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SUBJECT
Medical Event Criteria

SUMMARY

Robert Gattone and | called Dr. Donna-Beth Howe to inquire about the application of the
medical event criteria in Title 10 of the Code of Federal Regulations (10 CFR) 35.3045 in regard
to doses to a point versus doses to a volume. Specifically, Mr. Gattone and | were inquiring if a
Technical Assistance Request (TAR) had ever been raised on this issue. In this discussion, a
point means a very small volume of an organ or tissue in which position alone is considered,
and volume means an aggregate of adjacent points with defined dimensions. Dr. Howe
acknowledged that this issue had been raised in the past; however, it had not been the subject
of a TAR in her recollection. Dr. Howe indicated that the Agency has never expressly specified
preference over one or the other. Dr. Howe continued that, in the past, NRC has received
comments from stakeholders on their preference of volumetric analysis over point-based
analysis during public comment periods on Part 35 rulemakings. Dr. Howe stated that the
Agency has not adopted the volumetric approach because it may not be appropriate for all
medical modalities. (The medical event criteria in 10 CFR 35.3045 is applicable to all medical
modalities.) Examples provided by Dr. Howe included intravascular brachytherapy and gamma
stereotactic radiosurgery (gamma knife). Dr. Howe went on to say that in some areas of the
body a dose to an unintended area could have significant medical impacts regardless of the
volume of tissue receiving the dose due to differences in radiosensitivity of different organs and
tissues. Specific examples cited were brain tissue and bone marrow.
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