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DEVICE DETAILS

M6-C artificial Cervical Disc

AFFECTED LOT SERIAL NUMBERS

All devices (Refer to Field Safety Notice)

MANUFACTURED BY

Spinal Kinetics LLC, OrthoFix
Summary

The MHRA has conducted an assessment following reports of osteolysis and early device
failure in the literature. The MHRA found that there was a delay in the manufacturer’s
communication of the risks of osteolysis, change in indications for use and updates to the
product information to users and patients in the UK. Patients implanted with the M6-C
artificial cervical disc should be informed of the risks of osteolysis, receive annual routine
monitoring and discuss the need for further investigation and continued follow-up.

Advice for Healthcare Professionals:

Clinical follow-up recommendation:

e trusts/ hospitals should review local records to identify patients implanted with the
M6-C device and invite them for active monitoring of their implant

all identified patients should be contacted to inform them of the active monitoring
programme and advised to contact their surgeon if they experience any new or
unexpected symptoms

patients that have the M6-C device implanted should be actively monitored for signs
and symptoms of osteolysis.
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all patients should receive an anterior-posterior and lateral X-ray of the cervical spine
on an annual basis that is reviewed clinically irrespective of whether they have
symptoms

follow the guidance from the British Association of Spine Surgeons

if a patient has symptoms and/or osteolysis is suspected from their X-ray, further
scanning such as CT or MRI will be required to evaluate the implant further.
Appropriate follow-up should be adjusted based on an individual patient basis

if a patient has osteolysis, surgeons should discuss the available options with them
based on the clinical presentation of the patient. If revisional surgery is required, this
should be carried out by a spinal surgeon with experience in revisional cervical spine
surgery

if hospitals need to prioritise patients for recall, patients with multi-level implantations
of the M6-C device should be prioritised as the indications for use has been updated
to exclude multi-level implantations

Advice for Healthcare Professionals to Provide to Patients:

if you experience any new or unexpected symptoms including increasing neck pain,
arm pain radiating from the neck, pins and needles in the hands or arm, weakness in
the hands or arms electric type sensations into the arms or trunk on neck movements
or weakness or loss of balance in their legs, speak to your implanting surgeon or the
hospital where your surgery was performed in the first instance

if you have had an M6-C device implanted, it is important you have had a recent X-
ray in the last 12 months

if you have had an M6-C device implanted, you should expect to be contacted by
your surgeon or implanting hospital. There is no need to contact your surgeon or
implanting hospital directly if you have no new or unexpected symptoms

Advice for Distributors:

e there is no advice for distributors related to this DSI

Explanation of identified safety issue

The M6-C artificial cervical disc is an intervertebral disc prosthesis intended to preserve
the range of motion in the cervical spine when replacing a diseased native disc.
Osteolysis is a recognised complication of cervical disc replacements. The MHRA have
investigated a signal of osteolysis following concerns about the safety of the device raised
in Yellow Card reports.
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Published literature and case reports have described severe cases of osteolysis in
patients with the M6-C device implanted resulting in complex revision surgeries including
corpectomies (vertebrectomy). The literature also reports cases of symptomatic and
asymptomatic osteolysis. In some cases, implant failure has been reported alongside
osteolysis.

In 2020 the manufacturer Orthofix updated the Instructions for Use (IFU) in Australia
regarding information on the consequences of osteolysis and to recommend routine
monitoring of patients implanted with the device. In 2023, the UK IFU was updated to
include the updated precautions. In August 2025, the manufacturer issued a Field Safety
Notice (FSN) notifying users of these updates to the IFU that had not been communicated
to users in the UK until this time.

The updated precautions included:

e Routine long term clinical and radiographic monitoring of patients implanted with
the M6-C is suggested to assess any changes in implant condition or surrounding
anatomy. Changes in disc position, loss of height and peri-prosthetic bone loss
may be indicative of onset of osteolysis. Peri-prosthetic osteolysis may result in
neck pain and serious neurological sequelae including cervical spinal cord
compression and quadriplegia.

The FSN also highlighted that multi-level implantations had been removed from the
indications for use.

Due to the risk of osteolysis, recall and monitoring of patients with the M6-C implant
should be undertaken on an annual basis. The updated precautions, developed in
association with the British Association of Spine Surgeons (BASS), constitutes a change
in the current routine clinical practice for artificial cervical disc replacements. BASS have
also published their own advisory notice about the monitoring requirements of the M6-C.

The Manufacturer discontinued the M6-C device in February 2025 and there are no
remaining M6-C devices available for use on the UK market.

Reporting advice

Healthcare professionals should report incidents:

e in England and Wales to the Yellow Card website or via the Yellow Card app

e in Scotland to Incident Reporting & Investigation Centre (IRIC) and their local
incident recording system

e in Northern Ireland to the Yellow Card website in accordance with your
organisations medical device policies and procedures.

Additional information:
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You can sign up to receive email updates on alerts and device safety information from
the MHRA.

You can sign up to receive our monthly roundup of safety communications.

For any enquiries, please contact info@mhra.gov.uk

Stakeholder engagement:

British Association of Spine Surgeons
NHS England National Patient Safety team

Getting It Right First Time (GIRFT)

NHS England National Specialised Commissioning

Incident Reporting & Investigation Centre (IRIC) for Scotland
NHS Wales

Department of Health (NI)

National Institute for Health and Care Excellence (NICE)
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