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Statement of Compliance

This study will be conducted in accordance with the Code of Federal Regulations on the Protection of
Human Subjects (45 CFR Part 46), 21 CFR Parts 50, 56, 312, and 812 as applicable, any other applicable
US government research regulations, and institutional research policies and procedures. The International
Conference on Harmonisation (“ICH”) Guideline for Good Clinical Practice (“GCP”) (sometimes referred to
as “ICH-GCP” or “E6”) will be applied only to the extent that it is compatible with FDA and DHHS regulations.
The Principal Investigator will assure that no deviation from, or changes to the protocol will take place
without prior agreement from the sponsor and documented approval from the Institutional Review Board
(IRB), except where necessary to eliminate an immediate hazard(s) to the trial participants. All personnel
involved in the conduct of this study have completed Human Subjects Protection Training.
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AE Adverse Event/Adverse Experience

CFR Code of Federal Regulations

CRF Case Report Form

CSOC Clinical Study Oversight Committee

CVA Cerebrovascular accident

DCC Data Coordinating Center

DHHS Department of Health and Human Services
DSMB Data and Safety Monitoring Board

DFU Direction for Use

eCRF Electronic case report form

FFR Federal Financial Report

FWA Federal wide Assurance

GCP Good Clinical Practice

HIPAA Health Insurance Portability and Accountability Act
ICF Informed Consent Form

ICH International Conference on Harmonisation
IRB Institutional Review Board

ISM Independent Safety Monitor

MOP Manual of Procedures

MR Magnetic Resonance

N Number (typically refers to participants)
NIH National Institutes of Health

OHRP Office for Human Research Protections
OHSR Office of Human Subjects Research

OA Osteoarthritis

Pl Principal Investigator

PMMA Polymethylmethacrylate

QA Quality Assurance

QC Quality Control

SAE Serious Adverse Event/Serious Adverse Experience
SOP Standard Operating Procedure

TP Treating physician
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us United States

UP Unanticipated problem

VAS Visual analog scale

WOMAC Western Ontario and McMaster Universities Osteoarthritis index
WOMRS Whole-Organ Magnetic Resonance Imaging Score
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