Dr’s U Hähnle/ I Weinberg
KINEFLEX  DISC REPLACEMENT-  LUMBAR (GENERAL)

You are about to undergo a disc replacement operation.  This operation is performed through a cut which is between the bellybutton and the panty line.  The bowels are moved together with their covering membrane to the one side in order to reach the spine.

Once at the spine the surgeon needs to move the big vessels (aorta and vena cava with it’s branches) temporarily out of the way in order to remove the disc and to insert the prosthesis (disc).  There is the possibility of injury to the vessels and resultant significant bleeding.  The nerves which supply temperature sensation to the legs as well as the nerves to the sexual organs also overly the spine.  They may be irritated or rarely permanently damaged during the operation.  This may lead to a variety of neurological complications that might be permanent or transient (see neurological complications).  Behind the disc lies the spinal cord enclosed in a fluid filled membrane.  Damage to the covering membrane or the nerves can occur during the operation.  The prosthesis is placed within the disc space and will maintain the movement of the motion segment. 

The currently inserted disc, Kineflex disc, is a new development.  Our team has implanted over 400 Kineflex prostheses since October 2002. There is limited experience as regards the implantation and no long term results of this disc in people.  The materials are well established and tested. The disc has also been tested extensively in the laboratory for wear and tear. The Kineflex disc is currently used in the US as part of a Food and Drug Administration (FDA) trial but is not approved for general use.
Disc replacements with similar discs have been performed in Europe for over 10 years with good results in follow up studies. 

We believe that the Kineflex disc combines some advantages of the older disc prostheses while eliminating certain disadvantages.

The alternative operation is usually an anterior and/or posterior fusion operation, which are well established procedures but carry certain risks and disadvantages.

On the following page you will find a summary of all the possible problems that can occur in relation to the operation.

We well understand that you may be anxious and afraid in regard to the planned procedure.  Please feel free to discuss all issues relating to this procedure with the doctor.  He will be happy to elaborate further on the operation.  

You are also welcome to discuss any other appropriate operation after discussion with your doctor.

Possible complications:
General:

Death 




Neural (nerve) injuries with weakness of the legs




Vascular injury with severe bleeding




Need for blood transfusion



DVT and Emboli (blood clots in the legs with danger to circulation)




Pulmonary embolism: blood clot in the lungs




Bowel injury




Infection




Hernia through the wound

Specific:
Impotence (loss of virility) – rare 

Paraplegia

Urine and bowel incontinence

Kidney, Ureter or bowel injury




Retrograde ejaculation (dry orgasm) in 2 - 7% of male patients



Weakness or numbness of parts of the lower limbs




Warm feeling of left leg




Dural leak (leak of spinal fluid)

Implant loosening or breakage with need for re-operation 

Subsidence:  sinking of the implant  into the bone




Residual pain in the legs or back




Development of additional back or leg pain




Continuous back pain with the need of later fusion operation

I have read, understood and accept all relevant facts and possible complications relating to the Kineflex disc implant procedure.
NAME (print please)………………………………………………..

SIGNATURE ………………………………………………………

DATE …………………………………….

WITNESS  

NAME ……………………………………………………………..

SIGNATURE………………………………………………………

