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Perform Humeral System Study

NCT05067543

Status RECRUITING

Sponsor Stryker Trauma and Extremities
Enrollment 300 participants

Key Eligibility Criteria

Inclusion (5)
* years or older at the time of the informed consent or non-opposition (when applicable).
« Informed and willing to sign an informed consent form approved by IRB or EC (when applicable).
» Willing and able to comply with the requirements of the study protocol.
» Considered a candidate for shoulder arthroplasty using a study device.

» Meets indications for use requirements or other local, regional, or geographic specific regulatory requirements

Exclusion (11)

 Not able to comply with the study procedures based on the judgment of the assessor (e.g. cannot comprehend study questions,
inability to keep scheduled assessment times)

« Patient belongs to a vulnerable group of patients, including minor patients, those unable to decide for themselves to participate
or needing a Legally Authorized Representative (LAR), or others who could be subject to coercion (patients who may not be
acting on their own initiative) (referred as "vulnerable subject" in the section 3.44 of the ISO 14155 norm).

* Active local or systemic infection, sepsis, or osteomyelitis

 Poor bone quality, where there could be considerable migration of the prothesis and/or a chance of fracture of the humerus or
glenoid

* Significant injury to the brachial plexus

... and 6 more (see full listing online)

Locations (10 total)

Baptist Healthcare, Lexington, Kentucky, United States
Summit Orthopedics, Eagan, Minnesota, United States
Mayo Clinic, Rochester, Minnesota, United States
...and 7 more locations

https://clinicaltrials.gov/study/NCT05067543
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