=" FRESENIUS
Y MEDICAL CARE

Xenios Console
Heart & Lung Therapies

Critical Care



A multifunctional system

Xenios offers products for the treatment for those suffering from cardiac and
pulmonary insufficiency. Dedicated technology combines both heart and lung
support in one single platform. Physicians and caregivers benefit from a technology
platform for extracorporeal organ support — From effective CO, removal to full
oxygenation 2, A rotary knob, buttons and a touchscreen can be used to navigate
and monitor the therapy.

Broad spectrum of treatment options
in both, heart and lung support

- Treatments for heart and lung support on one single platform
- For ECMO treatments with Advanced Mode applicable from neonates up to adults
- From partial CO, removal to full oxygenation 4
- VV, VA ECMO applications
ICU
Operating room

Cardiac catheterization lab

Ease of use features

- Therapy-driven interface

- Variable options for operation via touchscreen, buttons and rotary knob

features

- Integrated Pressure Sensors (IPS) in our disposables
- Dual power: AC power and battery pack
- Alarm history on screen

- To activate / deactivate the pump switch to zero flow mode
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The technological basis:
A modular system - versatile in application

Xenios offers various trolleys and holder for different Xenios trolley N
areas of application. for Intensive care unit

MultiSupport GROUND

BTy The MultiSupport GROUND (MSG) is a system
consisting of different components, designed to
[ i enable inter-hospital transport of severely ill
e patients undergoing life-saving extracorporeal
heart and lung support.




Xenios console Xenios trolley M ~_f -
for operating room and
cath lab

Compact holder (here with iLA
membrane lung)

When the console is used without the trolley (e.g. for
intra-hospital transport) the compact holder can be
attached to the back of the console. In this setup,
the system can also be used as a table unit.
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Three treatment profiles provide a broad
spectrum of extracorporeal support

Three treatment profiles take into account various The therapy data can be sent directly to an external
usage scenarios and user requirements. “Lung Assist” monitoring system®*. Parameters such as blood flow, the
is primarily used for ECCO,R or respiratory ECMO speed of the pump head, pressure and temperature as

treatments. The “Synchronized Cardiac Assist” mode is  well as alarms on the console are transferred directly to
used for direct cardiac support and enables ECG- the patient monitor.

triggered pulsatility. The Advanced Mode enables

cardiopulmonary support and is mainly used for

cardiopulmonary ECMO therapy.

Lung Assist
Lung support *

ECCO,R and Respiratory ECMO

- Intensive care unit

- Thoracic surgery X EN'D 5

LUNG AS5IST

Synchronized Cardiac Assist
. SYNCHRONIZED CARDIAC ASSIST
Cardiovascular support

ADVANCED MODE
Synchronized Cardiac Support

- Cardiac surgical interventions

- Cardiac catherization laboratory

Advanced Mode
Cardiopulmonary
organ support

EERE .D@E

* for compatible systems please refer to your local sales representative

Cardiopulmonary ECMO

- Cardiac surgery
- Cardiac catheterization laboratory

- Intensive care unit



Various components make the console
platform ready for use

Pump technology
- Diagonal pump, with up to 8 I/min of flow

- Adjustments of flow rate down to 0.1 I/min
- Steps for /4" = 50 rpm
- Steps for 3/8" = 100 rpm

- High-tech ceramic mount and magnetic coupling

- Sophisticated pump technology that may reduce
turbulent flow and dead spaces as shown in a
computational study compared to similar devices!

- ECG-triggered pulsatile flow

- P1-limiter monitoring, zero flow mode

Patient kits Gas blender
- The Xenios platform works with a range - The Xenios platform can also be complemented by
of various patient kits a gasblender

- For up to 29 days of application period

DP3 pump heads DP3 pump drive
- /4" with up to 2.4 I/min blood flow - Speed range from 0-10.000 rpm (rounds/minute)

- 3/g" with up to 8 I/min blood flow
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Safety features for your treatments

Backup system

In challenging therapy situations the treatment

can be continued via the battery-driven backup system:

Second backup pump drive

- Hot-swappable backup batteries for operation
without external power supply

- No hand crank needed

BATTERYPACK .o

Xenios console

- Zero flow function — flow stops when air bubbles
are detected — whilst slow running pump
counterbalances possible backflow

- Flow control for constant blood flow,
e.g. for constant gas exchange level

- Automatic backflow compensation
(especially for VA application)

- P1 limiter* can help to prevent excessive negative
suction pressures, which can contribute to hemo-
lysist!

* The P1 limiter should not be used in Synchronized Cardiac Assist

mode




Patient Kkits

Integrated Pressure Sensors — IPS*
- No interruption of the tubing system allowing un-
disturbed blood flow

- Pressure measurement without blood contact
eliminates the risk of air aspiration

- No calibration during therapy necessary

- Design of the IPS sensors makes regular rinsing
unnecessary and thus avoids hemodilution

*not available in all patient kits. For more information please refer to your local

sales representative

Data Management

Interface for therapy Interface for alarm acti-

data to ICU monitors vation of internal
intensive care unit
nurse call system

Anonymous logfiles
can be transferred
directly to an USB
device

PDMS Data Interface
Retrievable data
protocol

for a patient-related
electronic documenta-
tion system
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By Your Side

We accompany excellent use of our technology and implementation of our therapies with individual support and
application-oriented services.

Clinical Support

Our console is always accompanied by comprehensive support from

our local Clinical Support teams. Each of our application specialists
+ has many years of experience in the field. They provide you with on-

site or virtual based support: comprising training and help in imple-
menting our technology in your clinical day-to-day business. This in-
cludes also local support hotlines.

Technical Service

Our Technical Service is available for you to answer all your
technical questions you may have in and around the Xenios plat-
form. This service is also your contact for questions regarding the
maintenance or repair of your Xenios devices. You can contact our

ﬂ technical service via email or our service hotline.

Education and Training

Xenios Campus - our e-learning platform for education, information
and training - is putting the emphasis on blended learning. We know
the value of having the right knowledge. That’s why we offer you
diverse study modules and videos that enable you to pursue indivi-
dual advanced training in your specific areas of interest.
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CONTRAINDICATIONS

FOR USE:

The following side effects are some of those that can occur with use of the device:

e Mechanical failure, hemolysis and thromboembolisms. these potential side effects can occur with all extracorporeal blood
pump systems.

e |tis not permitted to operate the system outside the technical data specifications.

e The Xenios console may not be operated if anti-coagulation compliant with use for extracorporeal circuits cannot be
guaranteed.

WARNINGS:

WARNING indicates a hazardous situation which, if not avoided, could result in death or serious injury. In the event of a technical
alarm, a red warning triangle appears on the front of the Xenios control panel. Inoperative components can be life-threatening for
the patient! replace the complete Xenios console with a functional system immediately. the Xenios control panel weights
approximately 2 kg and is detachable. the unit will be damaged if it falls over after being removed from the Power Supply. always
remove the control panel from the Xenios Power Supply carefully and with both hands. the unit’s own weight can cause injuries
during transport! out of the Xenios Power Supply, the control panel must always be carried with both hands. always set the control
panel down on a firm, stable and level surface, or secure it only by holders intended for that purpose. incorrect parameter settings
may endanger patient lives. always observe the patient and monitor the pump operation when setting parameters. the device may
only be operated by specially trained medical specialists. ensure that parameters may not be set by unauthorized persons while
the device is being used on a patient. Please note that with the nurse emergency call, the possible alarm delay of > 1 second
means that it is not certain that the alarm will be emitted as per the standard. in the event of system faults, a red warning triangle
lights up on the front of the Xenios control panel. this indicates non-functional components. non-functional components may be
life-threatening for the patient! in this case, the entire Xenios console must immediately be replaced by a functional system. the
arrow on the flow sensor must point in the direction of the blood flow in the extracorporeal circuit. The IPS are only zero adjusted
once during preparation. Do not zero adjust during therapy. Zero adjustment for pressure sensors is only possible while pressure is
in range from =50 mmHg to +50 mmHg. A level sensor is attached to the reservoir, where it constantly monitors the fill level. if the
level falls below the minimum mark, an acoustic alarm is triggered. the pump speed is then adjusted automatically to prevent any
further flow through the system, and circulation through the system stops. If the compact holder and patient kit are attached to the
back of the console, this treatment unit may not be attached to the Xenios trolley n. Limited safety against tilting! Select sensible
limit values! the limit values are determined depending on the therapy conditions! Carefully selected limit values contribute to the
therapy’s safety and allow you to promptly recognize critical situations and avoid them. To ensure sufficient pulsatile support, the
p1 limiter should not be used when Synchronized Cardiac assist is activated. The p1 limiter is a protective function. Since the p1
limiter function should not be used when Synchronized Cardiac assist is activated, this protective function is then not effective. In
order to detect possible blood cell damage in time, the hemolysis parameters must be checked regularly when using
Synchronized Cardiac assist. Air bubbles in the circuit can lead to life-threatening situations for the patient. the Xenios console is
only allowed to be used if this function is working correctly. In the event of a technical alarm, a red warning triangle appears on the
front of the Xenios control panel. Inoperative components can be life-threatening for the patient replace the complete Xenios
console with a functional system immediately
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