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Comparative Data from 7-Year Follow-Up
Study of Mobi-C® Cervical Disc Prosthesis
for Cervical Disc Replacement

Oct 26, 2016

Results to Be Presented at 2016 NASS Annual Meeting Confirm
Statistical Superiority of Two-level Mobi-C over Two-level Fusion in
Overall Success

WARSAW, Ind., Oct. 26, 2016 /PRNewswire/ -- Zimmer Biomet Holdings, Inc. (NYSE and SIX: ZBH), a

global leader in musculoskeletal healthcare, today announced results of a seven-year outcomes study

demonstrating statistical superiority of its Mobi-C  Cervical Disc Prosthesis versus two-level anterior

cervical discectomy and fusion (ACDF) in overall success. In the study, overall success required

improvement in Neck Disability Index (NDI), no secondary surgical interventions at the index levels,

and absence of major complications defined as radiographic failure, neurological failure or adverse

events. Mobi-C was the first cervical disc prosthesis approved by the U.S. Food and Drug Administration

(FDA) for reconstruction of the cervical disc at both one and two levels, to treat severe pain in the neck

or arm caused by various spine disorders or injuries. The data will be presented at the annual meeting

of the North American Spine Society (NASS) being held in Boston on October 26 to 29, 2016, one of six

Mobi-C podium presentations at NASS.
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The prospective, randomized, controlled trial was conducted as an FDA-regulated Investigational

Device Exemption (IDE) clinical trial of the Mobi-C Cervical Disc. The trial compared outcomes including

NDI, neck and arm pain as measured on the Visual Analog Scale (VAS) and patient satisfaction,

between two-level cervical total disc replacement (cTDR) procedures and two-level ACDF procedures,

over seven years. The authors conclude that Mobi-C at two contiguous levels continues to demonstrate

superiority to ACDF in overall study success rates through 84 months.

"Comparing cTDR and ACDF in this prospective, randomized study with long-term follow-up, Mobi-C

showed statistically significant better clinical improvement in general and disease-specific outcome

measures compared to ACDF," said Dr. Kris Radcliff, the lead author of the study and Associate
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Professor in Orthopedic Surgery and Neurosurgery at Thomas Jefferson University. "Further,

significantly lower rates of subsequent surgery and adjacent segment degeneration were observed

with Mobi-C at seven years."  

"Seven-year clinical results of cervical total disc replacement compared with anterior discectomy and

fusion for treatment of two-level symptomatic degenerative disc disease: a prospective, randomized,

controlled, multicenter FDA clinical trial" will be presented in the Anterior Cervical abstracts session on

Wednesday, October 26 at 3:46 - 3:52 p.m. ET.

"Our seven-year data reinforcing the clinical utility of Mobi-C is not only an important milestone for this

revolutionary device, but also further validation of the value of cervical motion preservation technology

in treating severe pain in the neck or arm caused by various spine disorders or injuries," said Adam

Johnson, Zimmer Biomet's Group President of Spine, Dental, CMF and Thoracic. "Mobi-C represents a

critical pillar in establishing Zimmer Biomet as an emerging leader in spine health, and with the

growing body of clinical and real-world evidence supporting its efficacy and safety, Mobi-C is poised to

become the new standard of care for cervical disc replacement."

Mobi-C Cervical Disc

Mobi-C was the first cervical disc prosthesis approved by the FDA for reconstruction of the cervical disc

at both one and two levels to treat severe pain in the neck or arm caused by various spine disorders or

injuries. Mobi-C is a cobalt chromium alloy and polyethylene mobile-bearing prosthesis that is inserted

in a single step, without requiring bone chiseling to accommodate vertebral anchorage such as screws

or keels.  The Mobi-C Cervical Disc Prosthesis is indicated in skeletally mature patients for

reconstruction of the disc from C3-C7 following discectomy at one level or two contiguous levels for

intractable radiculopathy (arm pain and/or neurological deficit) with or without neck pain or

myelopathy due to abnormality localized to the level of the disc space and at least one of the following

conditions confirmed by radiographic imaging (CT, MRI or X-rays): herniated nucleus pulposus,

spondylosis (defined by the presence of osteophytes) and/or visible loss of disc height compared to

adjacent levels. The Mobi-C Cervical Disc Prosthesis is implanted using an anterior approach. Patients

should have failed at least six weeks of conservative treatment or demonstrated progressive signs or

symptoms despite nonoperative treatment prior to implantation of the Mobi-C Cervical Disc Prosthesis.

About Zimmer Biomet

Founded in 1927 and headquartered in Warsaw, Indiana, Zimmer Biomet is a global leader in

musculoskeletal healthcare. We design, manufacture and market orthopaedic reconstructive products;

sports medicine, biologics, extremities and trauma products; office based technologies; spine,

craniomaxillofacial and thoracic products; dental implants; and related surgical products.

We collaborate with healthcare professionals around the globe to advance the pace of innovation. Our

products and solutions help treat patients suffering from disorders of, or injuries to, bones, joints or
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supporting soft tissues. Together with healthcare professionals, we help millions of people live better

lives.

We have operations in more than 25 countries around the world and sell products in more than 100

countries. For more information, visit www.zimmerbiomet.com or follow Zimmer Biomet on Twitter at

www.twitter.com/zimmerbiomet.  

Cautionary Statement Regarding Forward-Looking Statements

This news release contains forward-looking statements within the meaning of the safe harbor

provisions of the Private Securities Litigation Reform Act of 1995.  Forward-looking statements include,

but are not limited to, statements concerning Zimmer Biomet's expectations, plans, prospects, and

product and service offerings, including new product launches and potential clinical successes.  Such

statements are based upon the current beliefs and expectations of management and are subject to

significant risks and uncertainties that could cause actual outcomes and results to differ materially. 

For a list and description of some of such risks and uncertainties, see our periodic reports filed with the

SEC.  These factors should not be construed as exhaustive and should be read in conjunction with the

other cautionary statements that are included in Zimmer Biomet's filings with the SEC.  We disclaim

any intention or obligation to update or revise any forward-looking statements, whether as a result of

new information, future events or otherwise, except as may be set forth in our periodic reports. 

Accordingly, such forward-looking statements speak only as of the date made.  Readers of this news

release are cautioned not to place undue reliance on these forward-looking statements, since, while

management believes the assumptions on which the forward-looking statements are based are

reasonable, there can be no assurance that these forward-looking statements will prove to be

accurate.  This cautionary statement is applicable to all forward-looking statements contained in this

news release.
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To view the original version on PR Newswire, visit:http://www.prnewswire.com/news-releases/zimmer-

biomet-announces-positive-comparative-data-from-7-year-follow-up-study-of-mobi-c-cervical-disc-

prosthesis-for-cervical-disc-replacement-300352041.html
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