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Status RECRUITING
Phase Not Applicable
Sponsor NGMedical GmbH
Enrollment 170 participants

Key Eligibility Criteria

Inclusion (8)
» Diagnosis of discopathy or disc hernia with radiculopathy or stenosis of the foramen and spinal canal,

» documented individual history of neck and/or upper extremity pain and/or functional/neurological deficit associated with the
cervical level to be treated,

* no surgical treatment regarding the planned index surgery within the last six weeks prior implantation,
« unsuccessful conservative medical care regarding the indication within the last six weeks,
e age el8 years,

... and 3 more (see full listing online)

Exclusion (12)

» Known contraindication against the use of cervical intervertebral disc prostheses in accordance with the manufacturer's
instructions for use:

» Bone mineral density with T-score d -1.5 as determined by spine DXA if male e 60 years of age or female e 50 years of age,
* active systemic infection or infection at the operative site,

« sustained osteoporotic fracture of the spine, hip or wrist,

* spinal metastases,

...and 7 more (see full listing online)

Locations (7 total)

Wiener Gesundheitsverbund-Klinik Penzing, Vienna, Austria
DRK Klinikum Berlin, Berlin, Germany

Wirbelsdulenzentrum Fulda Main, Kinzig, Gelnhausen, Germany
... and 4 more locations

https://clinicaltrials.gov/study/NCT05035693
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