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Protocol ID: Pro00101894

Reference ID: 301752

Principal Investigator: Thorsten Seyler

Protocol Title: Case Complexity Contributes to Outcomes After Primary and Revision Total Hip and Knee
Arthroplasty

Sponsor/Funding Source(s): Duke University

Federal Funding Agency ID:

The Duke University Health System Institutional Review Board for Clinical Investigations has conducted the following
activity on the study cited above:
Activity: New Study

Review Type: Expedited
Review Date: 2/26/2019
Issue Date: 2/26/2019
Expiration Date: 2/26/2021

DUHS IRB approval encompasses the following specific components of the study:
Protocol, version/date:

DUHS IRB Application version: 1.4

Consent form reference date:

Investigator Brochure, version/date:

Pediatric Risk Category:

Other:

The DUHS IRB has determined the specific components above to be in compliance with all applicable Health
Insurance Portability and Accountability Act ("HIPAA") regulations.

This study qualifies for transition to the revised Common Rule effective January 21, 2019 and the elimination of
annual review by the IRB. Please note that this study will only require completion of an abbreviated report on the
study’s progress over the last 2 years beginning on the 2-year required check-in date cited above.

You must complete a 2-year check-in form in iRIS, or close the study before the 2-year required check-in date. The
2-year check-in submissions must be received by the DUHS IRB office 60 to 45 days prior to the 2-year required
check-in date above.

No change to the protocol, consent form or other approved document may be implemented without first obtaining IRB
approval for the change. Any proposed change must be submitted as an amendment. Safety reports must continue
to be submitted according to IRB policy

The Duke University Health System Institutional Review Board for Clinical Investigations (DUHS IRB), is duly
constituted, fulfilling all requirements for diversity, and has written procedures for initial and continuing review of
human research protocols. The DUHS IRB complies with all U.S. regulatory requirements related to the protection of
human research participants. Specifically, the DUHS IRB complies with 45CFR46, 21CFR50, 21CFR56, 21CFR312,
21CFR812, and 45CFR164.508-514. In addition, the DUHS IRB complies with the Guidelines of the International
Conference on Harmonization to the extent required by the U. S. Food and Drug Administration.
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