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Comments received from NRC counsel concerning ACMUI Patient Release Report:

NRC advised the ACMUI that the quote in the Federal Register that ACMUI referred to did not
establish their point. Specifically, on p. 14, the ACMUI states that during the final rulemaking
“the NRC changed the patient release criteria by dropping the annual limits and instead making
the limits apply to each patient release.” They then quote language from the Supplementary
Information that says “Upon reconsideration, based on public comments and consultation with
the ACMUI, an NRC medical consultant, and the NRC Visiting Medical Fellow, the NRC has
decided to delete this requirement....”

This language, in reality, is not referring to a decision to delete the requirement that the annual
limits should be applied. Rather, it is referring to a decision to drop a requirement proposed in
the proposed rule that a record be maintained of the basis for patient release if the TEDE to an
individual was likely to exceed 1 millisievert in a year from a single administration. (See 62 FR
4120 at 4124 and 4130)

ACMUI reply to comments:

We appreciate the additional insight provided by these comments that we may not have been
able to glean the full reasoning for establishing the 10 CFR 35.75 release criteria as a per
patient release limit rather than an annual limit. Nevertheless, it is clear to ACMUI that that
NRC established per patient release limit based on the following statements in its final
rulemaking notice:

“The NRC is establishing a dose limit of 5 millisieverts (0.5 rem) total effective dose
equivalent to an individual from exposure to the released patient for each patient
release.” (62 FR 4122)

“Each patient release is to be treated as a separate event, and licensee knowledge of
previous administrations is unnecessary.” (62 FR 4130)

In addition, the time frames which were included in the proposed rulemaking notice:

10 CER 35.75 “(a) A licensee may authorize release from licensee control any patient
administered radiopharmaceuticals or permanent implants containing radioactive
material if the total effective dose equivalent to an individual from exposure to the
released patient is not likely to exceed 5 millisieverts (0.5 rem) in any one year.

(b) If the total effective dose equivalent to any individual other than the released patient
is likely to exceed | millisievert (0.1 rem) in a year from a single administration...” (59 FR
30732, emphasis added)

were dropped in the final rulemaking notice:

10 CFR 35.75 “(a) The licensee may authorize the release from its control of any
individual who has been administered radiopharmaceuticals or permanent implants
containing radioactive material if the total effective dose equivalent to any other
individual from exposure to the released individual is not likely to exceed 5 millisieverts
(0.5 rem).
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(b) The licensee shall provide the released individual with instructions, including written
instructions, on actions recommended to maintain doses to other individuals as low as is
reasonably achievable if the total effective dose equivalent to any other individual is
likely to exceed 1millisievert (0.1 rem).” (62 FR 4133)

The ACMUI unanimously agrees that if the NRC believes the patient release criteria should be
changed from a per release criteria to an annual criteria, this change would require new
rulemaking, as was noted in RIS 2008-07.
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