
IMPORTANT

Before using these products, please read the
following information thoroughly! Incorrect handling
and care as well as misuse can lead to premature
wear of surgical instruments.

WARNING

Ackermann implants are intended for single use only and
must never be reused! In the event of obvious or su-
spected damage to the products, do not attempt to repair
the product yourself. Avoid the use of these products! Im-
plants from Ackermann are delivered sterile and are cle-
arly identified on the label by the following symbol:

INTENDED USE

The ky|spine balloon kyphoplasty system is used for the
minimally invasive treatment of compression fractures of
the thoracic or lumbar vertebral spine.

INDICATIONS

The use of ky|spine double balloon kyphoplasty is inten-
ded for patients with:
■ primary and secondary osteoporosis
■ Fracture of the vertebral bodies
■ Traumas and Tumor Diseases

CONTRAINDICATIONS

The use of ky|spine double balloon kyphoplasty is NOT
intended for patients with:
■ fragile vertebral body fracture with more than 30 poste-
rior margin involvement
■ neurological impairments due to fracture vertebra plana
■ multiple osteoporotic spontaneous fractures
■ osteoblastic metastases
■ not painful fractures with low dislocation
■ not fracture-related pain
■ spondylodisctic
■Spondylitis
■ allergic reactivity to contrast agents
■ young patients or coagulation disorders

INITIAL USE OF NEW KY|SPINE
COMPONENTS

Each implant is just sterialized. It is meant for only one
single use. Do not resterialize the device. Material may
get weak and heavy injuries or death may be the result.
IT IS STRONGLY FORBIDDEN TO RESTERIALIZE
AND / OR REUSE THESE DEVICES! Devices that pass
the maximal sterile date are not allowed to be used !

TESTING AND INSPECTION

Jointed instruments are to be tested for ease of
movement (avoid too much backlash). The functionality
of ratchet mechanisms needs to be checked. All
instruments: visually check for damage and wear. Blades
should be even and without notches. Long and narrow
instruments (especially jointed instruments) should be
particularly checked for damages. If instruments are part
of a larger set they are to be checked together with all
associated components.

PACKAGING

Never use a product if the package is already opened or
damaged since the product will be not sterile anymore!

STORAGE

For storage conditions, please refer to the information on
the product label.

APPENDIX

All product codes covered by these instructions are listed
in the following table:

BALLON KYPHOPLASTY SETS

BALLON KYPHOPLASTY COMPONENTS

SURGICAL TECHNIQUE

1. Patient Positioning and Access 
Position the patient in a prone position on an operating
table. Use lumbar support to avoid intraoperative bleeding
caused by abdominal compression. Locate the correct
level under x-ray radiation (an x-ray c-arm is
recommended) and perform a median incision over the
concerned segment. The incision should be made
carefully to avoid any subcutaneous damage.
Note: After dissection, the musculus erector spinae may
be separated laterally to obtain the required exposure of
the vertebrae and their facet joints.

2. Preparation of Balloon Expander
Push the locking lever on the balloon expander’s handle
to the right to move the spindle stepwise forwards. Turn it
to the left to move the spindle backwards and forwards
infinitely variable. Afterwards pull contrast media via the
3 way adapter into the cylinder of the expander. Remove
the surplus air in the expander or the hose by turning the
spindle. Make sure the postion of the balloon expander is
upwards vertically.

3. Connect the Balloon Catheter with the Balloon
Expander
Now, the hose of the Balloon Expander needs to be
connected with the Balloon Catheter. For easier handling
use the 3 way adapter and / or the ventil. Make sure, the
balloon is completely deflated and vented before the
dilation starts.

4. The transpedicular Access
By the use of a x-ray c-arm insert the cannulated bone
puncture needle transpediculary into the vertebral body.
After the punction remove the punction needle and insert
the guide wire through the cannula. Then exchange them
with the working cannula and the working trocar.

Insert the working cannula and the working trocar through
the guide wire. The cannula used before needs to be
removed. The trocar stays. The access will be repeated
on the opposite sided pedicle.

5. Preparation of the Vertebral Body
Insert the bone drill through the trocar, whereby there will
be created automatically an open access for the usage of
the Balloon Catheter in the vertebral body.
Note: Check the procedure with an x-ray c-arm and make
sure the lumen of the trocar is free of particles and bone
fragments.

6. Insertion of the Balloon Catheter
The Balloon Catheter is inserted through the working
cannula into the vertebral body. Stretch the balloon by
turning the spindle at the handle under continuous control
with the x-ray c-arm. The balloon can be delated to a
maximum of 30 Bar (440 PSI). Afterwards remove the
Balloon. The Trocar stays. 
Note: When having a bilateral access, dilating both
Balloon Catheters at the same time is recommended.

7. Insertion of the Cement
Initially, mix the powder and the fluid of the used cement
[cement+70-7989ZM]. Wait until the bone cement has the
appropiate viscosity for the application. Fill the cement
applicator with the ready-to-use cement. Insert the
cement applicator through the trocar and applicate the
bone cement with the bolster of the cement applicator.
Afterwards, remove the cement applicator and the
working trocar. The procedure needs to be repeated until
the vertebral body has reached the desired filling.
Note: For the right viscosity please note the instruction of
the cement’s manufacturer ! The application of the
cement needs to be done by realtime-control with a x-ray
c-arm.

8. Wound Closure
Small incisions in the skin merely has to be closed by a
skin suture or plaster.

9. Postoperative Care
After a kyphoplasty a long-term bed rest or similar is not
necessary. Usually the patient can stand up and move
immediately without pain. Therefore the hospitalization of
a patient after a kyphoplasty is limited only to a few days.
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SYMBOLS USED ON LABELLING (ACC. DIN EN 980 / DIN EN ISO 15223-1)
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