SURGICAL TECHNIQUE :
ANSER CLAVICLE PIN SET

FOR MIDSHAFT CLAVICLE FRACTURES’
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SURGICAL TECHNIQUE ANSER CLAVICLE PIN SET

The Anser Clavicle Pin Set is an intramedullary fixation
device, intended for fixation of midshaft clavicle fractures.
The goal of the Anser Clavicle Pin Set is to restore the native
length and alignment of the fractured midshaft clavicle in a
minimally invasive manner.

The Anser Clavicle Pin is intended to be used to repair an
acute fracture, mal-union or non-union of the clavicle.

« Patients suffering from (severe) osteoporosis

- Patients who are not fit for surgery

+ Patients who are not skeletally mature

+ Possible non-compliant patients (e.g. due to alcohol
and drug addiction, dementia)

- Additional neurovascular injury

+ Pathologic fractures

Fractures of the clavicle are common, comprising up to 5% of
all fractures in adults [1]. Most clavicle fractures are localized
at the level of the mid-diaphyseal third [2].

Because of the specific sigmoid shaped anatomy and
muscle insertions the majority of these fractures are
displaced and/or shortened. These factors have been
found to be predictors of poorer outcomes concerning
nonunions, persistent post traumatic symptoms and
cosmetics in conservatively treated midshaft clavicle
fractures (MSCF) [3,4,5].

Several surgical treatment options exist, such as fixation
by means of plate and screw constructs or by means of
intramedullary devices. These are generally associated with
good clinical outcomes. However, these devices are also
subject to a specific array of drawbacks and complications
[25]. The Anser Clavicle Pin set is thoughtfully designed to
address these specific disadvantages while combining the
advantages of current treatment options.

The Anser Clavicle Pin is intended to be used by Orthopaedic,
Trauma, Upper extremity/Shoulder, Sports Medicine, General
Orthopaedic or General surgeons in an Operating Room.

Features and Benefits

The design of the Anser Clavicle Pin consists of a 2.2 mm
flexible pin fabricated from a titanium alloy (Ti-6AI-4V).
The Anser Clavicle Pin has a blunt tip which helps prevent
perforation. The threaded tip anchors itself against the
cortical bone in the medial fracture element.

The Anser Clavicle Pin has a plurality of indentations. These
allow the surgeon to adjust the optimal length of the
fractured clavicle and the Anser Clavicle Pin intra-operatively.

The Anser Lateral Fixation Device consists of a threaded
exterior and six resilient legs. The Anser Lateral Fixation
Device anchors itself into the cortical bone of the

lateral fracture element by means of the coarse thread.
Simultaneously, the resilient legs position themselves around
the Anser Clavicle Pin in one of the previously mentioned
indentations. Once the optimal length and alignment of the
clavicle has been obtained the construct is secured with the
Anser End Cap. The Anser Clavicle Pin is cut to length.
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Design Philosophy

The Anser Clavicle Pin is designed based on the premise that
midshaft clavicle fractures do not need absolute stability for
proper healing. The fractured clavicle needs to be realigned
and kept at length until union occurs. Therefore fixation on
both sides of the fracture is required. The design is flexible to
follow the contour of the clavicle during insertion and rigid
to maintain reduction. The Anser Clavicle Pin is intended as a
one-size-fits-all device.

During rehabilitation and movement of the arm and shoulder
the clavicle rotates around its longitudinal axis. When
fractured, the fracture elements can rotate to a different
extent or in opposite directions. To prevent possible friction
on the bone-implant interface, loosening of the implant, or
hardware failure, the Anser Lateral Fixation Device will allow
rotation around the Anser Clavicle Pin while continuing to
secure the optimal length. The torsional forces will dissipate
within the implant-implant interface.

Besides excellent functional outcomes and patient
satisfaction the design of the Anser Clavicle Pin Set is
expected to reduce the need for hardware removal. This
may lead to a reduction in reoperations and associated
morbidity [26].
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SURGICAL TECHNIQUE ANSER CLAVICLE PIN SET

The Anser Clavicle Pin Set

REF Name Contents (01472
Anser Clavicle Pin 1
. . Anser Lateral
ANS-501S Anser Clavicle Pin Set . . 1
Fixation Device
2
o Anser End Cap 1
The Anser Instrument Set
REF Instrument Image Functions Qty.
ANS-602 Anser Manual Pin Driver Etg—mm:h- ETIVED ms.ertlor\ of the 1
Anser Clavicle Pin
Tapping thread for the
ANS-603 Anser Tap @M‘:}- Anser Lateral Fixation 1
Device
) Anser Lateral Fixation - ___‘.,- Insertion of 'Fhe Anser :
Device Inserter Lateral Fixation Device
ANS-605 Anser End Cap Inserter =3_'.'=—““==m- APTAEEBIE OIS A 1
End Cap
Connected to a power tool
310.401 Drill Bit R to drill a hole in the cortex ]
to provide access to the
medullary canal
Guide the drilling with the
95-186.01 Drill Guide Drill Bit and protect the 1
surrounding tissue
Facilitate cleaning,
sterilization, transportation,
ANS-701 Anser Tray 1

and presentation of the
instruments

N\

Only use instruments and accessories listed in the surgical technique to avoid adversely affecting device

performance or surgical outcome. The surgical team must verify that the instruments are in good condition
and in operating order prior to use during surgery.
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SURGICAL TECHNIQUE ANSER CLAVICLE PIN SET

1. The patient is positioned so that proper exposure
and access to the posterolateral clavicle can be
obtained. For example, the patient can be positioned
in beach chair on Allen or Shoulder table which allows
for removal of the shoulder part. Alternatively on a
radiolucent table with a bump between the shoulder
blades. (Fig. 1)

In line with common practice worldwide, it is
recommended to use perioperative antibiotic

prophylaxis when implanting medical devices.

2. Identification and marking of the anatomic landmarks

including clavicle, AC joint, scapular spine, posterior
conoid tubercle, acromion.

3.  Position and test the C-arm/fluoroscopy. (Fig. 2)

4. Determine and mark the location of the skin
incision. The skin incision is made over the posterior
conoid tubercle. v

5. Prep and drape the surgical field in the usual
sterile fashion.

6. Makea2-3cmincision through skin and subcutaneous
tissue at the previously determined location. Direct
the dissection medially towards the posterior conoid
tubercle. Do not open the AC joint. Palpate the

posterior conoid tubercle and the overlying fascia of % Fig. 2
the trapezius muscle.
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7. Open the fascia/insertion of the trapezius muscle and
peel this off anteriorly and superiorly. This will allow for
direct access to the posterior conoid tubercle. (Fig. 3)

8. Place retractors superior and inferior of the posterior
conoid tubercle to adequately visualize the appropriate
entry point. With Drill Bit with the Drill Guide on the
posterior conoid tubercle, the appropriate entry
point can be verified by means of fluoroscopy in
two directions.

9.  Usethe 4 mm Drill Bit with the Drill Guide (tissue-
protector) to open the cortex of the posterior conoid
tubercle and enter the medullary canal of the lateral
fracture element. The appropriate entry point is at or
slightly inferior of the equator of the posterior conoid
tubercle. Start drilling perpendicular to the primary
cortex and slowly adjust the angle of the drill towards
the direction of the medullary canal. (Fig. 4)

The use of a powered instrument for drilling
& or driving the clavicle pin in position can

damage the anatomical structures or

damage the implant or instruments.

10. while keeping the Drill Guide (tissue-protector) in place,
remove the drill. This can assist with proper insertion of
the Anser Clavicle Pin.

11.  Advance the Anser Clavicle Pin into the lateral fracture
element. (Fig. 5)

12. Checkthe position and direction of the Anser Clavicle
Pin inside the lateral fracture element by means of
fluoroscopy in two directions.
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13.

14.

Advance the Anser Clavicle Pin until the fracture site
is reached using either the Anser Manual Pin Driver or
powered universal pin driver. (Fig. 6)

Reduce the fracture elements and align them

percutaneously using reduction clamps and reduction \ k

maneuvers. If not possible, make an accessory

2—3 cm incision over the fracture site.
Fig.6

Proper alighment of the fracture elements
before traversing the fracture site with the

Equivalent intramedullary implants have a
reported risk of hardware failure. The risk

15.

16.

17.

Anser Clavicle Pin is of utmost importance.
Failure to align the fragments may lead

to complications such as damage to the
subclavian artery or the lung.

|
exists that the pin may plastically deform or /

break due to peak loading.
Fig.7
Do not use the Anser Clavicle Pin as a lever or
“joystick” during reduction. It may deform or
break. (Fig. 6)

Advance the Anser Clavicle Pin into medial fracture
fragment in an oscillating fashion to prevent damage
to the soft tissues around the fracture site. (Fig. 7)

Verify the position of the Anser Clavicle Pin by means of
fluoroscopy in two directions.

If closed reduction attempts are unsuccessful consider
making a 2—3 cm incision over the fracture site. Reduce
the fracture and slowly advance the Anser Clavicle Pin
into medial fracture fragment under visual control.
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18. Once across the fracture site manually advance the
Anser Clavicle Pin towards the SC joint using the Anser
Manual Pin Driver. Optimal position is approximately
1-2 cm from the SC joint and when adequate purchase
is obtained. (Fig. 8)

PRECAUTION: The medial thread is designed to anchor
itself against the anterior cortex of the medial fragment.
It is insufficient to pull the Anser Clavicle Pin forward.

Fig. 8

19. Verify the position of the Anser Clavicle Pin by means
of fluoroscopy in two directions.

20. Use the Anser Tap to prepare a functional thread in
the cortex of the posterior conoid tubercle. This will
facilitate placement of the Anser Lateral Fixation Device.

While inserting the Anser Tap apply continuous

co-linear pressure, in order to engage and maximize
the creation of a functional thread.

If the extracortical portion of the Anser
Clavicle Pin is plastically deformed, Fig-9

unintentional advancement of the Anser

Clavicle Pin may occur when using the Anser
Tap. Adjust or replace the Anser Clavicle Pin if
plastically deformed or damaged.

271. Use the cannulated Anser Lateral Fixation Device
Inserter to place the Anser Lateral Fixation Device over
the Anser Clavicle Pin. (Fig. 9)

Fig. 10

In case of incorrect positioning of the Anser
A Lateral Fixation Device it is not possible to
place the Anser End Cap. N

A —

* ’ r ?‘
Ascertain the six resilient legs of the Anser - i - = vA -

\ \ \

Lateral Fixation Device have positioned =

———

themselves in one of the indentations of the
Anser Clavicle Pin. (Fig. 10, 11)
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22. Ablack engraved marker on the Anser Lateral Fixation
Device Inserter indicates where the distal end of
the Anser End Cap will be located in relation to the
Anser Lateral Fixation Device. The marker may be
used to identify the part of the Anser End Cap that
is extracortical. (Fig. 12)

Avoid, if possible, using multiple
& insertion attempts during placement
of the Anser Clavicle Pin in the medial
fragment and placement of the Anser
Lateral Fixation Device in order to

prevent weakening/destruction of the
(self-) tapped threaded interfaces.

o Anser Lateral Fixation Device resilient legs
should be straight, clear of debris, and placed
into indentations of Anser Clavicle Pin. The
marking on the resilient legs should line up
with the indentation.

23. Check the reduction of the fracture elements and,
when alighed and deemed at length, place the Anser
End Cap using the Anser End Cap Inserter.

24. Advance the Anser End Cap until a click is felt
and/or heard.

When the Anser Lateral Fixation Device is placed
relatively deep into the lateral cortex, the Anser
End Cap may be blocked by the cortex. In this
case manipulate the Anser End Cap inserter until
it clears the cortex and the Anser End Cap can be
advanced. (Fig. 13)

11021BR160502_Surgical Technique Anser Clavicle Pin_Set_US_rev7, February 2024

10/16
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25.

26.

27.

28.

Placement of the Anser End Cap secures the length
of the Anser Clavicle Pin.

Cut the Anser Clavicle Pin to length flush to the
Anser End Cap using a universal pin cutter. (Fig. 14)

Obtain final fluoroscopy images of the position
of the Anser Clavicle Pin and fracture elements
in two directions.

Irrigate the surgical field and close the incisions.
Apply dressings.

WARNINGS

1

2

L

Only use instruments and accessories listed in the surgical technique to avoid adversely affecting device
performance or surgical outcome. The surgical team must verify that the instruments are in good condition and in
operating order prior to use during surgery.

The use of a powered instrument for drilling or driving the clavicle pin in position can damage the anatomical
structures or damage the implant or instruments.

. Proper alignment of the fracture elements before traversing the fracture site with the clavicle pin is of utmost

importance. Failure to align the fragments may lead to complications such as damage to the subclavian artery
or the lung.

. Equivalent intramedullary implants have a reported risk of hardware failure. The risk exists that the pin may

plastically deform or break due to peak loading.
Do not use the clavicle pin as a lever or “joystick” during reduction. It may deform or break.

If the extracortical portion of the clavicle pin is plastically deformed, unintentional advancement of the clavicle pin
may occur when using the Anser Tap. Adjust or replace the clavicle pin if plastically deformed or damaged.

. In case of incorrect positioning of the Anser Lateral Fixation Device it is not possible to place the Anser End Cap.

Ascertain the six resilient legs of the Anser Lateral Fixation Device have positioned themselves in one of the
indentations of the clavicle pin.

. Avoid, if possible, using multiple insertion attempts during placement of the clavicle pin in the medial

fragment and placement of the Anser Lateral Fixation Device in order to prevent weakening/destruction of
the (self-) tapped threaded interfaces.

T021BR160502_Surgical Technique Anser Clavicle Pin_Set_US_rev7, February 2024 /16
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The Anser Clavicle Pin has not been evaluated for safety and compatibility in the MR environment. It has not been
tested for heating, migration, or image artefact in the MR environment. The safety of the Anser Clavicle Pin in the MR
environment is unknown. Scanning a patient who has this device may result in patient injury.

The Anser Clavicle Pin is intended not to be removed. The expected implantation time is permanent
(long-term use). If need for removal occurs, the following instructions can be used.

The patient is positioned so that proper exposure and
access to the posterolateral clavicle can be obtained. For
example, the patient can be positioned in beach chair on
Allen or Shoulder table which allows for removal of the
shoulder part. Alternatively on a radiolucent table with a
bump between the shoulder blades. (Fig. 1)

In line with common practice worldwide, it is
recommended to use perioperative antibiotic prophylaxis
when implanting medical devices.

Identification and marking of the anatomic landmarks
including clavicle, AC joint, scapular spine, posterior

conoid tubercle, acromion.

Position and test the C-arm/fluoroscopy.

Prep and drape the surgical field in the usual
sterile fashion.

Incise previous scar over the posterior conoid tubercle
and dissect through the subcutaneous tissue towards
the posterior conoid process.

Open the fascia/insertion of the trapezius muscle and
peel this off anteriorly and superiorly. This will obtain
direct access to the posterior conoid tubercle and Anser
End Cap.

Place retractors superior and inferior of the posterior
conoid tubercle.

Identify the Anser End Cap and remove using pliers or

forceps by pulling it away along the longitudinal axis
from the Anser Lateral Fixation Device.
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10.

1.

12.

Use the Anser Lateral Fixation Device Inserter to back
out and remove the Anser Lateral Fixation Device. Now
the residual extracortical part of the Anser Clavicle Pin
should be exposed and visible.

Use needle nose pliers or extraction pliers (as used for
removal of Titanium Elastic Nails), vice grip, T-handle
chuck or power universal pin driver to back out and
remove the Anser Clavicle Pin.

Verify complete removal of hardware by means of
fluoroscopy in two directions.

Irrigate the surgical field and close the incision.
Apply dressing.
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Figures
Figure 1,2: Adopted from AO Surgery Reference website https://www?2.aofoundation.org/wps/portal/surgery
All other figures supplied by Anser Implants BV
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BAAT Medical BV. is the legal manufacturer of the Anser Clavicle Pin and the Anser Instrument Set. All content herein is protected by copyright, trademarks and other intellectual property rights, as applicable, owned
by or licensed to Anser Implants Holding BV or its affiliates unless otherwise indicated, and must not be redistributed, duplicated or disclosed, in whole or in part, without the express written consent of Anser
Implants Holding BV. This material is intended for health care professionals. Distribution to any other recipient is prohibited. For product information, including indications, contraindications, warnings, precautions,
potential adverse effects and patient counseling information, see the package insert or contact your local representative; visit www.anserimplants.com for additional product information. Check for country product
clearances and reference product specific instructions for use. Anser Implants does not practice medicine. This technique was developed in conjunction with health care professionals. This document is intended
for surgeons and is not intended for laypersons. Each surgeon should exercise his or her own independent judgment in the diagnosis and treatment of an individual patient, and this information does not purport to
replace the comprehensive training surgeons have received. As with all surgical procedures, the technique used in each case will depend on the surgeon’s medical judgment as the best treatment for each patient.
Results will vary based on health, age, weight, activity and other variables. Not all patients are candidates for this product and/or procedure. Caution: Federal (USA) law restricts this device to sale by or on the order
of a surgeon.

Any surgical intervention is subject to risks and complications. Specific to the Anser Clavicle Pin these could include, but are not limited to, infection, nonunion, mal union, hardware failure, hardware migration,
hardware irritation, neuro vascular damage.

For product information, including indications, contraindications, warnings, precautions, potential adverse effects and patient counseling information, see the package insert or contact your local representative;
search this website for additional product information. To obtain a copy of the current Instructions for Use (IFU) for full prescribing and risk information, please email info@anserimplants.com.

Rx only. © 2024 Anser Implants. All Rights Reserved.

Anser Implants info@anserimplants.com

7625 Golden Triangle Dr. www.anserimplants.com -
Suite G

Eden Prairie, MN 55344 USA

+1651-321-1892 e
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