














Hardware Augmentation

Augmenting with Tactoset drives
surgical confidence

e Tactoset is indicated for augmentation of
hardware such as soft tissue anchors®

e Increases the density of poor-quality bone
caused by cysts or osteoarthritis, resulting in
additional suture anchor pullout strength"

e Allows for placement of anchors in the ideal
repair location, eliminating the need for extra
anchors or complex techniques

Representation of anchor augmented with

e Augmenting anchors with Tactoset was shown to Tactoset within trabecular bone

significantly increase pullout strength and
stiffness in osteoporotic bone models"

Anchor Pullout Strength

Average load to failure significantly increased when anchors were augmented with Tactoset
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All tests results were of statistical significance.
Tactoset has been shown to double soft tissue anchor pullout at body temperature after 24 hours"
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Therapy Advantages

Tactoset supports cell-mediated regeneration
of new bone as material is resorbed>®

Enhanced flowability and injectability

e Contains hyaluronic acid (HA), a naturally occurring substance in the human body’
e HA enhances delivery of the calcium phosphate

« Highly flowable and easily injectable through minimally invasive surgery®

* Provides tactile feedback to confirm filling of the bone defect®

e Interdigitates into trabecular bone architecture to fill
closed bone voids®®

Closed mixing system

e Minimizes environmental exposure®

e Enhances ease of use: no mixing bowls; no mess®

Unigque cannula design

e Allows surgeons to easily switch intraoperatively
between side and end Tactoset delivery without
having to remove and reinsert the outer cannula®
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Mixing Instructions

Hydration of Tactoset powder®

Step 1 | Unpacking
e Open packaging and transfer contents to the sterile field using sterile technique.
e Loosen stopper on each 1 mL syringe by pulling plunger rod back slightly to break seal.

Step 2 | Assembly

e Remove the cap from the prefilled mixing syringe containing the powder (do not discard).

Q/- Remove the cap from the glass syringe.

Note: If mixing with BMA, see instructions for use or visit
www.anikaifu.com before proceeding to the next step.

» Using a female-female Luer lock connector, attach the glass syringe containing
the setting solution to the mixing syringe containing the powder.

Step 3 | Mixing
e Hold the syringes vertically with the glass syringe on top. Inject entire contents of setting

solution into the mixing syringe containing the powder. Pull back powder syringe plunger rod
to ensure contents are fully transferred.

—//\ e Start timer as soon as powder and setting solution make contact.

e Remove the solution syringe
and Luer lock connector (do
Plunger not discard). Recap the mixing
rod ) syringe.

sleeve
/—\ e Remove the plunger rod
= sleeve (do not discard) and *

2 CTEEEE A [ use the integrated mixing

(// handle to mix the solution
and powder by pressing
:]:‘itfi%;ated - the handle in and out of the
device / material from top to bottom,
/ l i\ , . and rotating the handle if
/ = = - Tactoset ., { \\ \ necessary.
) /4 - (// Mix for 1 minute to ensure

h complete mixing.
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Step 4 | Loading injection syringes
e Reattach the plunger rod sleeve over the integrated mixing handle

* Remove tip cap and attach a Luer lock connector to the
mixing syringe. Expel residual air from the mixing syringe
until a small drop of Tactoset is ejected.

e Attach almL Luer lock syringe. Hold and pull back on the plunger rod of the 1 mL syringe to aid
in transferring Tactoset material. Fill to 0.9 mL. Do not overfill.

e Fill and repeat as needed with remaining syringes.

ﬁ ﬁ

Note: For complete product information, see instructions for use
or visit www.anikaifu.com

Timing notes

Start timer as soon as powder and setting solution make contact

Minute 0-1 | Mixing

@j * Mix powder and solution continuously for 1 minute

Minutes 1-7 | Fill syringes & wait
« Fill the provided 1 mL syringes to 0.9 mL
e Wait to inject until at least minute 7

éj Minutes 7-18 | Injection
* Inject Tactoset at desired timepoint between 7 and 18 minutes
» Check material for paste-like consistency to ensure injectability

« Inject at surgeon’s desired consistency

e Apply continuous pressure when injecting

Inspect for extrusion and remove any excess material within
2 minutes following implantation




Knee Surgical Technique

Preoperative planning

» Utilize appropriate magnetic resonance imaging (MRI) sequences across all
3 planes (axial, coronal, sagittal) to identify the precise location of the bone void

Operating room setup
e Place the patient on a radiolucent table in the supine position

» Elevate the operative leg to a position that allows for
unobstructed radiographic views during the procedure

e Ensure access to standard arthroscopic instruments and
preoperative MRI images throughout the procedure

e Obtain appropriate fluoroscopic views to visualize the bone void

« Determine preferred trajectory to access the treatment area
relative to ligamentous structures and prepare accordingly

e Based on the location of the bone void, determine whether to select

a side- or end-targeted inner cannula from the Anika delivery cannulas Intraoperative fluoroscopy
image of cannula placement
Cannula placement to treat femoral bone void

» Drill the outer cannula into position under fluoroscopic guidance and confirm its positioning
* Avoid multiple drill attempts as this could result in extravasation of the material

e Once the outer cannula s in place, remove the stylet and insert the appropriate inner
cannula for side- or end-targeted delivery

Injection technique

e Attach almL Luer lock syringe containing Tactoset and inject the material into the bone void
using constant pressure and rotating the cannula if necessary

* Repeat with as many remaining 1 mL Luer lock syringes as required to
fill the bone void

e Inspect for extrusion and remove any excess material within 2 minutes
following implantation

« Remove the inner cannula and reinsert the stylet

e Leave the cannula in place while the material sets, approximately
10 minutes or less, after which the cannula can be removed

e Irrigate and close the incision site
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Shoulder Surgical Technique

e Using a spinal needle percutaneously, identify the desired
point of anchor placement most proximal to the affected bone.
Take care to use a perpendicular approach in relation to the
cortical surface to ensure proper drilling trajectory

* Make a small stab incision at the needle site for the
11Ga Tactoset cannula placement

e Under power, drill the 11Ga cannula to the
approximate depth of the selected anchor
using the laser lines as guidance. Avoid multiple
drill attempts as this could result in extravasation
of the material

Left shoulder, anterior view: cyst shows up as a bright
white spot as seen on T2 fat-suppressed MRI

* Once the outer cannula s in place, remove
the stylet and insert the appropriate inner
cannula for side- or end-targeted delivery

e 7 minutes after mixing Tactoset, but prior to
decorticating, inject 2-3 mL of Tactoset into
the humerus

e Afterinjection, leave the Tactoset cannula in
place for 2-3 minutes prior to removing

e Complete the desired repair










IFU Detalls

Instructions for use

INTENDED USE / INDICATIONS

Tactoset® Injectable Bone Substitute is a synthetic,
biocompatible bone graft substitute material that
hardens and converts to a poorly crystalline
hydroxyapatite at body temperature. It is indicated

for filling bone voids or defects of the skeletal system
(i.e. extremities and pelvis) that are not intrinsic to

the stability of bony structure. These defects may be
surgically created osseous defects or defects created
from traumatic injury to the bone. The device provides
an injectable, self-setting, osteoconductive bone graft
substitute that resorbs and is replaced by the growth
of new bone during the healing process and may be
combined with autogenous bone marrow.

Tactoset® Injectable Bone Substitute can augment
hardware and support bone fragments during the
surgical procedure. The cured paste acts only as a
temporary support media and is not intended to provide
structural support during the healing process.

CONTRAINDICATIONS

Do not use this product if one or more of the following

conditions are present:

 Existing acute or chronic infections, especially at the
site of the operation.

» Nonviable bone.

e Areas where surrounding bone is not viable or not
capable of supporting and anchoring the implant.

* Altered calcium metabolism.

» Metabolic bone disease.

e Immunologic abnormalities.

» Systemic disorders which result in poor wound
healing.

 Inflammatory bone disease.

 Acute traumatic injuries with open wounds close to
the defect which are likely to become infected.

« Conditions where the surgical site may be subjected
to excessive impact or stresses, including those
beyond the load strength of fixation hardware.
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WARNINGS

DISCARD UNUSED PORTIONS; Tactoset® Injectable
Bone Substitute is a SINGLE PATIENT, SINGLE USE
product.

DO NOT RESTERILIZE; the safety and

effectiveness of reused or resterilized Tactoset®
Injectable Bone Substitute is unknown.

Because Tactoset® Injectable Bone Substitute is
indicated for use in defects that are not intrinsic to
the stability of the bony structure, it is critical that
adequate fixation be provided for unstable defects by
other means.

The safety and effectiveness for patients having
received or to receive chemotherapy or radiation
therapy at or near the implant site is not known.
The safety and effectiveness when used in
conjunction with other legally marketed devices
having similar indications is not known.

The safety and effectiveness for use in children or
elderly patients is not known.

The effect in patients with documented renal disease
is not known.

The effect in patients with metabolic bone disease is
not known.

The effect in patients that are pregnant/nursing is not
known.

The effect in patients with cardiovascular disease
precluding elective surgery is not known.

The effect in patients having had infection during
the last 3 months is not known.

Care must be taken to prevent the creation of
emboli. Highly pressurized application of Tactoset®
Injectable Bone Substitute into a tightly confined
space with ready venous or arterial access is not
recommended, as the potential for formation of
emboli is unknown.

Prepare Tactoset® Injectable Bone Substitute using
only the specified mixing solutions; the effect of
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