
Background and History of the Current Patient Release Rule (10 CFR 35.75)

• In May 1991 (56 FR 23360, May 21, 1991), NRC published a final rule that amended 10
CFR  Part 20 “Standards for Protection Against Radiation” to include a change to the
dose limits for individual members of the public in 10 CFR 20.1301.

• The rule lowered dose limits for members of the public from 500 millirem per year to
100 millirem per year.

• Activity or exposure rate criteria for the release of patients under 10 CFR 35.75 had
been based on a dose limit of 500 millirem to members of the public.

• There was no discussion in the supplementary information for the 1991 change to the 10
CFR Part 20 dose limits as to whether the provisions of 10 CFR 20.1301 were to apply
to the exposure from patients released under 10 CFR 35.75.  If so, there would be a
discrepancy between Part 20 and Part 35.

• Three petitions for rulemaking were submitted on this issue, including one from 
Dr. Carol Marcus.  NRC decided to resolve all of these petitions in a single rulemaking.

• In June 1994 (59 FR 30724, June 14, 1994), a proposed rule was published to amend 
10 CFR 20.1301(a)(1) to specifically clarify that the dose to individual members of the
public from a licensed operation does not include doses received by individuals exposed
to patients released under 10 CFR 35.75.

• The NRC also proposed to amend 10 CFR 35.75 to change the patient release criteria
from 30 millicuries of activity in a patient or a dose rate of 5 millirems per hour at 
1 meter from a patient, to a total effective dose equivalent (TEDE) not likely to exceed 
5 millisieverts (500 millirem) to an individual from exposure to a released patient.  The
NRC believed that the primary consideration in the release of patients should not be the
activity within the patient, but the potential doses to other individuals.  NRC concluded
that basing the patient release criteria on the dose to individuals exposed to a patient
(i.e. dose-based regulation) would provide a consistent, scientific basis for such
decisions that treats all radionuclides on a risk-equivalent basis.  A dose-based rule was
therefore proposed that would allow consideration of case-specific factors to more
accurately assess the dose to other individuals.    

• The final rule amending Part 20 and Part 35 to incorporate these changes was published
in 1997 (62 FR 4120, January 29, 1997).  The NRC also published a report  “Regulatory
Analysis on Criteria for the Release of Patients Administered Radioactive Material”
(NUREG-1492).  The report assessed the potential internal and external doses to
individuals exposed to patients who have been administered radiopharmaceuticals.

• The rule was retained in the Part 35 revision in April 2002 (67 FR 20249, April 24, 2002). 
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