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SMALL FRAGMENT BASE SET 0
.
FOR THE PERSONAL ATTENTION OF THE CONTRAINDICATIONS; n dlcatlons for the system are
OPERATING SURGEON AND SUPPORTING activ r latent |nfect|on is; insufficient quantity or quality of
HEALTHCARE PROFESSIONALS ; ahd soft tissue rlaI sensitivity. If material sensitivity

d, tests, e performed prior to implantation.

ents who_are illing or in éof following postoperative
DESCRIPTION: The Acumed Small Fragment Base Set contain care’instructighs arg ‘contrain or these devices. These
general orthopedic plates and screws designed for use for fixati ’, attachment or fixation to the

t

vices are ended
in the indications described below. V posterlor ents (ped he cervical, thoracic, or lumbar
OV E

INDICATIONS: The Acumed Small Fragment Bas

contains orthopedic plates and screws with the foll % SPECIFICATIONS: The implants are

indications: e of com lly pure titanium per ASTM F67, titanium

e Acumed Fragment Plates and 4.0mm Ca s Screws y per TM F136, or stainless steel per ASTM F138.
intended for fixation of fractures, ost on- unlon®»
replantations, and fusions of small b d small ba@ne INSTRUMENT MATERIAL SPECIFICATIONS: The
fragments. ) @ nts are made of various grades of stainless steel,

* Acumed One-Third Tubular Plates are intende tion of m, aluminum, and polymers evaluated for biocompatibility.
fractures, osteotomies, and non-unions of th le
scapula, olecranon, humerus, radius, uln IviS, distal tibia,

and fibula. IMPLANT INFORMATION FOR USE: Physiological dimensions
e 2.7 mm and 3.5 mm non-locking he e Screws limit the sizes of implant appliances. The surgeon must select the

& type and size that best meets the patient’s requirements for close
intended for fractures in the med) olus, d' adaptation and firm seating with adequate support. Although the

;:akianeu?ftahtls humetrust ; and int fth physician is the learned intermediary between the company and
C;Xi I(I)?bo rac(:jtfjr:sl osteol ° | tnon 2 S ot the the patient, the important medical information given in this
Istal tibla and fibufa, p yinos document should be conveyed to the patient.
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SURGICAL INSTRUMENT INFORMATION FOR USE:
Instruments provided with this system may be single use or
reusable.

e The user must refer to the instrument's label to determine
whether the instrument is single use or reusable. Single use
instruments are labeled with a "do not re-use" symbol as
described in the Symbol Legend section, below.

after each use, reusable instruments must be inspected

increase the possibility of loosening or migration. The patient must
be cautioned, preferably in writing, @bout the use, limitations, and
possible adverse effects of thisjinplant. These cautions include
the possibility of the dewce ment failing as a result of loose
fixation and/or Ioosenlng s,%excessive activity, or weight

bear g or load bearln larly if the implant experiences
d Jeads due % yed union, nonunion, or incomplete
Ii nd the paSsibility of nervesgr spft tissue damage related
radma

al t

ient must

e Single use instruments must be discarded after a single use. )
R lei h limited lif Pri e er surgit or the ence of the implant. The
. eusable instruments have a limited lifespan. Prior to and p Q hed that f® follow postoperative care

where applicable for sharpness, wear, damage, proper
cleaning, corrosion and integrity of the connecting
mechanisms. Particular care should be paid to dri
bits and instruments used for cutting or implant’i

SURGICAL TECHNIQUES: Surgical techni%e avalla
describing the uses of this system. Itis t ibility of th
surgeon to be familiar with the procedure @ use of th e
products. In addition, it is the responsibility of the sur

familiar with relevant publications and consult with ex

associates regarding the procedure before use.
techniques can be found on the Acumed website\(actimed.net

ced

e of the
he |mpl
the reco d

IMPLANT WARNINGS: For safe effee
the surgeon must be thoroughly fami %
e

methods of application, instrum
surgical technique for the device\T! vice is no eS|gned to
withstand the stress of weigh ing, load , Or excessive
activity. Improper insertion of the device during,l Iantatlon can

structio P, ause th and/or treatment to fail. The

|mplan ay,cause di nd/or block the view of anatomic
stru n radiogra ages The components of these
ave not sted for safety, heating, or migration in

| envrro |m|Iar products have been tested and

ribed jn te f how they may be safely used in post-
erative cal evaluation using MRI equipment’.
"Shellock, erence Manual for Magnetic Resonance Safety, Implants, and
Dewc dition. Biomedical Research Publishing Group, 2011.

CAL INSTRUMENT WARNINGS: For safe effective use
y Acumed instrument, the surgeon must be familiar with the

.\nstrument, the method of application, and the recommended

surgical technique. Instrument breakage or damage, as well as
tissue damage, can occur when an instrument is subjected to
excessive loads, excessive speeds, dense bone, improper use or
unintended use. The patient must be cautioned, preferably in
writing as to the risks associated with these types of instruments.

-} acumed’



IMPLANT PRECAUTIONS: An implant shall never be reused. the tissue or inadequate healing may result from the presence of
Previous stresses may have created imperfections, which can an implant or due to surglcal tr um
lead to a device failure. Instruments shall be inspected for wear or

damage prior to usage. Protect implants against scratching and CLEANING:

nicking. Such stress concentrations can lead to failure. Bending

plates multiple times may weaken the device and could lead to Ieanlng Im & ould not be reused. Acumed

premature implant fracture and failure. Mixing implant Eomme ng of implants provided sterile.

components from different manufacturers is not recommended for ant provnded enle tha e hot been used, but have

metallurgical, mechanical and functional reasons. The benefits e soiledN hoH be pro according to the following:

from implant surgery may not meet the patient’s expectations o

may deteriorate with time, necessitating revision surgery to rnings utlons )

replace the implant or to carry out alternative procedure . Rester n Of the i > should not be performed if the

Revision surgeries with implants are not uncommon. € ntaet with contamination (e.g. biological
ontact, s bodily fluids/blood) unless the single

evice (S been reprocessed by an authorized

SURGICAL INSTRUMENT PRECAUTIONS: Sip @ |I|ty who eceived appropriate regulatory clearance for

surgical instruments shall never be reused. ’@ g SUESSes such. Cleganing a SUD after it comes into contact with human

may have created imperfections, which capsle \ a device 0 bIood e constitutes reprocessing.

failure. Protect instruments against scratg @ d mckmg su

stress concentrations can lead to failure. * an implant if the surface has been damaged.

ed implants should be discarded.
hould t | protecti t
ADVERSE EFFECTS: Possible adverse effect s should wear appropriate personal protective equipmen

PE).

discomfort, or abnormal sensations and nerve o ssue

damage due to the presence of an implant surgical All users should be qualified personnel with documented
trauma. Fracture of the implant may oc EXCESS] @ evidence of training and competency. Training should be
activity, prolonged loading upon the de%comple Yo inclusive of current applicable guidelines, standards and
excessive force exerted on the |npl g msertlo Iant hospital policies.

migration and/or loosening may tal s en Manual Processing

histological, allergic or adve% bod esulting Equipment: Soft bristled brush, neutral enzymatic cleaner or
from implantation of a foreign m ial may @ewe or soft neutral detergent with a pH < 8.5.

tissue damage, necrosis of bone or bone resorption, necrosis of
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1. Prepare a solution using warm tap water and detergent or

cleaner. Follow the enzymatic cleaner or detergent empe

manufacturer s recommendatlons.for use paying close Pre-wash o R | water N/A
attention to the correct exposure time, temperature, water i -
quality, and concentration. Enzyme 2 \\Wgrm tap water Ne“t;'i i"gysma“c

Warm tap water Detergent with
%PCl pH=<85

%]
3. Rinse implant thoroughly with DI or purified water. Use DI or Q —
purified water for final rinse. Q \nse bg Vﬁ% | obpurifed N/A

abrasive cleaners on implants.

Wash
2. Carefully wash the implant manually. Do not use steel wool or )
KXy

r3

> 40°C)
4. Dry the implant using a clean, soft, lint-free cloth to avoid ,‘ Dry > 20 \\/ 90°C A

scratching the surface.

Ultrasonic Processing QV
Equipment: Ultrasonic cleaner, neutral enzymatic ¢ In nt Clea @\ umed Instruments and Accessories
neutral detergent with a pH < 8.5. Note: UItrasonic%g may %be thorough aned before reuse, following the guidelines
. w:
1. Prepare a solution using warm tap wate né:@ rgent or @?me &ecautions
cleaner. F°”°’W the enzymatic cleaner_ nt . nation of reusable instruments or accessories
manufacturer’'s recommendations for uSg pz occur immediately after completion of the surgical

dure. Do not allow contaminated instruments to dry prior
%cleaning/reprocessing. Excess blood or debris should be
iped off to prevent it from drying onto the surface.

S oughl r. Use DI « All users should be qualified personnel with documented
purified water for final rinse. N evidence of training and competency. Training should be
4. Dry the implant using a clean soft, Iir\&cloth to@ inclusive of current applicable guidelines and standards and

scratching the surface. . 6 hospital policies.
¢ Do not use metal brushes or scouring pads during manual

Mechanical Processing
Equipment: Washer/disinfec tral enz@eaner or cleaning process.

quality, and concentration.
2. Clean implants ultrasonically for a minimum
3. Rinse implant thoroughly with DI or purifi

neutral detergent with a pH < 8.5.
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¢ Use cleaning agents with low foaming surfactants for manual
cleaning in order to see instruments in the cleaning solution.
Cleaning agents must be easily rinsed from instruments to
prevent residue.

¢ Mineral oil or silicone lubricants should not be used on Acumed
instruments.

¢ Neutral pH enzymatic and cleaning agents are recommended

alkaline cleaning agents are thoroughly neutralized and rins
from instruments.

e Surgical instruments must be dried thoroughly to prevent
formation, even if manufactured from high grade stai
steel.

¢ All instruments must be inspected for cleanline% aces,

h
for cleaning reusable instruments. It is very important that & .
w ble soil

cleaning or disinfectant solutions. Avoi g alkaliney, o
cleaners and disinfectants or solutions containing iQdi
chlorine or certain metal salts. Also, in solutions wi values

above 11, the anodization layer may dissolve
Manual Cleaning/Disinfection Instruction@
use-

1. Prepare enzymatic and cleaning agents a dilutioR@n
temperature recommended by the h acturer. F, %
solutions should be prepared whe% ing solutio&)' ome

grossly contaminated.

>
2. Place instruments in enzy%a}k tion unti etely
submerged. Actuate all mov parts tkk etergent to

contact all surfaces. Soak for a minimum of twenty (20)

minutes. Use a nylon soft bristled¥rush to gently scrub

instruments until all visibla& ig'removed. Pay special

attention to hard to reac X Pay special attention to any
c

canpulated instrument an with an appropriate bottle
, coils, or flexible features: Flood

For exposed spui
ices with g@ amounts of cleaning solution to flush
t

soil. Sc surface agscrub brush to remove all

om the surface revices. Bend the flexible
rea and fle surface@ scrub brush. Rotate the part
while sgribbirg to ens Il crevices are cleaned.
Re € instru d rinse thoroughly under running

for a mini ree (3) minutes. Pay special attention to

a syringe to flush any hard to reach

ulations,
o . X atieas.
joints, and lumens, proper function, and we d prior to . % . . .
sterilization. !acet instruments, fully submerged, in an ultrasonic unit
e Anodized aluminum must not come in t th certain @
C 0

solution. Actuate all moveable parts to allow
o contact all surfaces. Sonicate the instruments for
um of ten (10) minutes.

ve the instruments and rinse in deionized water for a

@nimum of three (3) minutes or until all signs of blood or soil
r

e absent in the rinse stream. Pay special attention to
cannulations, and use a syringe to flush any hard to reach
areas.

6. Inspect instruments under normal lighting for the removal of

visible soil.

7. If visible soil is seen, repeat the sonication and rinse steps

above.
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8. Remove excess moisture from the instruments with a clean,
absorbent, nonshedding wipe.

Combination Manual/Automated 1 |Two (2) minute prewash Wi&wa‘er
Cleaning and Disinfecting Instructions 2 | Twenty (20) second enZ\ql\g\y with hot tap water
1. Prepare enzymatic and cleaning agents at the use-dilution and 34 | One (1) minute enz 0\< -

temperature recommended by the manufacturer. Fresh VEi ,@ tap water rinse (X2)

solutions should be prepared when existing solutions become
grossly contaminated.

2. Place instruments in enzymatic solution until completely
submerged. Actuate all moveable parts to allow deterge

contact all surfaces. Soak for a minimum of ten (10) m 7 1@) second putifiedwa
Use a nylon soft bristled brush to gently scrub |nstru .(‘Q C/146-15

all visible debris is removed. Pay special attentio \Seven (7) mi ir dry (116°C/240°F)
reach areas. Pay special attention to any cannu No “Eollow washe

detergent wasmﬂap water

er rinse with optional lubricant

ctor manufacturer’s instructions explicitly.
instruments and clean with an approprlate . Note:
Use of a sonicator will aid in thorough clea nstrum \
e

Using a syringe or water jet will improvg of difficul Autom

reach areas and any closely mated su a Zd
3. Remove instruments from enzyme solutiofi and nns@

deionized water for a minimum of one (1) minute

4. Place instruments in a suitable washer/disinf
process through a standard washer/disinfe ycle. The

aning/Disinfection Instructions

washer/dryer systems are not recommended as the
& eaning method for surgical instruments.

&1 automated system may be used as a follow up process to
anual cleaning.

- Instruments should be thoroughly inspected prior to sterilization

cleaning and disinfection. ‘\\ ® to ensure effective cleaning.
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STERILITY:
System components may be provided sterile or nonsterile.

Sterile Product: Sterile product was exposed to a minimum
dose of 25.0-kGy gamma irradiation. Acumed does not

recommend resterilization of sterile-packaged product. If sterile
packaging is damaged, the incident must be reported to Acumed.
The product must not be used and must be returned to Acumed.

Non-Sterile Product: Unless clearly labeled as sterile and

provided in an unopened sterile package provided by Ac n
all implants and instruments must be considered nonste @

sterilized by the hospital prior to use.
e Follow current AORN “Recommended Practice

Sterilization in Perioperative Practice Settin an SI/AAM 5
ST79:2010 — Comprehensive guide to stea @' ization a?b

sterility assurance in health care faciliti %
o Consult your equipment manufacturer’s fen instructions for
specific sterilizer and load configuration instruction
¢ Gravity-displacement steam sterilization is not r

e Flash sterilization is not recommended. $

Prevacuum Steam Sterilizer Parameters’

Tray Case Part Numbers:

Condition:

Precyditioning Vacuum P

L 4

@
2383, 80-2777, 80-2384, 80-2683
O

pped

270°F (132°C)

T

N\inutes

'ﬁ minutes

t the minimum parameters validated to

’Va@his tabl
chieVe the requii rility Assurance Level (SAL), for a fully

Segt

d tray wi arts placed appropriately.

ooling t/ﬁ(:escribes the validated interval following dry time

and prio dling. This interval is included for safe handling

and t reyention of contamination; see ANSI/AAMI ST79:2010
8.1
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STORAGE INSTRUCTIONS: Store in a cool dry place
and keep away from direct sunlight. Prior to use, inspect
product package for signs of tampering or water
contamination. Use oldest lots first.

APPLICABILITY: These materials contain information
about products that may or may not be available in any
particular country or may be available under different
trademarks in different countries. The products may be
approved or cleared by governmental regulatory
organizations for sale or use with different indications or
restrictions in different countries. Products may not be
approved for use in all countries. Nothing contained onO
these materials should be construed as a promoti

solicitation for any product or for the use of any t

a particular way which is not authorized unde

and regulations of the country where the r
located.
FURTHER INFORMATION: To request further g$

material, please see the contact information liste
document.

Consul{ ir\?@ use

Caut%\) -

?K}using ethylene oxide
&
S‘ ilized usMia ion

Use-by VNV

Cat: umber
o

code

- iuthorized representative in the

European Community

Manufacturer

Date of manufacture

Do not resterilize

Do not re-use

Upper limit of temperature

Caution: U.S. Federal law restricts this device to sale by or on the order of a physician. For Professional Use Only
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