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Instructions for use

Acutrak 3® Screw Systems

These instructions are intended for the Operating Surgeon and supporting
us Healthcare Professionals. The US instructions are intended for users in the Rx only

United States and its territories.

DESCRIPTION

Acutrak 3 Screws are designed to provide fixation of various fractures and osteotomies v@neal. The
Acutrak 3 Screw System also include instruments to facilitate glacement of implants. @

INDICATIONS FOR USE & Q
Acutrak 3 Headless Compression Screw System s%n cated for i
df

2
S&in bgne reconstr )
osteotomy, arthrodesis, joint fusion, fracture repai ture fixation @ es appropfiate @ e size of
the device. The screws are not intended for % r soft tiss@ ofi. 6\

CONTRAINDICATIONS

Active or latent infection @
Sepsis 0
Insufficient quantity o% borte, osteopo@

Patients with confirme ue or material s@psitivity
i apable of fi i ost-operati instructions

These devices are not @ d for screw attach or fixatio sterior elements (pedicles) of the
cervical, thoracic, or lurabagsSpine. L 4

WARNINGS & PRECAUTION @
Warning:
e The treatment or im fail, includi@den failure, as a result of:
- Loose fi‘awd/o looseni

- Stress, in ress from i %te bending of the implant during surgery
ceptrations

ight bearinggload b&aring, or excessive activity
. i i ikely if the j nt experiences increased loads due to delayed union, nonunion, or
i te healing. Fail %w e likely if the patient does not follow post-operative care instructions.
dge piay result from surgical trauma or the presence of an implant.
¢ Instrument breakage or'damage, as well as tissue damage, may occur when an instrument is subjected

to excessive loads, excessive speeds, dense bone, improper use or unintended use.
e Implants may cause distortion and/or block the view of anatomic structures on radiographic images.

Patients who are up

Caution:

e The implants and instruments are intended only for professional use by a licensed physician.
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Do not use or re-sterilize an implant provided in sterile packaging if the package has been damaged.
The sterility may be compromised and the cleanliness of the implant may be uncertain. Report damaged
packaging to your distributor or Acumed.

Mixing implant components from different manufacturers is not recommended for metallurgical,
mechanical and functional reasons.

Do not use the sterile product past the use-by date. Refer to the device label.

Do not reuse single use surgical instruments. The instrument may suddenly fail as a result of previous
stresses.

Do not resharpen drill bits or reamers as these devices have critical dimensions and geom

cannot be restored once the instrument has been consumed.

Do not use chemical disinfection methods as chemical residues may affect steam ster|I| .

Do not block holes in the case or trays, for example with labels, as this may advers eam
penetration and sterilization.

Screws, tacks, Kirschner wires, guidewires, cutting |nstr e and similar deV| e sharp.

Observe hospital procedures, practice guidelines, a ent regu Q e proper

handling and disposal of sharps. Q.
*

ADVERSE EFFECTS ’
Possible adverse effects include: %
e Pain, discomfort, or abnormal sensz: or soft tis age, necrosis@f b r tissue, bone

resorption, or inadequate healing fi

presence of ant or due t I trauma.
Implant fracture due to exce prolonged upon the d omplete healing, or
excessive force exerted on theimiplant during insertign. ant mlgraﬁ loosening may occur.

Metal sensitivity, histol allergi€ or adversefforei ody reaction resaifing from implantation of a
foreign material. Cons cument “M sifivity Stateni&t www.acumed.net/ifu.

Iatlon to th@ should be reported to acumed

TARGET POPULATION

The implant is used to man atient populatlo ho suffer fractures, fusions, and osteotomies.
SURGICAL TECIﬁ\l

Acumed offers o Surglcal ues to promote the safe and effective use of this system.
Consult our&ur | hnlques at ww med.net.

Important; technlques y contaln important safety information.

Important: The instruments and implants in this system are intended to be used by suitably
trained and qualified surgeons in a hospital operating room setting. Before treatment, the surgeon
is advised to read and fully understand all instructions and communicate to the patient any relevant
medical information provided therein, including the use, limitations, risks (safety communications),
and possible adverse effects of the proposed treatment.

Consult the most recent versions of the Instructions for Use and Surgical Techniques as they are
subject to change. Contact Acumed or an authorized agent to request any additional information.
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SYSTEM COMPATABILITY

The instruments and implants are designed to be used together and any deviations from the use described
in the surgical technique may lead to surgical complications and implant failure. Instrumentation that is
designed to connect with a power unit can be used with any appropriate surgical orthopedic power unit.

MRI SAFETY INFORMATION

Many Acumed implants have been evaluated for safety in the MR environment. Consult ou S
“Acumed Implants in the MR Environment” at www.acumed.net/ifu for more informatio&

LIFETIME @ @
L 4
e Multiple-use instruments have a lifetime that is cte usage, handling, processing. Asses
terilization insp

multiple-use instruments for fitness during t ¢
¢ Sterile parts may be implanted up to the date pirgtion indicated label. ’\
sterile

'e@ as in@n the label.
0 @ Minimum d%

25.0 kGy gamma radiation

STERILITY

e Implants and instruments may
e Non-sterile devices are intended
e Devices purchased and regei

to obtain a minimum sk

sterlle were exp

nce level of{10°. \
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IMPLANTS

MATERIALS
e The implants are made of titanium alloy per ASTM F136

SINGLE USE

IMPORTANT

Chemical composition %
Standard
N C H Fe (0] Al vd Ti
ASTM F136
i 0.05 0.08 0.012 0.25 0.13 5.5-6.5 3.5-45¢ la
Titanium Alloy

Consult our document “Metal Sensitivity Statement” at www,acumed.net/ifu for the%l
composition of Acumed metal implants. @

NS

\ 4
d cross-coh @ n.
tRKO

Implants are intended for single use only, as | d on the label.
Do not reuse single use implants as this may i sedhe risks of fai

Dispose of any unused implant that is coptamina
contaminated implant.

issue. Do ess a

\

For safe and effective use, t s ust be thorou ith nt, the methods of
application, instruments, and the reg mmended chnique.

Physiological dimensioné implant sizes. Sel pe and size of implant that best meets the
patient’s requiremen i e adaptation eatlng mt%ate support.

Implants are not dé leswithstand th s of full we d bearing, or excessive activity.
Improper selectic roper implan tlon e device ase the possibility of loosening or
migration Q

Do not bend the implant except nique. Repeated or excessive bending

d in the su&
may weaken the implant and e re at a lat “Refer to the surgical technique.
Only combine implants when t e intende rpose.
Protect implants against s g and nicking nt stress concentrations, which can result in

failure

Prevent unused impla m becoming @

The color of apodized implants m% er time due to processing. This color change does not
[

affect the mecN roperties& mplants.
’\ &
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INSTRUMENTS

MATERIALS

The instruments are manufactured from various grades of titanium, stainless steel, aluminum, silicone, and
other polymers.
. 5\
MULTIPLE USE and SINGLE USE \
e Instruments are intended for multiple use unless identified gh the label for single u ﬂ
a single patient @ ingle

¢ Single use instruments are intended to be disposed afte
procedure.
e Do not reuse single use instruments as this may in e theWisks of failur ss-contamination. ,,
e Multiple use instruments are only intended for ona le patient@and a le procedure Befor
es

n
S
requiring processing. V'S

e Multiple (limited) use instruments have a limite . Immediate ace any mﬁl@

instrument if performance becomes inadeguate.
e Multiple use instruments potentially con i e spongiform opathy (TSE)

agents shall not be processed for r @
IMPORTANT @
e Protect instruments agai ching and nicki nt stress c“&rations, which can lead to

instrument failure.
¢ Near the point of use: ess contami instrum prevent any soil from drying.
Instruments withgubstantialfor dried soil icularly diffi reliably process. Transport

contaminated in as Se0n as possi se.
jodthe and sali
a manner aveits contamination of any unused implants.

¢ Avoid prolonged in
e Handle and transport soiled instr,
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Important: Processing personnel must be qualified with suitable training and experience. Use
proper personal protective equipment (PPE) when working with contaminated devices.

IMPORTANT

Implants are subjected to automated cleaning only.
Promptly perform the processing steps to limit microbial growth and maximize the

All the non-sterile instruments and implants are to be cleaned at the healthcare facilit
&ss of
sterilization.

Inspect implants for contamination by blood or tissue a ose of them whe o not process
contaminated implants.

Prevent instrument corrosion by minimizing conta ns containi e, chIorlne P
saline or other metal salts.

Prevent damage to the protective anodizatiogflayef on aluminum instrtiments by av0|d|n |th
solutions < 4 pH and > 9 pH, especially if they“gbntaigt’ sodium carb or sodium Hi

Repeated processing of anodized metalsymay cau§é colors to fa @ { this does no functlon
of the device. ‘
s Sihc

Avoid cleaning agents containing e they c e re and coag ins (fixation).
Enzymatic detergents are well sui Qobsening protei d contamln
- Use a neutral pH enzymati @

- Use a low foaming solution®@-allow visibility of eviee durmg cI
Closely follow the ma ssifistructions f@r t ety, sto water quality, exposure
time, temperature, replage , and dISpO ing agents

Devices potentia f ed with tra ible spongifor, alopathy (TSE) agents shall not

be processed or € hese proces ng instedctions are no le for inactivation of TSE agents.
Observe hospital , practi idelines, and/or &ment regulations for the proper
handling and disposal of devices y contamlr& SE agents.

Utility water: Refer to AAML T hen instr e utility water. Utility water is typically
municipal or tap water but ire additi nt to be suitable for use.

Critical water: Refer to IR34* when in to use critical water. Critical water is highly
treated and has very lo nic and |nor ic content with an endotoxin level under 10 EU/mL.
Suitable water may a ecified in n pharmacopeias, national standards, and hospital

protocols. o x
* Association for \/ cement of& Instrumentation (AAMI). Water for the reprocessing of

medical
MAN

m 1 TIR34:2014/(R)20%7. Arlington, VA.

contamin @ments under running cold utility water to reduce heavy surface
contamination.
Dispose of any used instruments intended for single use only.
Place the contaminated instruments in enzymatic solution* until completely submerged to minimize the
spraying of solution.
Actuate all moveable parts to allow detergent to contact all surfaces.
Soak for a minimum of ten (10) minutes.
Scrub the instruments using a soft-bristled brush to remove all visible debris. Do not use stainless steel
or other abrasives as these may damage the surface.

- When possible, scrub the instruments when totally submerged to minimize the spraying of fluid.
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7. Some instruments may require special consideration:

- Clean the instruments with all parts loosened. Clean the instruments disassembled if they are
designed to be taken apart.

- Use a water jet to flood cleaning solution into challenging areas, such as mating surfaces, springs,
coils, cannulations, blind holes, flutes, cutting teeth, and flexible parts to flush out any trapped
soil.

- Operate movable parts and rotate (as necessary) while scrubbing to ensure that all crevices are
accessible.

- Carefully clean cannulated parts and challenging areas using an appropriately sized b

- Optionally sonicate for 10 to 15 minutes using a fresh, neutral pH ultrasonic cIeanlng
Follow the ultrasonic cleaner and detergent manufacturer’s instructions.

Important: Any previous surface damage may increase due to ultrasonic cle

8. Perform an initial rinse for at least 3 minutes using clea ut|I|ty water in th ure range of
25°C to 35°C (77°F to 95°F) to remove all signs of ¢ and cIeanlng
- Actuate all movable parts. &
- Flush out cannulations and complex mecha
9. Repeat the previous processing steps if visiblegesidue remains present

ical water to disp

final rinsir@

10. Perform a final rinse for at least 1 minute usi

found in utility water. Do not use saline,solutio
disinfection and sterilization. V

- Actuate all moving parts

3 nerals and ot purities
they ma ith

- Pay particular attention to ca s and blind hdleswas well as hing joints between
mating surfaces. @
- Rinse cannulations at | t|mes with a olume 1-50
11. Remove excess moistur truments an absorb -shedding wipe.
12. Allow the instrument y dry. Any may affe ter|I|zat| n and devices may remain
wet after the dryingspe

* Manual cleaning Wa

ed using STERIS Pr ica 2X C(@@Enzymatlc Presoak and Cleaner.

AUTOMATED CLEANING
Important: Automated cleani s manual ays perform the previous manual cleaning
steps first. Follow the washer- tor manufactur tructions explicitly.

e Process the devices andard was@/cle in a washer-disinfector compliant with EN ISO

15883-1 and E -2 or equi onal standards.
e Remove aII| fa lubrication phaséwill be used.
. Process aII ed from t&
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AUTOMATED CLEANING - THERMAL DISINFECTION

Important: Contaminated instruments require manual cleaning prior to automated cleaning. Follow the
washer-disinfector manufacturer’s instructions explicitly.

e Process the devices using a standard washing and thermal disinfection cycle in a washer-disinfector
compliant with EN ISO 15883-1 and EN ISO 15883-2 or equivalent national standards.

e Remove all implants if a lubrication phase will be used.

e Process all trays removed from the case. Q

e Attach the following instruments to the minimally invasive surgery (MIS) injector or irgi

- 80-4071 Small Ratcheting Driver Handle
- 80-0663 Medium Ratcheting Driver Handle

e Thermal disinfection has been validated* for an Ap = 3000°(at least 5 minutes a
* Washer-disinfector processing was validated for fully loa@le th all part proprlately,
with recommended evaluations as listed in EN ISO -la N ISO 158 ing a STER I *
Reliance® Genfore Washer-Disinfector and STE Prolystica 2X Enzymatic D gent
L 2
PRE-STERILIZATION INSPECTION \
e Visually inspect all devices under n Wto ensure |ng was eff; . Pay close
attention to all challenging areas.
- Re-process an instrume clean.
- Replace an instrumen be cleane 9 3
e Inspect the implants andsn for surfac such as ni atches, and cracks.
Replace any device t aff .
e Assess the instru ) per use. O arts and ¢ ing mechanisms. Give careful
attention to driv DIES and reamers struments utting or implant insertion.

does not perform®e ended.
e Inspect all cutting edges under

ion.
- Replace an instrument j edge sd@d cracked, rolled, or otherwise deformed.

Critically assess wear, sharp ss Ightness, @ ion. Replace any instrument that

- Running a cotton cl e edgem ect chipping and cracking.
o Verify the legibility of all Replace any device that is unreadable.

e Repair, replace, and/o t the cleam instruments as needed to ensure proper operation
before proceeding wi rilization.

e Lubrication @insttument milk”) he useful life of surgical instruments. Do not use
silicone- base ts, oil, o , as these will interfere with steam sterilization. Only use a
waterzpa nt mtended 0 n surgical instruments and with steam sterilization. Use the

n& cted by thegdnanufacturer. Use critical water if dilution is required.
pl

the syste and caddies.
ble the A ew Sizer into the Piston (80-4166) and Body (80-4165) and store within
ment tray or 80-4179) as indicated on the tray for sterilization.

STERILIZATION

e Perform sterilization using a dynamic-air-removal (prevacuum) autoclave.
- Gravity displacement sterilization is not recommended.
- Immediate use (flash) sterilization is not recommended.
e Ensure the sterilizer’s maximum load limit is not exceeded when sterilizing multiple sets or devices.
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e Do not stack containers as this might prevent the penetration of steam and inhibit drying.

e Refer to the sterilizer manufacturer's instructions and ensure proper installation, calibration, use, and
ongoing maintenance.

e The sterilized items should be allowed to cool to room temperature before handling. This allows for safe
handling and preventing condensation.

¢ Follow current industry best practice guidelines such as ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI). Comprehensive guide to steam
sterilization and sterility assurance in health care facilities. AAMI ST79:2017. Arlington, VA.

*
¢ The following table shows the minimum parameters validated* to achieve a required S rx&urance
Level (SAL) of 10 for the system.

and are thoroughly dry.

Important:
- Sterilization parameters are only valid for devicegfthatghavedeen clea%@e instructions
h

- Sterilization parameters are only valid whe

ices are properly ed in the Acumgd ¢
storage case part numbers identified in table. . O

and Time:

Exposure Temperature
and Time?:

Dry Time: 30 minutes

1 US customers must u -cleared sterilizati ckaging/wrap and other accessories appropriate for the cycle
parameters rec ended i i 0 PKGI-76 at www.acumed.net/ifu for sterilization in Aesculap®

hese ins .
rigid steriliza ainers.
2 The devic &patible with exp& 8 minutes at 134°C.

2
n dated usingyd@ STERIS Amsco 3023 Vacamatic Prevacuum sterilizer and KimGuard

KC600 One-S

¥
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POST-STERILIZATION INSPECTION
e Moisture supports the Do not store or use sterile devices if they are not dry.

- survival of microorganisms.
- Moisture remaining on wrapped or contained products after sterilization could compromise the sterile

barrier.
- Moisture can corrode metal and dull sharp edges. Q
¢ Inspect the sterile barrier for signs of damage. Do not use the product if the sterile bartierhas

compromised.

STORAGE CONDITIONS

Q ’
STORAGE OF SETS AFTER STEAM STERILIZA@ . . O
¢ Items should be stored under controlled €gnditionS'in a manne inimizes th xl for
p 7 o sterilizatj r rigid contai nufacturer's
e and storage irements for te ture and humidity.
AND STE DUCT ; @
°Fo

ored at room te ature (50-77
umidity.

e Final packaged produc
direct sunlight, pests, ang

O

-25°C) and protected from
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Symbols Glossary
Symbol Description ISO 15223-1
Consult the electronic instructions for use (elFU) at www.acumed.net/ifu 5.43

www.acumed.net/ifu

A Caution

STERILE| R Sterilized using irradiation

Double sterile barrier system
Non-sterile

g Use-by date \
REF Catalogue number

LOT Batch code

5.1.5

EC |REP | | Authorized representétive ingthe EUropean CommunN pean Union 5.1.2

M D Medical devi & 5.7.7

M Manuf 5.1.1
L 2

Date of manufacture 5.1.3

@ Do not resterilize 5.2.6
® Do not re-use 5.4.2
Do instructions for use / do not use if the
’ . . 5.2.8
pro, aging is compromised
Rx Onl\‘ C is device to sale by or on the order of a physician. U.S. 21 CFR 801.109
e reticle js a trademark of Acumed. It may appear alone or with the Acumed name.
CE markin ity, Article 17 of EU Directive 93/42/EEC or Article 20 of Regulation (EU) 2017/745. CE
c € marking may accompanied by the identification number of the notified body responsible for conformity
assessment.

MR Conditional: An item with demonstrated safety in the MR environment within defined conditions.



http://www.acumed.net/ifu

®

Acumed Headquarters
5885 NE Cornelius Pass Road
Hillsboro, OR 97124

USA

Office: +1.888.627.9957
Office: +1.503.627.9957
Fax: +1.503.520.9618
www.acumed.net

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 in 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 authorized under the laws and regulations of the country where the reader is
located. Nothing in these materials should be construed as a representation or warranty as
to the efficacy or quality of any product, nor the appropriateness of any product to treat any
specific condition. Physicians may direct questions about the availability and use of the
products described in these materials to their authorized Acumed distributor. Spegii
questions patients may have about the use of the products described infthe.
the appropriateness for their own conditions should be directed to tltir

PKGI-012778-C | Effective 01-2024 | © 2023 A.'imedw LLC
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