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WARSAW, Ind., March 28, 2018 /PRNewswire/ -- Zimmer Biomet Holdings, Inc. (NYSE and SIX: ZBH), a

global leader in musculoskeletal healthcare, today announced that the full seven-year follow-up data

from a study evaluating the Company's Mobi-C  Cervical Disc for total disc replacement has been

published in the peer-reviewed International Journal of Spine Surgery, the official scientific journal of

the International Society for the Advancement of Spine Surgery (ISASS). The Mobi-C Cervical Disc is a

leading option for cervical total disc replacement (cTDR) that is designed to maintain patient range of

motion post-surgery. The paper can be accessed online at the following web address:

http://ijssurgery.com/10.14444/4031. Complete disclosure of surgeon affiliations and potential conflicts

of interest can be found in the article.

The article, titled "Long-term Evaluation of Cervical Disc Arthroplasty with the Mobi-C Cervical Disc: A

Randomized, Prospective, Multicenter Clinical Trial with Seven-Year Follow-up," reports on the

continuation of a prospective, randomized clinical trial of cTDR with Mobi-C compared to the previous

standard of care, anterior cervical discectomy and fusion (ACDF), and follows the nearly 600 patients

through seven years. Researchers found that cTDR with Mobi-C was associated with lower pain scores,

maintained range of motion, less adjacent level degeneration and adjacent level subsequent surgery,

as well as a lower rate of secondary surgery compared to ACDF.
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"This study further validates the strengths of Mobi-C as a solution for cervical total disc replacement.

The positive clinical outcomes remain consistent with previous findings, mainly that Mobi-C continues

to deliver positive patient outcomes including efficacy, safety, patient satisfaction and fewer follow-up

surgeries," said Joe Ross, General Manager of Zimmer Biomet's Spine division. "It is particularly

important that the clinical effectiveness of cTDR versus ACDF becomes more apparent when treatment

increases from one to two levels, indicating a significant benefit for Mobi-C in two-level procedures,

which affects an estimated one in three cervical disc patients."

The published article discusses the Investigational Device Exemption/Post-Approval Study that

evaluated 599 patients, including 164 treated with one-level cTDR, 225 treated with two-level cTDR, 81

treated with one-level ACDF and 105 treated with two-level ACDF. At seven years, follow-up rates

ranged from 73.5 percent to 84.4 percent (overall 80.2 percent). Overall success rates for two-level

patients were 60.8 percent for cTDR and 34.6 percent for ACDF. Overall success rates for one-level

patients were 55.2 percent for cTDR and 50.0 percent for ACDF. Researchers concluded that the

composite success analysis demonstrated clinical superiority of two-level cTDR over ACDF and non-

inferiority of one-level cTDR versus ACDF. For two-level procedures, the Neck Disability Index (NDI)

success rate was significantly greater in the cTDR group (79.0 percent) compared to ACDF (58.0

percent), marking significant patient-reported improvements with cTDR. In addition, overall, more than

86.0 percent of patients who received cTDR (two-level) and 73.9 percent of patients who underwent

ACDF (two-level) reported they were "very satisfied" after seven years. Finally, the rate of subsequent

surgery at the index level was significantly lower in the two-level cTDR group compared to the ACDF

group (cTDR: 4.4 percent vs. ACDF:16.2 percent; p=0.001); and similarly, the rate of adjacent level

secondary surgery was significantly lower in the two-level cTDR (4.4 percent) patients compared to the

ACDF (11.4 percent; p=0.03) patients.  The clinical data for the seven-year results and associated

product labeling updates are currently under review with the U.S. Food and Drug Administration (FDA).

Mobi-
C ACDF

575 patients included in the 7-year analysis:
    Two-level 225 105
    One-level 164 81

Overall Success Rate:

    Two-level 60.8% 34.6%
Clinical Superiority of
Mobi-C versus ACDF
(p<0.0001)

    One-level 55.2% 50.0%
Non-inferiority of
Mobi-C versus ACDF
(p>0.05)

Two-level Neck Disability Index (NDI) success rate
    Two-level 79.0% 58.0%p<0.05
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    One-level 76.5% 77.8%p=NS
Patients (from both groups) reporting "very satisfied"
with the procedure
    Two-level 86.0% 73.9%p=0.039
    One-level 90.9% 77.8%p=0.028
Rate of secondary surgery at the index level
    Two-level 4.4% 16.2%p=0.001
    One-level 3.0% 12.3%p=0.008
Rate of secondary surgery at an adjacent level
    Two-level 4.4% 11.4%p=0.03
    One-level 3.7% 13.6%p=0.007

Mobi-C Cervical Disc 

Mobi-C is the first cervical disc prosthesis approved by the FDA for reconstruction of a cervical disc at

both one and two levels (C3-C7). 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

supporting soft tissues. Together with healthcare professionals, we help millions of people live better

lives.
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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 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, uncertainties and changes in circumstances that could cause actual outcomes and results to

differ materially.  For a list and description of some of such risks and uncertainties, see Zimmer

Biomet's periodic reports filed with the U.S. Securities and Exchange Commission (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.  Forward-looking statements

speak only as of the date they are made, and Zimmer Biomet disclaims any intention or obligation to

update or revise any forward-looking statements, whether as a result of new information, future

events or otherwise.  Readers of this release are cautioned not to rely on these forward-looking

statements, since 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

release.

ZBH-Corp

View original content with multimedia:http://www.prnewswire.com/news-releases/zimmer-biomet-

spine-announces-mobi-c-cervical-disc-seven-year-follow-up-data-published-in-international-journal-of-

spine-surgery-300620697.html
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