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Centurion Cervical Disc Prosthesis: Patient Consent and Indemnity

Background

The standard surgical management of cervical disc degeneration which has resulted in mechanical and / or neurological compression, has been a discectomy followed by a fusion. While this form of management is indeed effective, it nevertheless tends to accelerate disc degeneration in adjacent levels (at the levels above and below the fusion). Ultimately, patients may require extensions of the fusion to incorporate adjacent degenerative levels which inevitably results in significant limitations of neck movement. 

The aim of disc replacement surgery is to closely simulate the natural movement of the motion segment of the spine. Potentially this reduces the stresses and strains in the adjacent levels and limits accelerated wear. Cervical disc replacement surgery has now been performed for six years with good short-term results reported. The Centurion cervical disc is a new development. Over 40 cervical Kineflex discs have now been implanted by our group with no adverse effects except one infection and 2 cases of the disc not mending to the bone requiring re-operation. The lumbar spine counterpart of the Kineflex disc has now been implanted in over 400 disc spaces by the Hähnle/ Weinberg team. 

The Kineflex cervical disc is to be inserted into your neck. Both the Kineflex cervical disc as well as the lumbar disc meet European Quality Standards (CE Mark) and are currently under clinical investigation in the US Food and Drug Administration Trials (FDA). 

Indications for Surgery

A discectomy is considered when there is significant symptoms, either in the neck and/or arms, which have not responded to conservative forms of treatment. The actual cause of symptoms is either neurological compression and/or mechanical disc pathology. Symptoms in the shoulders or arms are either due directly to nerve compression or due to referred symptoms from elements in the involved region of the neck.

The Surgical Approach

The surgical approach used for the Kineflex implant is the same as for a standard discectomy and fusion. Therefore, both the details of the surgical procedure as well as possible complications (listed below), apply equally to all operations undertaken using the anterior (frontal) approach.

The incision is a small (approximately 4 cm) skin cut on the right side of the neck. Thereafter the spine is approached by spreading (non-cutting, blunt dissection) the surrounding structures. The tissues are kept apart through the use of retractors which are left in place throughout the procedure.

Once the front of the disc is exposed, the entire degenerated disc is removed under magnification. Any nerves that are entrapped are released by clearing away fragments of disc, bone and calcified ligaments. Only once the disc is completely cleared and the bone is prepared, is the prosthetic implant inserted. The emptied disc space is then measured and the appropriate size of implant is selected. This is then assembled and inserted under X-ray guidance. Once the position is checked the wound is then closed and the operation is complete. The duration of the entire procedure (surgical phase) is approximately two hours.

Post-operative Period

The patient spends one night in the High Care Unit post-operatively. This is purely precautionary. An intravenous line has been inserted as has a wound drain and urinary catheter. Most of these pipes are removed the following morning. 

As opposed to fusions, patients are encouraged to move their necks from the outset. (There is thus no need for a neck collar.) The patient is fully mobilised on the morning after surgery and is usually discharged on the following day – day 2 following surgery. There are no limitations on movement at the time of discharge.

Impacts to the neck should be minimized for a period of three months following surgery. Impact-inducing activities include contact sports, high-impact sports and long distance running. Certain exercises are encouraged from the outset.

Complications

These are the possible complications associated with all anterior neck operations. 

Complications include:

· Haemorrhage – either intra-operatively or post operatively

· Post-operative asphyxia related to haemorrhage

· Manipulation of the carotid artery may result in a stroke

· Nerve damage – either of the voice or of nerves supplying the arm and hand

· Spinal cord damage resulting in varying degrees of paralysis

· Damage to the swallowing mechanism or perforation of the gullet 

· Spinal fluid leaks

· Post-operative sepsis

· Device failure

· Device loosening

· Re-operation at the same disc level or adjacent disc levels

· Persistent arm or neck pain

General

Consequent upon the fact that this device has only recently been developed and the insertion experience so limited, it will be required that follow-up assessments be performed regularly with Xray assessments. Visits will be required at 2 weeks; 6 weeks; 3 months; 6 months; 1 year and annually thereafter. A questionnaire will need to be completed in the course of these visits. The regular follow-up visits together with the questionnaire will ensure that any problems which arise will be timeously documented and remedied. You will be free to withdraw from this study at any time. 

Indemnity

The patient understands that he/she has agreed to undergo the insertion of an implant which is currently being evaluated. No data is yet available to support its short, medium and long term function and / or durability. 

I have read and understood the contents of this document. I consent to the insertion of the Centurion Cervical Disc Prosthesis.

Signed ……………………        Name ……………………....   Date ……………   

Witness:

Signed ……………………        Name ………………………   Date ……………

