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I. For a calculated fetal dose of < 200 mrem, the following radiation risk wording should be utilized:
"This study may be hazardous to an unborn child. The amount of radiation exposure necessary to present a significant risk to an unborn child is not well established; however, recommendations exist which limit the exposure to the unborn child of individuals who are occupationally exposed to radiation (e.g. x-ray technologists, radiologists, etc.) to no more than 500 millirem (mrem). Should you be pregnant and participate in this study, the radiation dose to the unborn child would be less than 200 mrem; however, pregnant individuals should not participate in this study. By signing this consent form, females of child-bearing potential are certifying to the best of their knowledge that they are not pregnant and agree to utilize adequate birth control methods during their participation in this study."
II. For a calculated fetal dose of > 200 mrem but < 500 mrem, the following radiation risk wording should be utilized:
"This study may be hazardous to an unborn child. The amount of radiation exposure necessary to present a significant risk to an unborn child is not well established; however, recommendations exist which limit the exposure to the unborn child of individuals who are occupationally exposed to radiation (e.g. x-ray technologists, radiologists, etc.) to no more than 500 millirem (mrem). Should you be pregnant and participate in this study, the radiation dose to the unborn child would be less than 500 mrem; however, pregnant individuals should not participate in this study. To assure that you are not pregnant, a pregnancy test will be performed at no cost to you, prior to initiation of the study. The results of the pregnancy test will be made available to you before the study is initiated. Furthermore, adequate birth control measures should be taken during your participation in this study."
III. For a calculated fetal dose of > 500 mrem, the following radiation risk wording should be utilized:
"This study may be hazardous to an unborn child. The amount of radiation exposure necessary to present a significant risk to an unborn child is not well established; however, recommendations exist which limit the exposure to the unborn child of individuals who are occupationally exposed to radiation (e.g. x-ray technologists, radiologists, etc.) to no more than 500 millirem (mrem). Should you be pregnant and participate in this study, the radiation dose to the unborn child would exceed this recommendation; therefore, pregnant individuals should not participate in this study. To assure that you are not pregnant, a pregnancy test will be performed at no cost to you, prior to initiation of the study. The results of the pregnancy test will be made available to you before the study is initiated. Furthermore, adequate birth control measures should be taken during your participation in this study."
