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Status RECRUITING
Phase Not Applicable
Sponsor Reinier Haga Orthopedisch Centrum
Enrollment 44 participants

Key Eligibility Criteria

Inclusion (10)

• Patients scheduled to undergo primary total knee replacement with the MAKO-robotic arm, with one of the following indications:

• Painful, disabling joint disease of the knee resulting from: non-inflammatory degenerative joint disease (including osteoarthritis, 
traumatic arthritis or avascular necrosis) or rheumatoid arthritis.

• One or more compartments are involved;

• Moderate varus, valgus, or flexion deformity in which the ligamentous structures can be returned to adequate function and 
stability (meaning a varus, valgus or flexion deformity \< 15 degrees);

• Age between 18 and 70 years;

... and 5 more (see full listing online)

Exclusion (27)

• Contraindications manufacturer:

• Any active or suspected latent infection in or about the knee joint;

• Distant foci of infection which may cause hematogenous spread to the implant site;

• Any mental or neuromuscular disorder which would create an unacceptable risk of prosthesis instability, prosthesis fixation 
failure, or complications in postoperative care;

• Bone stock compromised by disease, infection or prior implantation which cannot provide adequate support and/or fixation to 
the prosthesis;

... and 22 more (see full listing online)

Locations (1 total)

Reinier Haga Orthopedisch Centrum, Zoetermeer, South Holland, Netherlands

https://clinicaltrials.gov/study/NCT05936593
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