LANGUAGE FOR RISKS OF IMAGING STUDIES 

Standard wording for the Risks section of both the IRB application and the Consent
X-rays 

There are minimal risks to the patient from ionizing radiation resulting from the X-ray evaluation. During the conventional x-ray examination of your___________ , the “effective”* radiation dose is approximately, equivalent to ___________months of the natural environmental background radiation that a person receives in the New York City annually.  The risk from the radiation dose received from this procedure is too small to be detected.  If the patient is especially concerned about radiation exposure, he or she may discuss this thoroughly with one of the investigators. The minimal dose of radiation and appropriate lead shielding is used. 

* The “effective”* dose is a calculation which estimates what dose, if given to the entire body, might produce approximately the same amount of risk as would the real dose actually received by the irradiated section.

CT Scans

The CT examination involves ionizing radiation. There are minimal risks to the patient from ionizing radiation resulting from a CT examination. The minimal dose of radiation and appropriate lead shielding is used. During the _______________ CT examination, the “effective”* radiation dose is approximately equivalent to_______________months of the natural environmental background radiation that a person receives in the New York City area annually.  The risk from the radiation dose received from this procedure is very remote.  If the patient is especially concerned about radiation exposure, he or she may discuss this thoroughly with one of the investigators.  

*The “effective” dose is a calculation which estimates what dose, if given to the entire body, might produce approximately the same amount of risk as would the real dose actually received by the irradiated section.

Nuclear Medicine

This research study involves exposure to radiation from a Nuclear Medicine examination.  The amount of radiation you will receive from this procedure is a little less then the natural environmental background radiation that you receive in the New York City area annually.  The risk from the radiation dose received from this procedure is very remote. If the patient is especially concerned about radiation exposure, he/she may discuss this thoroughly with one of the investigators.

MRI

FOR IRB APPLICATION:

MRI is generally a well-tolerated procedure, and all patients will be screened for MRI safety prior to imaging.  In addition, the Hospital for Special Surgery operates the MRI units within the safety guidelines established by General Electric Health Care, Milwaukee, Wisconsin.  Potential risks include claustrophobia, coil element heating and peripheral nerve stimulation, although the latter two are considered highly unlikely, given that the patients will be imaged within preset safety guidelines to eliminate peripheral nerve stimulation. Coil element heating ranges from a mild sensation of heat to a potential burn.  This is considered highly unlikely, as the coils have all undergone extensive testing and clinical use, and special pads are placed surrounding all contact points.

FOR USE IN CONSENT DOCUMENT:

The potential risks of MRI are minimal.  There is no ionizing radiation involved with MR imaging.  All imaging protocols and imaging coils used in this study are FDA approved, are validated for safety and are in current clinical use at the Hospital for Special Surgery.

MRI is generally a well-tolerated procedure and you will be fully screened for MR safety before any imaging is started.  In particular, you will be asked if you have any of the following: aneurysm clips on a cerebral artery, a deep brain stimulator, cardiac pace maker, wires or defibrillator, inner ear or cochlear implants, hearing aid, infusion pump or metal fragments in your eye.  Please let a study investigator know if any of these apply to you.  Other potential risks include claustrophobia, coil element heating and peripheral nerve stimulation, although the latter two are considered highly unlikely, given that you will be imaged within preset safety guidelines to eliminate peripheral nerve stimulation. Coil element heating ranges from a mild sensation of heat to a potential burn.  This is considered highly unlikely, as the coils have all undergone extensive testing and clinical use, and special pads are placed surrounding all contact points.  Hospital for Special Surgery operates the MRI units within the safety guidelines established by General Electric Health Care, Milwaukee, Wisconsin.”
If GADOLINIUM IS USED, ADD THE FOLLOWING AS WELL:

All patients will have an intravenous injection of gadolinium contrast, which is an FDA approved MR contrast agent that has been used extensively in clinical MRI practice.  Side effects range from a mild headache (less that 10%) to allergic reactions (less than 1%). In patients with kidney problems, the use of gadolinium rarely may cause nephrogenic systemic fibrosis (NSF), a debilitating and sometimes fatal disease that affects the skin, muscle and internal organs.  You should immediately notify your study doctor if you have or at any time during the study develop severely impaired kidney function, or any level of impaired kidney function along with chronic liver disease or a liver transplant.

Ultrasound

Ultrasound is an extremely safe procedure with no known untoward effect using diagnostic frequencies.  Ultrasound involves no ionizing radiation.

(DXA) 
Potential Risks Associated with Dual Energy X-ray Absorptiometry (DXA)

 

For bone density measurement the risk is minimal.  The total radiation dose will be less than 10uSievet which corresponds to less than the equivalent to one day of natural background radiation.  DXA is equivalent to 1/10th of the radiation of a chest X-ray.  You will have DXA Scans of the proximal femora (bilateral simultaneous acquisition) at Screening, 2 weeks, 6 months, 9 months, 12 months, 24 months, and 36 months.
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