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1.0 Not ise

1.1 CONTACT INFORMATION
1.1.1 Manufacturer
* Address: Thornhill Research Inc.

60 Wingold Ave
Toronto, Ontario
Canada M6B 1P5

( Phone: +1.416.597.1325

Website: http://www.thornhillmedical.com

1.1.2 Notified Body

British Standards Institute
Netherlands

Number 2797

BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9

1066 EP Amsterdam

1.1.3 Authorized Representatives

EMERGO EUROPE
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Phone: +31.70.345.8570
Fax: +31.70.346.7299

EMERGO AUSTRALIA
Level 20 Tower Il
Darling Park

201 Sussex Street
Sydney, NSW 2000
Australia

Phone: +61.2.9006.1662

1.2 PATENT NOTICE

MOVES®SLCE i s c oomeeor neork UB and international patents and patents pending.

1.3 COPYRIGHT NOTICE
Copyright © 2016 Thornhill Research Inc.
No part of this publication may be reproduced, translated into another language, stored in a retrieval system or

transmitted, in any form or by any means, electronic, mechanical, photocopying, recording, or otherwise without the
prior written consent of Thornhill Research Inc. The information contained herein is subject to change without notice.

THORNHILL 1



MOVES®SL CPBperatordés Manual Thornhill Research Inc.

14 TRADEMARK NOTICES

MOVES® is a registered trademark of Thornhill Research Inc.
S L C ks a trademark of Thornhill Research Inc.

All brand and product names mentioned herein are used for identification purposes only and are trademarks or
registered trademarks of their respective holders.

15 EMC (ELECTROMAGNETIC COMPATIBILITY) NOTICE

MOVES® S L C Rgenerates, uses, and can radiate RF (radio frequency) energy. If it is not installed and used in

accordance with the instructions in this manual, electromagnetic interference may result. MOVES® S L C fhas been
tested and found to comply with the limits set forth in IEC 60601-1-2 (identical to EN 60601-1-2) for medical products.
These limits provide reasonable protection against electromagnetic interference in the intended use environments
described in this manual.

NOTE The EMISSIONS characteristics of this equipment make it suitable for use in industrial areas and hospitals
(CISPR 11 class A). If it is used in a residential environment (for which CISPR 11 class B is normally required) this

equipment might not offer adequate protection to radio-frequency communication services. The user might need to
take mitigation measures, such as relocating or re-orienting the equipment.

1.6 MRI (MAGNETIC RESONANCE IMAGING) NOTICE

MOVES® S L C Eontains electromagnetic components whose operation can be affected by intense electromagnetic

fields. Do not operate MOVES® S L C fih an MRI environment or in the vicinity of high-frequency surgical diathermy
equipment. Electromagnetic interference could disrupt the operation of the ventilator.

1.7 PHTHALATES NOTICE

MOVES® S L C fand its accessories may contain phthalates. Phthalates are classified as carcinogenic, mutagenic or
toxic to reproduction.

WARNING! IN ORDER TO REDUCE THE POTENTIAL RISK FROM PHTHALATES, LONG TERM
A EXPOSURE SHOULD BE AVOIDED IN THE TREATMENT OF CHILDREN AND PREGNANT OR
NURSING WOMEN.

1.8 REGULATORY NOTICE

Caution: Federal law restricts this device to sale by or on the order of a physician.

19 CLASSIFICATION

Type of Equipment: Medical Equipment
Electrical Classification: Class |, Type BF (unit)
Registration Classification: Class llb
Type CF Defibrillation Proof (applied parts)
Pediatric and Adult Lung Ventilator
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1.10 DECLARATION OF CONFORMITY NOTICE

MOVES® S L C fis declared to conform to the Medical Device Directive of the European community (re: Medical
Device Directive 93/42/EEC). This is indicated by the CE Mark shown below.

C€

2797

MOVES® S L C flso conforms to the following Technical Standards:

IEC/EN 60601-1 IEC 80601-2-30 ISO 8359

IEC 60601-1-2 IEC 60601-2-34 ASTM E1112-00
IEC 60601-1-8 IEC 60601-2-49 BS EN 794-3 (2009)
ISO 80601-2-12 ISO 80601-2-55 MIL-STD-810G

IEC 60601-2-27 ISO 80601-2-61 JECETS

For more information on these standards, see Regulatory Standards Compliance on page 25.
1.10.1 Trade Name

MOVES®S L C fportable life support system
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20 MOVESSLCE Quick St affdr Gwe rdtei |
Patient s

Equipment Setup Procedures

1. Lift the release/lock latch for the ventilator cartridge door at the top front of the MOVES® S L C Bnsert the
ventilator cartridge, close the door and lock it by depressing the latch.

NOTE: Do not remove the clear plastic binding around the ventilator cartridge.

2. Confirm the installation of the hydrocarbon filter in the REAR panel of the MOVES® S L C E

THORNHILL 5
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f

Afro patiento port o breathing
and 0

3. Attachthewat er trap to the
circuit patient hosestothewat er tr ap

tubing to the sampling line.

> 3

t

NAFION TUBING SAMPLING
(not included in package) _ FILTER _ELBOW
Y K

LUER ADAPTER

N

SAMPLING LINE .

\ PATIENT

SAMPLING FILTER \ FILTER

(attach to GAS SAMPLE \ @
N\ ¢

“Y"-PIECE

port on patient-connection \

panel) N 7

2 PATIENT HOSES
(attach to two PATIENT HOSE
ports on ventilator cartridge)

pati ent 0 .fonnectthe Nafianh

If ventilating patients under 30 kg or using tidal volumes under 150 mL, replace the breathing filter with the

4,
pediatric breathing system filter.

5. Attach the suction canister and tubing to MOVES® S L CE .

Connect any required patient monitoring accessories to MOVES® S L C EDO NOT CONNECT TO THE
PATIENT AT THIS TIME.

6.

7. Verify MOVES®S L C Battery charge levels and install batteries.
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8. Connect the MOVES® S L C fpower supply/charger to MOVES® S L C Hf batteries require charging and/or
MOVES® S L C s to be powered from wall power.

NOTE: MOVESE SLCE requires either two batteries t
connection to the power supply / charger and wall power, when in operation.

9. Turn onthe MOVES®S L C Bn by pressing the power button on the rear panel.

10. If prompted, configure the system for a New Patient and initialize device settings to default values by selecting
YES. Select NO to maintain the previous settings used.

Configure system for a new patient?

yes: initialize settings to default values
no: restore previously-used settings

NO Il YES

THORNHILL 7
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11. Follow the on-screen instructions to complete the System Tests. When all tests have been completed and
passed, select CONTINUE. Optional: Further details regarding the System Tests can be found in Section 2.1
System Test Instructions on page 10.

SYSTEM TEST
WARNING: **DO NOT CONNECT PATIENT** during this screen

Vent Check: PASS TEST SUMMARY: PASSED
Vent Cartridge 5
Closed Y-Piece:
Open Y-Piece

Power Check The system, as configured at time

Battery Verify: PASS of testing, passed all tests.
Press CONTINUE to acknowledge
Sensor Check: 5 and proceed.
Sample Line: 3

Lights+Audio: PASS

12. MOVESE SLCE continues to the Setup menu and initia
[_setup |

Monitor Only

ntilate  O2 Supplement  Monitor Only

OTHER
ECG HR Mode: Adult

ECG Rate: 10mmv/s 25mnvs
ECGRange: 22 mV
NIBP Mode: MANUAL
Suction: 325 mmHg
ADVANCED INFO.

NOTE: the system does not ventilate in Monitor Only or O2 Supplement modes

13. On the Setup menu, make any parameter changes necessary prior to initializing patient ventilation. Also,
connect any desired patient monitoring cables to the patient.

NOTE: Ventilation and other settings can be changed even though the system is in Monitor Only
mode.

14. Attach the ventilator breathing circuit to the patient. Change the system mode to Ventilate mode. Ventilation
begins using the indicated settings.
SETUP
Monitor Only

No Alarms

OTHER
ECG HR Mode: Adult Pediatr
ECG Rate: 10mmvs 25mnvs
ECGRange: 22 mV
NIBP Mode: MANUAL
Suction: 325 mmHg
ADVANCED. INFO
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Changing the Ventilator Cartridge During Operation

If MOVES® S L C fdvises the operator to change the ventilator cartridge:
1 Remove a new cartridge from packaging prior to making any changes to the system.
Navigate to the Setup menu and change the system mode to Monitor Only to stop ventilation.
Di sconnect the water trap from the Afrom Patient
Open the ventilator cartridge door and remove the depleted ventilator cartridge.
Insert the new ventilator cartridge, then close and lock the door.
Reconnect the water trap to the ventilator cartridge door and ensure ventilator breathing circuit patient
hoses remain connected.
1 Change the system mode back to Ventilate to immediately resume patient ventilation.

=a =4 —a a9

MOVES®*SLCE I nterface
Upon completion of the MOVES® S L C Bystem tests, the following screens are available:

SETUP: View and modify the primary operational settings of MOVES® S L C E

MAIN: Displays patient status and monitored physiological system parameters.

ECG: View all 12-lead ECG traces simultaneously.

ALARM LIMITS: View system alarm status and turn individual alarm indications on or off.
SYSTEM TEST: Review status of completed system tests.

= =4 —a —a -
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2.1

SYSTEM TEST INSTRUCTIONS

1. The System Test screen is displayed.

NOTE: The Jog Wheel control is used to
select options. It moves from selection to
selection in a circular clockwise or
counterclockwise direction around the screen
depending on the direction it is turned.
Pressing the Jog Wheel activates the selected
option.

SYSTEM TEST

WARNING: **DO NOT CONNECT PATIENT** during this screen

INPUT REQD

- WAITING

Open Y-Piece:

Power Check:

WAITING

Battery Verify: PAS

Sensor Check:

Sample Line

Lights+Audio:

PREP REQD
INPUT REQD

SKIP REMAINING

Ventilator Cartridge Check

The ventilator requires a new CO2
scrubber cartridge for each patient.
Is a new ventilator cartridge
installed?

2. Some tests, including RAM and
firmware integrity checking, are
AUTOMATIC (note tests initially
labeled PASS). Others require
preparation of the device into a certain
configuration (i.e., PREP REQD) or
require the user to give feedback (i.e.,
INPUT REQD). The first test selected,
the Ventilator Cartridge Check test, is
an INPUT REQD test.

NOTE: The system should not be used until
all tests pass. If any test reports a failure, wait
until all tests have been run. Then use the Jog
Wheel to select the failed test.
Troubleshooting instructions will then be
presented on the screen.

a

EE

A B

\ent Check:
:Vent Cartridce
Closed Y-Piece

Open Y-Piece:

Power Check:

Ao
PASE

. INPUT REQD

A L

WA S

WAITING

Battery Verify: PAS

Sensor Check:

Sample Line:

Lights+Audio:

PREP REQD
INPUT REQD

SKIP REMAINING

SYSTEM TEST
WARNING: **DO NOT CONNECT PATIENT** during this screen

The ventilator requires a new CO2
scrubber cartridge for each patient.
Is a new ventilator cartridge
installed?

10
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3. Perform the preparation steps
indicated if the test is PREP REQD
(for other tests that are INPUT REQD,
respond with the input requested),

then choose Prep done to run the test.

E

Vent Cartridge:

Open Y-Piece:

Power Check:
Battery Verify:

Sensor Check:

SYSTEM TEST
WARNING: **DO NOT CONNECT PATIENT** during this screen

Prep for Closed Y-Piece test:

@

Vent Check:
: PREP REQD
WAITING

PASS
PREP REQD

Occlude the Y-piece by inserting
the test plug. Ensure that the
- sample port on the Y-piece is
PASS blocked.

PREP REQD

Sample Line:
Lights+Audio: INPUT REQD

SKIP REMAINING

NOTE: In order to save time, certain tests can
be run concurrently. For example, while the
Closed Y-Piece test is still running, the screen
may advance to the Sample Line or Lights +
Audio tests.

%

Vs
‘Closed Y-Piece: 4
Upl:..

Sensor Check:

| Lights+Audio:

SYSTEM TEST
WARNING: **DO NOT CONNECT PATIENT** during this screen

Vent Check: Alarm Lights+Audio Tests:

Weartridge:
AT = FPOPY

Power Check:
Battery Verify:

Press START to initiate tests of the
alarm lights and audio.

PASS
WAITING

Sample Line:

THORNHILL

11



MOVES®SLCBperatordés Manual Thornhill Research Inc.

4. The closed Y-Piece test is completed —&
and passed in the screen shot at the %
right. To initiate the Alarm Lights +
Audio tests, user input is required.
Start must be confirmed, and then the Vent Check: Alarm Lights+Audio Tests:
operator must continue to observe the
device and answer the questions
shown on the device.

SYSTEM TEST

== WARNING: **DO NOT CONNECT PATIENT** during this screen

Vent Cartridge:
Closed Y-Piece: PASS
Open Y-Piece: PREP REQD
Gl
R Press START to initiate tests of the
Battery Verify: PASS alarm lights and audio.

Power Check:

Senscr Check: PASS
Sample Line: PREP REQD

| Lights+Audio:

[ st | skpthistest |

5. The first Alarm Lights + Audio test
requires input from the user (INPUT
REQD test). This test ensures that the
high-priority alarm visual and audio
indicators are working properly.
Respond with Yes or No.

12 THORNHILL




































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































