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§ 35.610 Safety procedures and instructions for remote afterloader units,
teletherapy units, and gamma stereotactic radiosurgery units.

(a) A licensee shall--
(1) Secure the unit, the console, the console keys, and the treatment room when not in use or unattended;

(2) Permit only individuals approved by the authorized user, Radiation Safety Officer, or authorized medical physicist
to be present in the treatment room during treatment with the source(s);
(& \
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revent (@a/l operation of more than one radiation producing device in a treatme;t room if applicable; and
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t, and maintain written procedures for responding to an abnormal situation when the operafor is
unable to place the source(s) in the shielded position, or remove the patient or human research subject from the M 05 19
radiation field with controls from outside the treatment room. These procedurei must include-- é‘
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nstrucknéns for responding to equipment failures and the names of the individuals responsible for implementing
corrective actlons
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roces for estricting access to and posting of the treatment area to minimize the risk of inadvertent exposure;
and

(iii) The names and telephone numbers of the authorized users, the authorized medical physicist, and the Radiation
Safety Officer to be contacted if the unit or console operates abnormally.

(b) A copy of the procedures required by paragraph (a)(4) of this section must be physically located at the unit console.
(c) A licensee shall post instructions at the unit console to inform the operator of--
(1) The location of the procedures required by paragraph (a)(4) of this section; and

(2) The names and telephone numbers of the authorized users, the authorized medical physicist, and the Radiation
Safety Officer to be contacted if the unit or console operates abnormally.

(d) A licensee shall provide instruction, initially and at least annually, to all individuals who operate the unit, as
appropriate to the individual's assigned duties, in--

(1) The procedures identified in paraéraph (a)(4) of this section; and

(2) The operating procedures for the unit.
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) A licensee shall ensure that operators, authorized medical physicists, and authorized users participate in drills of the
emergency procedures, initially and at least annually.

(f) A licensee shall retain a record of individuals receiving instruction required by paragraph (d) of this section, in
accordance with § 35.2310.

(2) A licensee shall retain a copy of the procedures required by §§ 35.610(a)(4) and (d)(2) in accordance with §
35.2610.
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§ 35.645 Periodic spot-checks for gamma stereotactic radiosurgery units.

(a) A licensee authorized to use a gamma stereotactic radiosurgery unit for medical use shall perform spot-checks of
each gamma stereotactic radiosurgery facility and on each unit--

(1) Monthly;

(2) Before the first use of the unit on a given day; and
(3) After each source installation.

(b) A licensee shall--

(1) Perform the measurements required by paragraph (a) of this section in accordance with written procedures
established by the authorized medical physicist. That individual need not actually perform the spot check
measurements.

(2) Have the authorized medical physicist review the results of each spot-check within 15 days. The authorized medical
physicist shall notify the licensee as soon as possible in writing of the results of each spot-check.

(c) To satisfy the requirements of paragraph (a)(1) of this section, spot-checks must, at a minimum--

(1) Assure proper operation of--

(i) Treatment table retraction mechanism, using backup b%power or hydraulich/a’%h the unit off;
(i1) Helmet mic?)/switch@(/ ,4/

(iii) Emergency timing cirﬂgﬁ%%nd

(iv) Stereotaé%émesand localizing de}(qq% / nnions).

(2) Determine--

(i) The output for one typical set of operating conditions measured with the dosimetry system described in § 35.630(b);

(i) The difference between the measurement made in paragraph (c)(2)(i) of this section and the anticipated output,
expressed as a percentage of the anticipated output (i.e., the value obtained at last full calibration corrected
mathematically for physical decay);

(iii) Source output against computer calculation;

(iv) Timer accuracy and linearity over the range of use;

https://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0645.html 01/15/2019
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(v) On-off error; and
(vi) Trunnion centricity.

(d) To satisfy the requirements of paragraphs (a)(2) and (a)(3) of this section, spot-checks must assure proper operation
of--

(1) Electrical interlocks at each gamma stereotactic radiosurgery room entrance;

(2) Source exposure indicator lights on the gamma stereotactic radiosurgery unit, on the control console, and in the
facility;

V%Vﬁ;;szzld intercom systems; (Q)(Gw”‘ M@W M*’ ot
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(5) Radiation monitors used to indicate room exposures; and
(6) Emergency off buttons.

(e) A licensee shall arrange for the repair of any system identified in paragraph (c) of this section that is not operating
properly as soon as possible.

(f) If the results of the checks required in paragraph (d) of this section indicate the malfunction of any system, a
licensee shall lock the control console in the off position and not use the unit except as may be necessary to repair,
replace, or check the malfunctioning system.

(g) A licensee shall retain a record of each check required by paragraphs (c) and (d) and a copy of the procedures
required by paragraph (b) of this section in accordance with § 35.2645.
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