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IRB Informed Consent Form Text Template: DEXA Bone Density Determination
NOTE:  This template may need to be modified according to the specific testing protocol contained in your study.  In addition, this template will be part of a more detailed Informed Consent Form.  Consult with the Director of the Human Performance Laboratory and your faculty advisor/director before submitting your Informed Consent Form to the IRB.  Do not include this Note in the Informed Consent Form.
I have been informed that the density of bones in my entire body, including lumbar spine, hips, and forearms, will be determined using an FDA-approved bone density measurement machine (Prodigy, GE Lunar Corp., Madison, WI).  This procedure is called Dual Energy X-ray Absorptiometry (DEXA).  I have been informed that I will be asked to lie face-up on a padded table for 10 to 12 minutes while a scanner arm passes over my entire body.  I have been informed that the scanner will not enclose me or touch me, and that I can wear my regular clothing (no metal allowed).
I have been informed that I will be exposed to radiation (100 microSieverts) that is within an acceptable range as provided by the Wisconsin Department of Health and Family Services (DHFS) [Chapter HSS 157.23(1)].  I have been informed that any time an individual is exposed to radiation there is potential risk.  However, the amount of radiation that I would be exposed to is quite minimal.  For example, I would receive a radiation exposure of approximately 80 microSieverts on a transatlantic airline flight of 8 hours, 50 microSieverts living in Denver, Colorado, at an elevation of 5,000 feet for approximately 4 weeks, or 30 to 40 microSieverts during a typical chest x-ray.

I have been informed that females with ANY chance of being pregnant should not undergo DEXA scanning.  I have been informed that if I become pregnant during the course of the study that includes DEXA scanning, I will immediately inform the staff, and withdraw from the investigation.  
I have been informed that a person trained for the use of the DEXA will perform all testing, and that I will need to report to the Human Performance Laboratory for the scan.  The benefit of this testing is that it provides the most accurate assessment of my bone density.

In the unlikely event that any injury or illness occurs as a result of this research, the Board of Regents of the University of Wisconsin System, and the University of Wisconsin-La Crosse, their officers, agents, and employees, do not automatically provide reimbursement for medical care or other compensation.  I have been informed that payment for treatment of any injury or illness must be provided by me or my third-party payor, such as my health insurer or Medicare.  If any injury or illness occurs in the course of research, or for more information, I will notify the investigator in charge.  I have been informed that I am not waiving any rights that I may have for injury resulting from negligence of any person or the institution.
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