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DePuy Synthes Spine
Vertebral Body Augmentation

Complete Procedural Solutions
Flexibility to Choose
Personalized Patient Care

Choices to accommodate your surgical
approach and your patient’s individual
needs — because no two fractures are
alike.
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SYNFLATE Vertebral Balloon System
Our semi-compliant balloon Kyphoplasty solution
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Indications / Contraindications

Indications

The SYNFLATE Vertebral Balloon System is intended to be used for the reduction of fractures and/or creation of a void
in cancellous bone in the spine. This includes use during percutaneous vertebral augmentation. The system is to be
used with cleared spinal polymethylmethacrylate (PMMA) bone cements indicated for use during percutaneous
vertebral augmentation procedures, such as kyphoplasty.

Contraindications:

° Instability of posterior wall and/or pedicles

° Infection

° Severe bleeding

° Known allergies to bone cement

° Pregnancy

° Fractures in which more than 75% of vertebral height is lost

*  Any known severe allergy to contrast material

*  When safe placement and inflation of the balloon is not possible due to vertebral dimensions or fracture pattern

Refer to the SYNFLATE package insert for complete system information including descriptions, indications,
contraindications, and warnings.

Refer to specific instructions for use of the cement being used for complete system specific information
including indications, contraindications, warnings, precautions, and adverse reactions related to bone cement.
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System Content
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System Content

Access Kit

Cement sold separately
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System Content

Access Kit Drill

Cement sold separately
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System Content

Cement sold separately
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System Content

Cement sold separately
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System Content

Cement sold separately
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System Content

Access Kit
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System Content

1 working sleeve with trocar

Access Kit

- OR U

’ 1 plunger

; == 1 injection needle with clip
-_55] =/ and cleaning stylet
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System Content

Access
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Product Number  Access Instrument Tip Cement Injection Needle
03.804.517S

—
03.804.518S
03.804.5195
03.804.520S a
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System Content

03.804.521S Access Dirill, 10G

Drill
Sold Separately
atljin) giljin)
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System Content

03.804.522S Biopsy Kit, 10G

Biopsy Kit
el Sold Separately

i)
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System Content

03.804.413S Inflation System

Inflation System .
(same device as for VBB System)

S

\@

\

.
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System Content

03.804.700S SYNFLATE Vertebral Balloon, Small
Balloon 03.804.701S SYNFLATE Vertebral Balloon, Medium

03.804.702S SYNFLATE Vertebral Balloon, Large

%@* _
Includes vacuum syringe G
‘ I
: 4
Small } - - —f‘
M g/
Medium ‘ 9{
i : 4
Large QA{'
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Surgical Procedure
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Needle Access

20

Needle is inserted so
that the working sleeve
Is approximately 3mm
into the vertebral body
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Optional Biopsy

Biopsy needle (sold
separately) is advanced
under fluoroscopy and
removed
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Clearing the Balloon Path and Sizing

The plunger is used to
clear a path for the
balloon and determine
the balloon size.

Optionally, the drill (sold
separately) can be used
to clear the path.

(§) DePuySynthes

SPINE

22 CA12673A/DJ12219A 09/13

oumanies or ohmon b









Insert Balloon into Vertebral Body

1. Insert balloon into the vertebral .&a
body e @

Do NOT attach inflation system
PRIOR to insertion (this may
Increase the insertion force)

2. Hold the catheter during insertion
distally for firm insertion //

E

3. AFTER the balloon is inserted into
vertebral body, attached inflation

system {% GT

(§) DePuySynthes

25 CA12673A/DJ12219A 09/13
SPINE
ranies o (ohmrondohmcn



Inflate Balloons

Inflate balloons. Inflation should
be stopped when any of the
following occurs:

- Maximum pressure is reached
- Maximum volume is reached
- Clinical goal is achieved

- Balloon contacts anterior wall
of vertebral body

Note: Each balloon is for
single use only and should
not be reinserted or inflated
after the initial use.
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Deflate Balloons

'/
/ a . /‘Q‘
Push white wings forward

Pull white handle all the way back

Wait a few seconds to ensure
balloons are fully deflated.

WAIT UNTIL FLUID IN LINE
STOPS FLOWING

4.  Hold the working sleeve in place
and firmly pull on the balloon
catheter to remove the balloon.

W

NOTE: IF BALLOON REMOVAL

BECOMES DIFFICULY, TWIST THE 3
BALLOON CATHETER COUNTER- 0
CLOCKWISE WHILE FIRMLY I
PULLING ON THE BALLOON

CATHETER.
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Preparation Prior to Cement Injection

After removing the injection needle from the
packaging, remove the stylet and move the clip to the

starting marker

R\

-
llll]l.. Cement needle
. e

iy -
l. Starting marker '?l/ll‘l‘ﬂ_ﬁ

In the blister packing gg{éfgtir?s;'tt;gg

<€
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Injection Needle

When using the side-opening
needle:

* There is an arrow indicating the
direction of the side-opening of
the injection needle.

» The direction of the bone filler
flow can be changed by
orienting the handle of the
injection needle

The volume of both cement
needles (side and end) is 1 ml
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Inject Cement

Follow the manufacturers’
recommendation for PMMA use in
the vertebral body
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Features and Benefits
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A la carte Ordering

All components of the system are
available individually which
provides flexibility and economy

A e
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Access Kit

10 gauge access needle

* Robust handle design

* 10 gauge needle allows minimally
invasive access
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Access Kit

Cement needle with clip

* Maintains needle placement
during injection

* Physician does not need to
maintain cement needle with his
hands - reduces radiation
exposure
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Cement needle

Clip
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Access Kit

Plunger with graduation grooves

* Distal tip of the plunger has 3 grooves that corresponds to the 3 balloon
initial lengths
* Facilitates the selection of the appropriate balloon size

Initial length
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Access Kit

Options to facilitate physician
preference for access and cement

—_ =
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Balloon Catheter

Balloon length

Initial length
3 standard sizes
: : Balloon Initial Expanded Max Max Max
Size Picture :
length length length volume | diameter pressure
- 30 ATM
Small b — 10 mm 14 mm 18 mm 4 ml 16 mm
_ 440 PSI
30 ATM
Medium | B8 5 — 15 mm 19 mm 23 mm 5ml 16 mm
440 PSI
30 ATM
Large ¢ 20 mm 24 mm 29 mm 6 ml 16 mm
- 440 PSI
(§) DePuySynthes
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Balloon Catheter

Double lumen catheter

Outer lumen for inflation

Inner lumen for the stiffening wire
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Balloon Catheter

Marker bands on the catheter shaft
* Corresponds to the balloon length
* Helps identify proper advancement in working cannula and vertebral body

4

[— | -
P — =
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Balloon Catheter

Radiopaque markers
* 2 markers inside the balloon catheter

* Facilitate accurate placement of the balloon
through X-Ray visualization
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DePuy Synthes Spine
Vertebral Body Augmentation

Complete Procedural Solutions
Flexibility to Choose
Personalized Patient Care

Choices to accommodate your surgical
approach and your patient’s individual
needs — because no two fractures are
alike.
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