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[Suggested consent language to be added if radiation exposure]
For procedures with exposures less than: 3 rem (total body) per study and 5 rads

(total body) per year or 5 rads (per organ) per study and 15 rads (per organ) per year:

For procedures that use x-rays only.

This procedure utilizes x-rays. The x-ray exposure and related risks for this procedure are relatively small. Also, the dose is within limits permitted for human research volunteers.

For procedures using Radioactive Materials (RAM) only.

This procedure utilizes radioactive material and therefore you will receive a radiation dose. The radiation dose you receive is within the limits permitted for human research volunteers.  While the radioactive material is in your body, it is not hazardous to others. Also it will have largely disappeared within _____ hours (time corresponding to three half-lives).

For procedures using both RAM and x-ray.

This procedure utilizes radioactive material and x-rays and therefore you will receive a radiation dose. The radiation dose you receive is within the limits permitted for human research volunteers. While the radioactive material is in your body it is not hazardous to others. Also it will have largely disappeared within_____ hours (time corresponding to three half-lives)

For procedures with exposures greater than: 3 rads (total body) per study and 5 rads (total body) per year or 5 rads (per organ) per study and 15 rads (per organ) per year:

This procedure uses radioactive materials (x-rays) and you will receive a radiation exposure. The radiation exposure received from this procedure is roughly equivalent to _____ (number) of ________________ (typical diagnostic procedures). (Explain)

Risk/Benefit: Information allowing the IRB to comment on the usefulness of the procedure must be submitted. Attaching a copy of the submission to the IRB is sufficient. This section is particularly important whenever research organ/whole body doses exceed 3/5 Rem.

