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RibLoc® U Plus CHESTWALL PLATING SYSTEM
FOR THE PERSONAL ATTENTION OF THE OPERATING SURGEON

INSTRUCTIONS FOR USE

DESCRIPTION

The RibLoc® U Plus Chest Wall Plating System of bone plates, screws and accessories
are designed to provide fixation for fractures, fusions, and osteotomies of the ribs, and
reconstructions of the chest wall.

INFORMATION FOR USH

Anatomical dimensions determine the size and shape of implant used. The surgeon must
select the appropriate size, and contourthe plate if necessary, to matchthe patient’s anatomy
for close adaptation and firm seating with adequate support.
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MRI Safety Information

MR Conditional

Non-clinical testing and MRI simulations were performed to evaluate the RibLoc® Plating
System. Non-clinical testing demonstrated that the entire family of this product is MR
Conditional. A patient with an implant from this product family can be scanned safely in an MR
system under the following conditions:

» Static magnetic field of 1.5-Tesla or 3-Tesla, only

e Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m)

*« Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2-
\W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the Normal Operating Mode
Under the scan conditions defined, an implant from RibLoc® Plating Systemis expected to
produce a maximum temperature rise of 8.1°C after 15-minutes of continuous anmng (i.e,
per pulse sequence).

In non-clinical testing, the image artifact caused by and implant from% g System

extends approximately 10-mm from this device when imaged with a ho pulse
sequence and a 3-Tesla MR system.
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CLEANING AND STERILIZATION INSTRUCTIONS

PRECAUTIONS

o The RibLoc® U Plus Chest Wall Plating System products are provided non-sterile and
require cleaning and sterilization prior to use.

¢ Any device contaminated with blood, tissue or other bodily fluids should be handled
according to hospital protocol. Personal protective equipment should be utilized when
working with contaminated or potentially contaminated devices.

« In accordance with AORN and AAMI guidelines, immediate use steam sterilization
(also known as flash sterilization) of implants is not recommended.

+ Lumens, channels, crevices, joints, mating surfaces and threads require particular
attention during cleaning. Flood with copious amounts of cleaning solutions
syringe to flush out soil.
ng edges.

« Caution should be exercised when handling instruments with sharp 30|
¢ Do not use metal brushes or scouring pads during manual cleani

« The use of neutral pH enzymatic and cleaning agents is recom Ikahne
cleaning agents are used, neutralize @nd thoroughly rinse from
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brush (M ipe cleaner (2.7mm), lintfree cloth,
ap water a erse osmosis or deionized (RO/DI) water,
' %atic detergent solution (e.g., Enzol®).
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thread€d Mstruments are cleaned in both open and closed positions.

Remov devices from the enzymatic solution and place in RO/DI water in an
asonic unit and sonicate for five (5) minutes.

e each device with ambient tap water and holding devices under water for 30

channels. devices while scrubbing paying particular attention to lumens,
’\ creviceSyChanmels and hard to reach areas. Ensure that hinged, articulating and

gation syringe to flush water into lumens, crevices and mating surfaces.

& ds to ensure lumens, crevices and channels are flushed with water. Use an

DRYING

« Remove devices from water and wipe devices dry with a clean, lint-free cloth then allow to
airdry.
Load devices into the provided tray according to the diagram on the tray bottom. For
automated processing, transfer the trays to the washer/disinfector.

NOTE: Surgical instruments made from stainless steel can corrode and must be
dried to prevent rust formation.

CAUTION: Federal Law (USA) restricts this product saleby oron the order of aphysician or hospital.
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CLEANING: Eqguipment: An automated washer-disinfector that has been installed and qualified to ISO
AUTOMATED 15883-1 and ISO 15883-2.

Solutions: Prepare solutions per manufacturer’s instructions. Use Neutral pH (<8.5) low
foaming, enzymatic wash solution (e.g., Enzol®), neutral pH, low foaming wash solution
(e.g., Prolystica Neutral 2x), instrument lubricant (e.g., Ultra Clean Surgical Milk) if capable.

NOTE: Explicitly follow washer/disinfector manufacturer’s instructions for loading.
Motor Speed: High

Detergent Type and
Phase Recirculation Time Temperature Concentration

Pre-wash 2:00 minutes Cold tap water

Enzyme Wash 4:00 minutes Hot tap water

Wash 2:00 minut 65.5°C (150°F

Rinse 15s N/A

Drying
MAINTENANCE,  Inspect device under
INSPECTION is seen, repeat cleaning R0
AND TESTINé: e« Some automate

washer/disigf:

* Inspect th@ clean &
damage okcorros

CAUTION: Federal Law (USA) restricts this product saleby oron the order of aphysician or hospital.
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Threeinstruments in the RibLoc U Plus System have articulating parts that require lubrication after every cleaning, and prior to autoclaving.
Only water soluble, non-silicone, steam permeable lubricants intended for surgical instruments (e.g., Ultra Clean Spray Lube or Surgical
Milk) should be used. When applicable, consult your sterilization equipment manufacturer’s written instructions regarding instrument
lubrication for the specific sterilizer used. Fully submerging the instrumentsinlubricantis never advised.

Manually spray a small amount of lubricant onto the instruments at articulation areas, where mated surfaces make contact, on exposed
screw threads and at hinges (see Figures 1-3). Actuate devices to ensure lubricantis distributed over the surfaces. Allow lubricated
instruments to air dry prior to sterilization.

If the instruments are difficult to actuate, threads bind or components do not move smoothly over mating surfaces, contact Acumed
for a replacement.

Figure 1- Plate Bender Lubricant Application Areas ion Areas

Figure 2— Intermediate Gauge Lubricant Appli
a, Pivotingjoint, b Rollers L

: RBL2230 *
L 2
‘ O
ary Guide Lubyi ication Areas

Mati ni w threads

surfa

PACKAGING:

Pre-Vacuum Autoclave

Temperature Cycle Time Dry Time

132°C (270°F) 4 min 30 min

26x54x8cm

RBL4020

(10 x 21 x 5inch)

135°C (275°F) 3 min 25 min

CAUTION: Federal Law (USA) restricts this product saleby oron the order of aphysician or hospital.

PKGI-011480 Rev. B Page 50f 6 Effective 4/2021




-} acumed

STORAGE: Following drying, allow the surgical tray to cool before touching with unprotected hands.
Remove surgical tray from the autoclave and store at ambient temperature and humidity,
keep away from direct sunlight. Prior to use, inspect tray and contents for wear, damage or
tampering.

Acumed Headquarters These materials contain information about products that may or may not be

MANUFACTURER 5885 NE Cornelius Pass Road |[available in any particular country or may be available under different

CONTACT: - Hillsb OR 97124 trademarks in different countries. The products may be approved or cleared

® flisboro, by governmental regulatory organizations for sale or use withdifferent

USA
Office: +1.888.627.9957
Office: +1.503.627.9957

Fax: +1.503.520.9618

indications or restrictions in different countries. Products may notbe
approved for use in all countries. Nothing containedin these materials
should be construed as a promotion or solicitation for any product or for the|
use of any product in a particular way that is not authogized under the laws
and regulations of the country where the readgr i i
materials should be construed as a represenfati
efficacy or quality of any product, nor the
treat any specific condition. Physicia
availability and use of the products desci
authorized Acumed distributor. Spgci
the use of the products describedi

teridls or the appropriateness
heir own physician.

eing prepar . Itis the responsibility
ing equipme atepials and pers in the
validation onitoring of thé{processes.

[REF |

Part Number

Lo ]

Lot Number

e

Do net re

( _,consuh
instructions for

e

5

Conditional. Items may
afely enter the MRI Scanner
environment under the
specific conditions presented
inthe IFU

routin
é‘

[

Consultthe electronic
instructions for use
(elFU) at
www.acumed.ne:

not useif
Non-Ste g ‘Eackage is

Eur

an Community /
European Union

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

CE marking of conformity, Article
17 of EU Directive 93/42/EEC.
CE marking may be
accompanied by the
identification number ofthe
notified body responsible for
conformity assessment

q3

Patents:

US - 7,635,365; 7,

N?,asz,sn; 9,7

5429
14074

7}&

The reticleis aregistered
trademark of Acumed. It may
appear alone or with the
Acumed name.

CAUTION: Federal Law (USA) restricts this product saleby oron the order of aphysician or hospital.

PKGI-011480 Rev. B

Page 6 of 6

Effective 4/2021


http://www.acumed.net/ifu
http://www.acumed.net/ifu

	CLEANING AND STERILIZATION INSTRUCTIONS
	The reticle is a registered trademark of Acumed. It may appear alone or with the Acumed name.
	C
	EU – EP 1667590
	Other patents pending



