When a protocol is submitted to the IRB through e-bridge (MCW website for submission of clinical research) the research coordinator is asked to submit two items.

· Radiation verification form
· Emailed confirmation from the PI stating whether the use of radiation is done only as clinically indicated or if all or part of the use of radiation is for research purposes.  I have attached a form letter titled “imaging clinically indicated” that can be sent to the PI to simplify the process.

Once we have received the materials, there are two potential paths:


               The use of Radiation is 100% clinically indicated
Radiation Safety will prepare an approval packet that will be uploaded to e-bridge and used by the IRB committee to grant approval for the study.
               
               The use of Radiation is not 100% clinically indicated
The study may not begin enrolling subjects until a Wisconsin DHS variance has been granted and the IRB has granted full approval.

If not clinically indicated, Radiation Safety will request the study team complete a Wisconsin DHS Appendix M form and have the PI sign it.  Once we receive the completed and signed Appendix M form, we will prepare an approval packet that will be uploaded to e-bridge and used by the IRB committee to grant conditional approval for the study.  

A conditional approval will not receive full approval until a State variance to DHS 157.74(2)(f) has been granted.
Persons may not be exposed to the useful beam except for healing arts purposes and unless such exposure has been authorized by a licensed practitioner of the healing arts or a Wisconsin licensed physical therapist. Deliberate exposure for any of the following purposes is prohibited:
1. Exposure of a person for training, demonstration or other non-healing arts purpose.

2. Exposure of a person for healing arts screening, except as authorized by the department.

Once the IRB has granted conditional approval, our department will submit an application for variance to the Wisconsin DHS.  The DHS approval process usually takes about 3-4 weeks.  Once we receive the approved variance letter from the DHS, we will upload the letter to e-bridge and the IRB will then grant full approval and the study may begin enrolling subjects.

If you have any questions or you would like to discuss further, please let me know.
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