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Informed Consent Agreement for Participation in a Research Study

Investigator:  Jane Q. Worcester
Contact Information:
ECE Department




WPI





100 Institute Road





Worcester, MA  01609





Tel. 508-831-5555, Email: jqworcester54@wpi.edu
Title of Research Study:  Acquisition of Surface Electromyogram Signals for Clinical and Motor Control Investigations
Sponsor:  National Institutes of Health
Introduction:
You are being asked to participate in a research study.  Before you agree, however, you must be fully informed about the purpose of the study, the procedures to be followed, and any benefits, risks or discomfort that you may experience as a result of your participation.  This form presents information about the study so that you may make a fully informed decision regarding your participation. 

Purpose of the study:
In this experiment, we will investigate the electrical activity of your muscles while you produce muscle force.  This information will be used to develop a device that will allow muscle activity to be measured using surface electrodes, instead of needle electrodes.  An electrode measures the electrical activity within your body.
Procedures to be followed:
You will be seated and secured into a force restraint and measurement device via quick-release belts.  These belts will feel similar to tightly worn seat-belts in an automobile.  Muscles in either your leg or upper arm, or muscles from both may be examined.  Surface recording electrodes will be placed over the muscle to monitor this electrical activity as represented at the surface of your skin.  A thermometer may be used to monitor the temperature of your skin.  A fan (blowing hot or cold air) may be used to keep your skin temperature in a normal range.  Then, you will be asked to perform a variety of muscle force tasks by pushing/pulling on the force measurement device.  A few of the tasks will require your maximum possible effort for a few seconds.  Other tasks will require much less effort.    Rest (about 3 minutes) will be provided between tasks.  Your participation will last for a total of ½ day (about 4 hours).
Risks to study participants:
There is some possibility of minor discomfort due to the belts that restrain you.  There is a risk of skin irritation from the skin preparation required for the electrodes and from the tape used to secure the electrodes to your skin.  You should expect some muscle soreness to develop as a consequence of contracting your muscles.  You may also experience mental fatigue from the concentration required to complete the tasks.
Benefits to research participants and others:
There is no direct benefit to you.

Record keeping and confidentiality:
Records of your participation in this study will be held confidential so far as permitted by law.  However, the study investigators, the sponsor or it’s designee and, under certain circumstances, the Worcester Polytechnic Institute Institutional Review Board (WPI IRB) will be able to inspect and have access to confidential data that identify you by name.  Any publication or presentation of the data will not identify you.
Compensation or treatment in the event of injury:
In the unlikely event of physical injury resulting from participation in the research, you understand that medical treatment may be available from WPI, including first aid emergency care, and that your insurance carrier may be billed for the cost of such treatment.  No compensation for medical care can be provided by WPI.  You further understand that making such medical care available, or providing it, does not imply that such injury is the fault of the investigators.  You do not give up any of your legal rights by signing this statement.
Cost/Payment:
You will receive $25 for completion of the study.  If the experimental session is not completed, you will be paid $8 per completed hour (not to exceed $25).
For more information about this research or about the rights of research participants, or in case of research-related injury, contact:
Prof. Jane Q. Worcester, ECE Department, WPI, 100 Institute Road, Worcester, MA (Tel. 508-831-5555).  You may also contact the chair of the WPI Institutional Review Board (Prof. Kent Rissmiller, Tel. 508-831-5019, Email: kjr@wpi.edu) or WPI’s University Compliance Officer (Michael J. Curley, Tel. 508-831-6919).
Your participation in this research is voluntary.  Your refusal to participate will not result in any penalty to you or any loss of benefits to which you may otherwise be entitled.  You may decide to stop participating in the research at any time without penalty or loss of other benefits.  The project investigators retain the right to cancel or postpone the experimental procedures at any time they see fit.  Data obtained in this experiment will become the property of the investigators and WPI.  If you withdraw from the study, data already collected from you will remain in the study.
By signing below, you acknowledge that you have been informed about and consent to be a participant in the study described above.  Make sure that your questions are answered to your satisfaction before signing.  You are entitled to retain a copy of this consent agreement.
___________________________


Date:  ___________________

Study Participant Signature
___________________________                             



Study Participant Name (Please print)



____________________________________
Date:  ___________________

Signature of Person who explained this study

