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A WARNING

To avoid injury, always read this Instructions For Use and
accompanied documents before using the product.

@ Mandatory to read the Instructions For Use.

Design Policy and Copyright

® and ™ are trademarks belonging to the Arjo group of companies.

© Arjo 2019.

As our policy is one of continuous improvement, we reserve the right to
modify designs without prior notice.

The content of this publication may not be copied either whole or in part
without the consent of Arjo.



EXCEPT FOR THE WARRANTIES EXPRESSLY SET FORTH HEREIN, ALL OTHER
WARRANTIES, INCLUDING IMPLIED WARRANTIES OF MERCHANTABILITY
AND OF FITNESS FOR A PARTICULAR PURPOSE, ARE HEREBY DISCLAIMED
AND EXCLUDED. REMEDIES FOR BREACH OF ANY AND ALL EXPRESSED
WARRANTIES HEREIN ARE LIMITED TO REPAIR OR REPLACEMENT OF

THE GOODS. THERE ARE NO WARRANTIES WHICH EXTEND BEYOND THE
DESCRIPTION OF THE FACE HEREOF. IN NO EVENT SHALL DAMAGE FOR
BREACH OF ANY WARRANTY INCLUDE ANY CONSEQUENTIAL DAMAGES OR
EXCEED THE AMOUNT PAID TO THE MANUFACTURER FOR THE NON-CON-
FORMING GOODS SOLD. This warranty is void if proof or purchase can not be
made by original purchaser or batch number tag is defaced or removed.



The RIK™ Fluid Overlay has been designed to provide pressure redistribution, low
shear, comfort and stability. To ensure proper use of the RIK Fluid Overlay, please read
these instructions and save them for future reference.

Features include:

»  Attaches easily to most hospital mattresses

» Eliminates noise, heat and power consumption
+  Self-adjusting during patient repositioning

*  The RIK Fluid Overlay is indicated for patients at high risk of pressure ulcers.

. Unstable cervical, thoracic and / or lumbar fracture
e Cervical traction

e Transfer - Precaution should be taken during patient transfer.

e Side Rails and Restraints - WARNING: Use or non-use of restraints, including
side rails, can be critical to patient safety. Serious or fatal injury can result from
the use (potential entrapment) or non-use (potential patient falls) of side rails or
other restraints. See related Safety Information.

e Patient Migration - Specialty surfaces have different shear and support character
istics than conventional surfaces and may increase the risk of patient movement,
sinking and / or migration into hazardous positions of entrapment and / or inadver
tent bed exit. Monitor patients frequently to guard against patient entrapment.

e  Skeletal Traction or Unstable Fracture (if not contraindicated) - With skeletal
traction, unstable pelvic fracture or any other unstable fracture (to the extent not
contraindicated), maintain physician-directed angle of articulation and guard
against risks of patient migration.

Serious Incident

If a serious incident occurs in relation to this medical device, affecting the user, or the
patient then the user or patient should report the serious incident to the medical device
manufacturer or the distributor. In the European Union, the user should also report the
serious incident to the Competent Authority in the member state where they are located.

Side Rails / Patient Restraints

Whether and how to use side rails or restraints is a decision that should be based on each
patient’s needs and should be made by the patient and the patient’s family, physician and
caregivers, with facility protocols in mind. Caregivers should assess risks and benefits of
side rail / restraint use (including entrapment and patient falls from bed) in conjunction with
individual patient needs, and should discuss use or non-use with patient and / or family.
Consider not only the clinical and other needs of the patient but also the risks of fatal or
serious injury from falling out of bed and from patient entrapment in or around the side
rails, restraints or other accessories. In the US, for a description of entrapment hazards,
vulnerable patient profile and guidance to further reduce entrapment risks, refer to FDA's

4



Hospital Bed System Dimensional and Assessment Guidance To Reduce Entrapment.
Outside the US, consult the local Competent Authority or Government Agency for Medical
Device Safety for specific local guidance. Consult a caregiver and carefully consider
the use of bolsters, positioning aids or floor pads, especially with confused, restless or
agitated patients. It is recommended that side rails (if used) be locked in the full upright
position when the patient is unattended. Make sure a capable patient knows how to get
out of bed safely (and, if necessary, how to release the side rails) in case of fire or other
emergency. Monitor patients frequently to guard against patient entrapment.

When selecting a standard mattress, ensure the distance between top of side rails

(if used) and top of mattress (without compression) is at least 8.66 in

(220 mm) to help prevent inadvertent bed exit or falls. Consider individual patient
size, position (relative to the top of the side rail) and patient condition

in assessing fall risk.

Bed Frame

Always use a standard health care bed frame with safeguards or protocols that may
be appropriate. It is recommended that bed and side rails (if used) comply with the
Hospital Bed System Dimensional and Assessment Guidance to Reduce Entrapment,
March 2006 (see www.fda.gov/CDRH/Beds/Guidance/1537.pdf). Frame and side rails
must be properly sized relative to the mattress to help minimize any gaps that might
entrap a patient’s head or body.

Bed Height
To minimize risk of falls or injury, the bed should always be in the lowest practical
position when the patient is unattended.

Brakes
Caster brakes should always be locked once the bed is in position. Verify wheels are
locked before any patient transfer to or from the bed.

Head of Bed Elevation
Keep head of bed as low as possible to help prevent patient migration.

Patient Entrance / Exit

Caregiver should always aid patient in exiting the bed. Make sure a capable patient
knows how to get out of bed safely (and, if necessary, how to release the side rails) in
case of fire or other emergency.

Skin Care

Monitor skin conditions regularly and consider adjunct or alternative therapies for high
acuity patients. Give extra attention to any possible pressure points and locations
where moisture or incontinence may occur or collect. Early intervention may be essen-
tial to preventing skin breakdown.

No Smoking in Bed
Smoking in bed can be dangerous. To avoid the risk of fire, smoking in bed should
never be allowed.



Patient Weight
The maximum recommended patient weight for this system is 350 Ib (159 kg).
Consult individual bed frame manufacturer for total safe working load.

General Protocols
Follow all applicable safety rules and institution protocols concerning patient and care-
giver safety.

End of Life Disposal
» Fabric material used on the mattresses or any other textiles, polymers or plastic
materials etc. should be sorted as combustible waste.
+ Mattresses at the end of life should be disposed of as waste according to the
national or local requirements which may be landfill or combustion.

The RIK Fluid Overlay is made of five main components:
 Three fluid pads consisting of two blue bottom end pads and one black bottom
center pad
* One bottom panel
* One top cover

1. Lay out the bottom panel over the bed mattress with the end labeled HEAD at the
appropriate end.

2. Attach the elastic corner straps around each corner of the bed mattress to secure
the bottom panel (Figure 1). These straps are adjustable to accommodate
different mattress sizes.

Figure 1

Head Wing

Elastic Strap



Place the black bottom center pad on the center of the bottom panel. Align the
nylon hook and loop material sides of the center pad with the black side wings of
the bottom panel and fold the wings upward on each side so that the nylon hook
and loop material connects (Figure 2).

Center Pad

Figure 2

Repeat the previous procedure with each blue bottom end pad so that all three
pads are attached to the bottom panel (Figure 3). Ensure that the blue bottom end
pads sit snugly against the black bottom center pad. Fold the wing at the HEAD
end of the bottom panel upward, and tightly fasten the nylon hook and loop straps
on each side to the adjacent side wings (Figure 3 magnified view).

Figure 3 " @ Magnified view of corner




5. Zip top cover onto bottom panel ensuring HEAD and FOOT ends are properly
aligned (Figure 4). Note the seven magnet flaps must detach from the wings so
that the top cover zips between each flap and wing.

Figure 4

The top cover is made of a nylon fabric with a moisture vapor permeable backing and is
designed to fit loosely on the overlay.

Specially designed magnets allow for a flat linen sheet to be placed loosely on the
overlay while still being held securely. Sheets should remain loose to avoid the
increased pressure that occurs with tight fitting sheets. Wrinkles in the sheets are not of
concern, as the fluid design of the overlay helps prevent increased pressure on the skin
at the area of the wrinkle.

The overlay is designed to fit on most standard hospital mattresses.

The RIK Fluid Overlay has a firm foam edge of support along each side. It provides
support during patient ingress and egress.

Use only the RIK Fluid Overlay covers, as the use of improper covers may adversely
affect the performance of the RIK Fluid Overlay. A standard flat sheet, incontinence
pad or turn-and-draw sheet may be used as long as they are kept loose and not tucked
under the overlay edge. Do not use any additional padding on the overlay surface.



Arjo recommends the use of approved hospital disinfectants provided the
manufacturer’s instructions are followed.

NOTE: Always wear personal protective equipment as outlined by facility protocol. The
RIK Fluid Overlay can be cleaned using a two-step procedure.

Using a soft cloth wipe the entire surface of the overlay with warm soapy water or ap-
proved hospital disinfectant diluted according to manufacturer’s instructions. Do not use
abrasive cleaning agents or phenolics.

1.

2.
3.
4

Wipe off excess solution.

Rinse the cover thoroughly using plain water.

Allow to air dry.

Examine the cover for any tears that may have allowed contaminants to penetrate
the cover.

If the top cover is heavily soiled or if penetration of the top cover is suspected, use
the following process for cleaning.

1.

2.

Unzip the top cover and remove.

NOTE: The top cover can be laundered using low temperatures up to <70°F (21°C)
with chemicals suitable for low temperature washings and prepared in recommend-
ed dilutions. Allow to air dry. Ensure cover is completely dry before storage.

After top cover is removed, wipe down all visible surfaces with approved hospital

disinfectant mixed according to manufacturer’s instructions.

3.
4.

Wipe off excess solution.
Wipe entire surface a second time with the hospital grade disinfectant mixed to

manufacturer’s recommendations.

5.
6.
7.

Rinse the surface thoroughly using plain water.
Allow to air dry.
Examine the three individual section covers for any tears that may have allowed-

contamination to penetrate this layer.

8.

If any of these section covers are breached, remove the cover and disinfect the

surface below it using the two-step process noted above.

9.

Allow to air dry.

10. Replace any torn covers with new ones.

It is recommended that any maintenance or repairs beyond those described in this
guide be performed by Arjo authorized personnel.



The RIK Fluid Overlay

Dimensions 78inLx33inWx5.5inH (198 cm x 83 cm x 13.9 cm)
Weight 99 Ib (45 kg)
Top Cover Material Nylon fabric with a moisture vapor permeable backing

Supplemental Mattress
Dimensions 78inLx33in.Wx25inH (198 cm x 83 cm x 6.4 cm)
Weight 10 Ib (4.5 kg)

Part Numbers
Complete Assembly VL22000
Supplemental Mattress  MS22000

Replacement Parts

Top Cover TC22000
End Pad ES22000
Center Pad CS22000
Bottom Panel BC22000

**Specifications subject to change without notice.
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Manufacturer Chlorine bleach

REF | Reorder number Do not iron

CE marking indicating conformity
with European Community

harmonised legislation.

Do not dry clean

Indicates the product is a
M D Medical Device according to
EU Medical Device Regulation
2017/745.

E[ﬂ Consult instructions for use
m Wash using cold water

| | | Drip dry

Do not launder

Head End

Foot End
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AUSTRALIA

Arjo Australia Pty Ltd

78, Forsyth Street
O’Connor

AU-6163 Western Australia
Tel: +61 89337 4111

Free: +1 800 072 040

Fax: + 61 89337 9077

BELGIQUE / BELGIE

Arjo NV/SA

Evenbroekveld 16

BE-9420 ERPE-MERE
Tél/Tel: +32 (0) 53 60 73 80
Fax: +32 (0) 53 60 73 81
E-mail: info.belgium@arjo.be

BRASIL

Arjo Brasil Equipamentos Médicos Ltda
Rua Marina Ciufuli Zanfelice, 329 PB02
Galpéo - Lapa

Sao Paulo — SP — Brasil

CEP: 05040-000

Phone: 55-11-3588-5088

E-mail: vendas.latam@arjo.com
E-mail: servicios.latam@arjo.com

CANADA

Arjo Canada Inc.

90 Matheson Boulevard West
Suite 300

CA-MISSISSAUGA, ON, L5R 3R3
Tel/Tél: +1 905 238 7880

Free: +1 800 665 4831 Institutional
Free: +1 800 868 0441 Home Care
Fax: +1 905 238 7881

E-mail: info.canada@arjo.com

CESKA REPUBLIKA

Arjo Czech Republic s.r.o.
Na Strzi 1702/65

140 00 Praha

Czech Republic

Phone No: +420225092307
e-mail: info.cz@arjo.com

DANMARK

Arjo A/S

Vassingergdvej 52
DK-3540 LYNGE

Tel: +45 49 13 84 86

Fax: +45 49 13 84 87
E-mail:
dk_kundeservice@arjo.com

DEUTSCHLAND

Arjo GmbH
Peter-Sander-Strasse 10
DE-55252 MAINZ-KASTEL
Tel: +49 (0) 6134 186 0
Fax: +49 (0) 6134 186 160
E-mail: info-de@arjo.com

ESPANA

Avrjo Ibérica S.L.

Parque Empresarial Rivas Futura, C/
Marie Curie 5

Edificio Alfa Planta 6 oficina 6.1-.62

ES-28521 Rivas Vacia, MADRID
Tel: +34 93 583 11 20

Fax: +34 93 583 11 22

E-mail: info.es@arjo.com

FRANCE

Arjo SAS

2 Avenue Alcide de Gasperi
CS 70133

FR-59436 RONCQ CEDEX
Tél: +33 (0) 32028 13 13
Fax: +33 (0) 32028 13 14
E-mail: info.france@arjo.com

HONG KONG

Arjo Hong Kong Limited
Room 411-414, 4/F,
Manhattan Centre,

8 Kwai Cheong Road,
Kwai Chung, N.T,,
HONG KONG

Tel: +852 2960 7600
Fax: +852 2960 1711

ITALIA

Arjo Italia S.p.A.

Via Giacomo Peroni 400-402
IT-00131 ROMA

Tel: +39 (0) 6 87426211

Fax: +39 (0) 6 87426222
E-mail: Italy.promo@arjo.com

MIDDLE EAST

Arjo Middle East FZ-LLC
Office 908, 9th Floor,

HQ Building,North Tower,
Dubai Science Park,

Al Barsha South

P.O Box 11488, Dubai,
United Arab Emirates
Direct +971 487 48053
Fax +971 487 48072
Email: Info.ME@arjo.com

NEDERLAND

Arjo BV

Biezenwei 21

4004 MB TIEL

Postbus 6116

4000 HC TIEL

Tel: +31 (0) 344 64 08 00
Fax: +31 (0) 344 64 08 85
E-mail: info.nl@arjo.com

NEW ZEALAND

Arjo Ltd

34 Vestey Drive

Mount Wellington
NZ-AUCKLAND 1060
Tel: +64 (0) 9 573 5344
Free Call: 0800 000 151
Fax: +64 (0) 9 573 5384
E-mail: nz.info@Arjo.com

NORGE

Arjo Norway AS

Olaf Helsets vei 5

N-0694 OSLO

Tel: +47 22 08 00 50

Faks: +47 22 08 00 51

E-mail: no.kundeservice@arjo.com

OSTERREICH

Arjo GmbH

Lembdckgasse 49 / Stiege A/ 4.0G
A-1230 Wien

Tel: +43 1 8 66 56

Fax: +43 1 866 56 7000

www.arjo.com
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POLSKA

Arjo Polska Sp. z 0.0.
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PL-62-052 KOMORNIKI (Poznan)
Tel: +48 61 662 15 50

Fax: +48 61 662 15 90
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PORTUGAL
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E-mail: Portugal@arjo.com
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Avrjo International HQ
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UNITED KINGDOM

Arjo UK and Ireland
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Tel: +44 (0) 1582 745 700
Fax: +44 (0) 1582 745 745
E-mail: sales.admin@arjo.com

USA

Arjo Inc.

2349 W Lake Street Suite 250
US-Addison, IL 60101

Tel: +1 630 307 2756

Free: +1 800 323 1245 Institutional
Free: +1 800 868 0441 Home Care
Fax: +1 630 307 6195

E-mail: us.info@arjo.com
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At Arjo, we are committed to improving the everyday lives of people affected by reduced
mobility and age-related health challenges. With products and solutions that ensure
ergonomic patient handling, personal hygiene, disinfection, diagnostics, and the effective
prevention of pressure ulcers and venous thromboembolism, we help professionals across
care environments to continually raise the standard of safe and dignified care. Everything
we do, we do with people in mind.
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Hans Michelsensgatan 10
211 20 Malmo, Sweden

www.arjo.com
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