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Institutional Review Board (IRB)

GUIDELINES FOR RESEARCH INVOLVING RADIOACTIVE MATERIALS OR RADIOLOGICAL PROCEDURES

This document is intended to provide guidance to investigators preparing IRB Applications for studies involving ionizing radiation exposures (e.g., imaging, administration of radioactive materials, radiological procedures, radiation therapy, etc.).   
1. Does the study involve research-related exposure to ionizing radiation?

Radiation exposures that are considered “standard of care” refer to procedures that patients would undergo even if they were not participating in a research study.  Such procedures would be of the same type and number as procedures that they would undergo as part of standard diagnostics, treatment, or follow-up for a disease.  
Research-related procedures, by comparison, differ either in number or type from standard procedures.  Generally, research procedures would be done only because of study participation.  Thus, if a patient were to decline participation in a study, the patient would undergo standard of care treatments that would differ in type or number from research procedures involving exposure to radiation or administration of radioactive materials. 
Example 1: A subject might require a chest x-ray in order to meet inclusion/exclusion criteria for the study: this chest x-ray is being done solely for research purposes; the subject would not otherwise be getting this chest x-ray, if not for participating in the research.  This is research-related exposure to ionizing radiation. 

Example 2: A subject in a cancer trial who is already getting large amounts of radiation from cancer treatment may require additional exposure to ionizing radiation for research purposes only (e.g., an additional CT scan during study follow-up that the subject would not otherwise receive, if not for participating in the research; that is, the scan is not standard of care for this subject).  This is research-related exposure to ionizing radiation.

Example 3: A subject in a cancer trial receives an experimental (investigational, non-FDA approved) form of radiation therapy.  This is research-related exposure to ionizing radiation.

Example 4: The results of existing, standard-of-care ionizing radiation tests may be used as research data, but the tests themselves are standard-of-care, and would have been done anyway, without the research.  This is not research-related exposure to ionizing radiation.

2. Does the study require review by the RSO/RSC?

Protocols that involve non-standard of care radioactive materials (which includes the terms “radioisotopes”, “radionuclides”, “radiopharmaceuticals”, and “nuclear medicine studies”, e.g. “PET”, “MUGA”, “Zevalin”, and/or specific radionuclides such as “F-18”, “Tc-99m”, “Th-201”, “I-131”, “Ra-223”, “Y-90”, etc.) will receive review by the Radiation Safety Officer (RSO) and/or Radiation Safety Committee (RSC). 
3. What is required in the IRB Application?
Investigators should complete the Biomedical Research Application in eIRB and enter all radiation usage in section #4 of the protocol. Studies requesting use of a central IRB should complete Appendix B of the SLU Central IRB Submission Authorization Form.
Investigators will be asked to estimate radiation exposure in the eIRB Application.  To determine the dose estimate, the Duke University Radiation Safety Committee website should be used.  

For research involving Radioactive Materials, use of additional references that may provide a higher degree of accuracy of radiation dose estimates is encouraged. All references must be provided in the IRB application.

In some cases a study sponsor may require review of the proposed informed consent, including radiation risk language, prior to IRB submission. IRB staff will assist with drafting the appropriate language. Contact your IRB Analyst for assistance.
4. What is required in the IRB Informed Consent Document?

IRB staff will draft the appropriate research-related radiation risk language for all studies involving non-standard of care radiation. However, if research teams choose to draft the language, the IRB must verify the language before submission to the RSC. Investigators will need to determine whether exposure is at least partly non-standard of care, whether the study involves adults versus children, and will need to know the total dose estimate.  Additional instruction is available in the Radiation Risk Exposure Template Language.
5. Submission to the RSO/RSC:  
Submission to the RSO/RSC should occur after the IRB staff has drafted the informed consent radiation exposure risk statement, or verified the statement that was drafted by the research team unless requesting permission to use a central IRB (in which submitting to the SLU RSC should happen before IRB submission).

For more information on how to submit for radiation safety review, see RSC instructions or contact the Radiation Safety Officer at 977-6895.

Contact the IRB at 314-977-7744 or irb@slu.edu with questions about this guidance.
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