INFORMED CONSENT FORM (Healthy)
  

Effects of increased step width on knee joint biomechanics and pain in healthy and knee osteoarthritis adults during stair negotiation.
Principal Investigator: Max Paquette 

Faculty Advisor: Dr. Songning Zhang                           

Address:              136 HPER                        
Address: 
340 HPER

                            1914 Andy Holt Avenue                

1914 Andy Holt Avenue

                            Knoxville, TN 37996                      
Knoxville, TN 37996

                            Phone: (865) 974-2091                   
Phone: (865) 974-4716
Co-Investigator: Dr. Gary Klipple, MD

Address:
   1924 Alcoa Highway Box U-114
   Knoxville, TN 37920 
   Phone: (865) 305-9340    

Introduction
You are invited to participate in a research study entitled, “ Effects of increased step width on knee joint biomechanics and pain in healthy and knee osteoarthritis adults during stair negotiation.” The purpose of this study is to investigate the effects of changes in step width (i.e. distance between your feet) on knee motions and pain in healthy and knee osteoarthritis (OA) older adults during stair walking. Please ask the study staff to explain any words or information that you do not clearly understand. Before agreeing to be in this study, it is important that you read and understand the following explanation of the procedures, risks, and benefits. 
Testing Protocol and Duration
You will be asked to attend one biomechanical test session (i.e. testing your joint movements) on UT campus and it will take approximately 90 to 120 minutes to complete.  You will be administered the Knee injury and Osteoarthritis Outcome Score (KOOS) survey to assess your knee pain and function, and associated problems during common daily activities including stair walking. Before testing, you will be asked to walk up and down a staircase located in the biomechanics laboratory in order for the researchers to establish your normal stair walking speed.  After these stair walking trials, reflective markers will be placed on both sides of your feet, ankles, legs, knees, thighs, pelvis and trunk in order to capture your lower limb movements during stair walking.  
Upon completion of all marker placement you will perform five acceptable trials for going up and down stairs at your self-selected speed under three step width  conditions: self-selected, wide and wider. You will be given practice trials before the start of each condition to allow you to get familiar with the stair walking condition and walking speed.  Upon completion of each step width condition, you will be given a rest period of at least two minutes or more if required to avoid fatigue.  Following all experimental tests you will rate your knee pain level on a visual scale. 
During the testing, biomechanics instruments such as force measuring platforms, reflective markers and motion capture cameras will be used to obtain measurements. The reflective markers will be placed/fixed on your body.  None of the instruments will impede your ability to engage in normal and effective motions during the test.  If you have any further questions, interests or concerns about any equipment, please feel free to ask the investigator 
Potential Risks
You will be required to go up and down a five step staircase at your self-selected speed. In order to prevent potential falls, the stairs include a hand rail on the right side (left side during descent) of the steps for support.  Rest periods will be given after each step width condition to ensure that you do not become fatigued and are able to safely walk up and down stairs.  The investigator or a research assistant will be stationed close to you and provide assistance in the case of a trip. Should any injury occur during the course of testing, standard first aid procedures will be administered as necessary.  At least one researcher with a basic knowledge of first aid procedures will be present at each test session.  All tests will be conducted and the equipment will be handled by qualified research personnel in the Biomechanics/Sports Medicine Laboratory.  In the unlikely event a physical injury is suffered as a result of participation in this study (during the practice and testing session), the University of Tennessee does not automatically provide reimbursement for medical care or other compensation and you will be responsible for any medical expenses. If physical injury is suffered in the course of research, or for more information, please notify Max Paquette (974-2091). 
Benefits of Participation
Results from the proposed study may help further understand how forces acting on the knee joint can be reduced in order to prevent onset and progression of knee osteoarthritis and ensuing pain.   The findings may directly help participants suffering from knee osteoarthritis and, may help participants learn how to walk up and down stairs in a way to avoid knee pain.  
Compensation
You will receive $20 for completing the study session. 
Voluntary Participation and Withdrawal
Your participation is entirely voluntary and your refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled. You may withdraw from the study at any time without penalty. It is your obligation to ask questions regarding any aspect of this study that you do not understand.  You acknowledge that you have been offered the opportunity to have any questions answered.  Your participation in this study may be stopped if you fail to follow the study procedures or if the investigators feels that it is in your best interest to stop participation. 

Confidentiality
Your identity will be held in strict confidence through the use of a coded subject number during data collection, data analysis, and in all references made to the data, both during and after the study, and in the reporting of the results.  The results will be disseminated in the form of presentations at conferences, and publications in journals. The consent form containing your identity information will be destroyed three years after the completion of the study.  If you decide to withdraw from the study, your information sheet and consent form with your identity and injury history will be destroyed at the conclusion of the study. 

Contact Information
If you have any questions about the study at any time or if you experience adverse effects as a result of participating in this study you can contact Max Paquette (974-2091).  Questions about your rights as a participant can be addressed to Research Compliance Services in the Office of Research at the University of Tennessee at (865) 974-3466. 

Consent Statement
The study has been explained fully to my satisfaction and I agree to participate as described.  I have been given the opportunity to discuss all aspects of this study and to ask questions. Answers to such questions, if any, were satisfactory.  I am eighteen years of age or older, in good health, am qualified for the study and freely give my informed consent to serve as a subject in this study. 

  
Subject’s Name: ___________________ Subject’s Signature: ________________________  Date: _________         


Investigator’s Signature: ____________________________   Date: __________             Subject # ______


Subject Initials ______

