Human Investigations Involving Radiation Exposure

Research involving exposure of humans to ionizing radiation requires additional specific approval from the University Radiation Safety Committee (HIRE subcommittee) or Radioactive Drug Research Committee (RDRC).   The following guidance is provided to help you determine which committee approval is required for your study.

· If your study does not involve exposure to radiation, (e.g. CT scans, X-rays, administration of radiopharmaceuticals) beyond standard of care, you do not need to include a radiation risk statement in the consent form.  Standard of care means that the patient would receive the scan, X-ray, etc. even if they did not participate in the study.

· If your study involves a single X-ray procedure that is listed below in the section titled “Uses of Ionizing Radiation That Do Not Need to be Reviewed by the Radiation Safety Committee/HIRE”, you may use the exact wording provided in that section.  The consent form will not need to be reviewed by the Radiation Safety Committee subcommittee (HIRE – Human Investigations Involving Radiation Exposure).  You must however, send them an electronic copy of the protocol and consent form(s) after the study is approved by the IRB.  The electronic copy should be sent to arg2n@virginia.edu .  Please state in the email that your study does not require review and reference the consent language used.

· If your study involves the use of ionizing radiation other than those listed above, patient dose(s) must be calculated. Please contact Allen Goode at arg2n@virginia.edu or 924-2163 for assistance.
· Use of a radioactive drug that has an IND # or is IND exempt and is to be used in clinical or therapeutic study, must be approved by the HIRE.

· Use of an FDA approved radiopharmaceutical for something that is outside the range of indicated uses, and is for clinical or therapeutic studies, must be approved by HIRE.
· Investigational or research use of diagnostic X-rays or radiotherapy, i.e., not medically indicated, must be reviewed by HIRE.

· If the study involves exposure from radiation that is from a procedure that is not standard of care and is from administration of FDA approved radioactive drugs or use of X-ray producing equipment, it must be approved by HIRE.
· Use of a radioactive drug/pharmaceutical that has not been approved by the FDA as an agent approved for human use or does not have an investigative new drug application approved and on file with FDA and is not going to be used for therapeutic or clinical purposes, must be approved by the RDRC.

Examples of this type of use are:  a research project intended to obtain basic information regarding the metabolism (including kinetics, distribution, and localization ) of a radioactively labeled drug or regarding human physiology, pathophysiology or biochemistry , but not intended for immediate therapeutic, diagnostic or similar purposes or to determine the safety and effectiveness of the drug in humans for such purposes (i.e. to carry out a clinical trial)  Certain basic research studies, e.g. studies to determine whether a drug localizes in a particular organ or fluid space and to describe the kinetics of that localization , may have eventual therapeutic or diagnostic implications, but the initial studies are considered to be basic research.

Note:  This committee is appointed by the Medical Center and its members must be approved by the FDA.

FOR STANDARD WORDING_ SEE NEXT PAGE 

Uses of Ionizing Radiation That Do Not Need to Be Reviewed
By the Radiation Safety Committee (HIRE subcommittee)
The following consent language may be used for protocols that involve a single X- ray procedure and involve exposure to ionizing radiation that results in a total effective dose to the study participant that is less than  or equal to 300 millirem*.
Abdominal X-Ray (1 film)

“This study involves radiation exposure from an abdominal x-ray.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 150 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”

Barium Swallow (24 images)

“This study involves radiation exposure from stomach x-rays.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 240 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.” 

Chest X-Ray (PA)

“This study involves radiation exposure from a chest x-ray.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 3 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Chest X-Ray (PA + lat)

“This study involves radiation exposure from chest x-rays.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 10 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.” 

Orbit Screening for MRI

“This study may involve radiation exposure from an x-ray of your head to ensure that there is no metal in your eyes prior to your MRI exam. As part of everyday living, everyone is exposed to a small amount of background radiation. Background radiation comes from space and naturally-occurring radioactive minerals. The radiation dose you will receive in this study will give your body the equivalent of about 2 weeks’ worth of this natural radiation. This radiation dose is what you will receive from this study only and does not include any exposure you may have received or will receive from other tests. The risk from this dose is considered small. This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”

DEXA (Bone Mineral Densities)

“This study involves radiation exposure from a DEXA (insert type of scan as shown below).  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over (use list below) days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Fontaine Imaging Center Hologic QDR Series Machines

For any one of the following scans: PA Lumbar Spine, Lateral Lumbar Spine, Hip, Whole Body or Forearm – use “less than 1 day”

For a pQCT - use “less than 1 day”

Note:  If the machine or type of scan is not listed above, please contact Radiation Safety (2-4917) for further information.

Extremity (Hand/Foot) X-Ray 

“This study involves radiation exposure from an extremity (hand, foot, etc.) x-ray.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 1 day from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Head CT Scan

“This study involves radiation exposure from a CT scan (X-ray) of your head.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 240 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.” 

Hip X-Ray

“This study involves radiation exposure from an X-ray of your hip.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 100 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Knee X-Ray

“This study involves radiation exposure from an X-ray of your knee.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 101 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Mammography (Standard 4 Views)

“This study involves radiation exposure from an X-ray of your breasts.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 85 days from background radiation.  The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.”  

Single MUGA Scan: 

“For this study you may receive a MUGA heart scan to image your heart chambers. This study requires the use of radioactive drugs to be injected into your body and then imaged with special cameras. While the nuclear medicine drugs are intended for your heart, other organs will receive some radiation dose. Although each organ will receive a different dose, the total effective radiation dose you will receive from just one of these scans is approximately 6.6 mSv.  For comparison, this dose is 13% of the annual radiation dose safely allowed for a radiation worker such as the person performing your scans. This radiation exposure is not necessary for your medical care, nor does it include the dose from any of the other imaging studies that you have had or may receive, but is necessary to obtain the research information desired. If you are pregnant or breastfeeding you may not participate in this research study.  It is best to avoid radiation exposure to unborn or nursing children since they are more sensitive to radiation than adults”.

Sinus Radiographs (3 View Plane Films)

This study involves radiation exposure from three X-rays of your sinus.  As part of everyday living, everyone is exposed to a small amount of background radiation that comes from soil, rocks, outer space and within the body itself.  The radiation dose you will receive in this study is about the amount that you receive over 70 days from background radiation.   The risk from this dose is small.  This radiation exposure is not necessary for your medical care but is necessary to obtain the research information desired.  

Note: If a single film is required, then the radiation dose and calculated percentage of the yearly background dose may be reduced by a third and the consent risk statement adjusted accordingly.

*mrem – unit of measurement of dose (how much energy is absorbed by the body from

              radiation)
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