plastic
Pump Fuse Rating: T1AL 250V

Degree of protection
against electric shock:

Class II, Double Insulated with Functional Earth

Type BF
Degree of protection
against liquid ingress: IPX0
Mode of operation: Continuous

SYMBOLS

o) Power
Disconnects from

Do not dispose of in

/\/ Alternating Current

] Double Insulated

(Off) . domestic refuse
the mains supply
Power Refer to
| . o Refer to the User
©on) Connects to the accompanying W Type BF Manual
mains supply documents

—+—=- | Fuse

Dangerous voltage

SN: Serial number

Ref: Model Number

- shock, fire and
=% | mechanical hazards
[ us| only in accordance
W | with UL60601-1 and
it | CANICSA C22.2 No.
601.1 MEDICAL
EQUIPENT

With respect to electric

ENVIRONMENTAL |

NFORMATION

Condition

Temperature Range

Relative Humidity

Atmospheric Pressure

Operating

+50°F to +104°F
(+10°C to +40°C)

30% to 75%

700hPa to 1060 hPa

Storage and Transport

-40°F to +158°F
(-40°C to +70°C)

10% to 95%
(non-condensing)

500 hPa to 1060 hPa
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AUSTRALIA

ArjoHuntleigh Pty Ltd
PO Box 330

Hamilton Hill
AU-6963 WESTERN
AUSTRALIA

T: +6189 337 4111
F: +61 8 9 337 9077

AUSTRIA

ArjoHuntleigh GmbH
Dorrstrasse 85

AT-6020 INNSBRUCK

T: +43 512 20 4160-0
F: +43 512 20 4160 75

BELGIUM

ArjoHuntleigh NV/SA
Evenbroekveld 16
B-9420 ERPE MERE

T: +32 (0) 5360 7380
F: +32 (0) 5360 7381

DENMARK
ArjoHuntleigh A/S
Vassingergdvej 52
DK-3540 LYNGE

T: +45 4 913 8486
F: +45 4 913 8487

FINLAND

ArjoHuntleigh OY
Vanha Porvoontie 229
FI1-01380 VANTAA

T: +3589 4730 4320
F: +358 9 4730 4999

FRANCE
HNE

451 Chemin de Champivost

BP20

FR-69579 LIMONEST CEDEX

T: +33 (0)4 78 66 62 66
F: +33 (0)4 78 66 62 67

GERMANY

ArjoHuntleigh GmbH
Peter-Sander-Strasse 10
DE-55252 MAINZ-KASTEL
T: +49 6134 1860

F: +49 6134 186 160

ITALY

ArjoHuntleigh S.p.A.
Via Tor Vergata, 432
IT-ROMA 00133

T: +39 06-87426214
F: +39 06-87426222

NETHERLANDS

ArjoHuntleigh BV
Biezenwei 21

NL-4004 MB TIEL
Postbus 6116

NL-4000 HC TIEL

T: +31 (0) 344 64 08 00
F: +31 (0) 344 64 08 85

NEW ZEALAND

ArjoHuntleigh Ltd

Unit 6/38 Eaglehurst Road
Ellerslie

NZ-AUCKLAND

T: +64 9 525 2488

F: +64 9 525 2433

POLAND

ArjoHuntleigh Polska Sp. z.0.o0.
ul. Ks. Wawrzyniaka 2
PL-62052 KOMORNIKI

T: +48 61 662 1550

F: +48 61 662 1590

SOUTH AFRICA

Huntleigh Africa Pty Ltd

120 Willem Cruywagen Avenue
Klerksoord

ZA-PRETORIA

T: +27 12 542 4680

F: +27 12 542 4982

SPAIN

ArjoHuntleigh Ibérica S.L.
Carratera de Rubi, 88,

12 planta-Al

Sant Cugat del Valles
ES-BARCELONA 08173

T: +34 93583 1120

F: +34 93 583 1122

SWEDEN
ArjoHuntleigh AB
Box 61

S-241 21 ESLOV

T: +46 413 645 00
F: +46 413 645 83

SWITZERLAND

ArjoHuntleigh AG
Florenzstrasse 1D
CH-BASEL 4023

T: +41 (0) 61 337 97 77
F: +41 (0) 61 311 97 42

UNITED KINGDOM

Huntleigh Healthcare Ltd
310-312 Dallow Road
Luton, Bedfordshire

LU1 1TD

T: +44 (0)1582 413104
F: +44 (0)1582 459100

USA

ArjoHuntleigh

2349 W Lake Street - Suite 250
Addison, IL 60101

T: +1 630 307 2756

Toll Free US: (800) 323 1245
F: +1 630 307 6195
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ARJOHUNTLEIGIH

GETINGE GROUP ... with people in mind.
Therapy & Prevention Product Division
ArjoHuntleigh, 310-312 Dallow Road, Luton,
Bedfordshire, LU1 1TD, United Kingdom 0088
T: +44 (0)1582 413104 F: +44 (0)1582 459100 93/42/EEC 943447

W: www.arjohuntleigh.com

ArjoHuntleigh is a branch of Arjo Ltd Med AB, Arjo Ltd Med AB Registered No: FC024121
ArjoHuntleigh Registered No: BRO10203 England. Registered Office As Above. MEMBER OF THE GETINGE GROUP
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