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make surveys to ensure that the max-
imum radiation levels and average ra-
diation levels from the surface of the 
main source safe with the source(s) in 
the shielded position do not exceed the 
levels stated in the Sealed Source and 
Device Registry. 

(b) The licensee shall make the sur-
vey required by paragraph (a) of this 
section at installation of a new source 
and following repairs to the source(s) 
shielding, the source(s) driving unit, or 
other electronic or mechanical compo-
nent that could expose the source, re-
duce the shielding around the 
source(s), or compromise the radiation 
safety of the unit or the source(s). 

(c) A licensee shall retain a record of 
the radiation surveys required by para-
graph (a) of this section in accordance 
with § 35.2652. 

§ 35.655 Five-year inspection for tele-
therapy and gamma stereotactic 
radiosurgery units. 

(a) A licensee shall have each tele-
therapy unit and gamma stereotactic 
radiosurgery unit fully inspected and 
serviced during source replacement or 
at intervals not to exceed 5 years, 
whichever comes first, to assure proper 
functioning of the source exposure 
mechanism. 

(b) This inspection and servicing may 
only be performed by persons specifi-
cally licensed to do so by the Commis-
sion or an Agreement State. 

(c) A licensee shall keep a record of 
the inspection and servicing in accord-
ance with § 35.2655. 

§ 35.657 Therapy-related computer sys-
tems. 

The licensee shall perform accept-
ance testing on the treatment planning 
system of therapy-related computer 
systems in accordance with published 
protocols accepted by nationally recog-
nized bodies. At a minimum, the ac-
ceptance testing must include, as ap-
plicable, verification of: 

(a) The source-specific input param-
eters required by the dose calculation 
algorithm; 

(b) The accuracy of dose, dwell time, 
and treatment time calculations at 
representative points; 

(c) The accuracy of isodose plots and 
graphic displays; 

(d) The accuracy of the software used 
to determine sealed source positions 
from radiographic images; and 

(e) The accuracy of electronic trans-
fer of the treatment delivery param-
eters to the treatment delivery unit 
from the treatment planning system. 

§ 35.690 Training for use of remote 
afterloader units, teletherapy units, 
and gamma stereotactic 
radiosurgery units. 

Except as provided in § 35.57, the li-
censee shall require an authorized user 
of a sealed source for a use authorized 
under § 35.600 to be a physician who— 

(a) Is certified by a medical specialty 
board whose certification process in-
cludes all of the requirements in para-
graph (b) of this section and whose cer-
tification has been recognized by the 
Commission or an Agreement State; or 

(b)(1) Has completed a structured 
educational program in basic radio-
nuclide techniques applicable to the 
use of a sealed source in a therapeutic 
medical unit that includes— 

(i) 200 hours of classroom and labora-
tory training in the following areas— 

(A) Radiation physics and instrumen-
tation; 

(B) Radiation protection; 
(C) Mathematics pertaining to the 

use and measurement of radioactivity; 
and 

(D) Radiation biology; and 
(ii) 500 hours of work experience, 

under the supervision of an authorized 
user who meets the requirements in 
§ 35.690, or, before October 24, 2005, 
§ 35.960, or equivalent Agreement State 
requirements at a medical institution, 
involving— 

(A) Reviewing full calibration meas-
urements and periodic spot-checks; 

(B) Preparing treatment plans and 
calculating treatment doses and times; 

(C) Using administrative controls to 
prevent a medical event involving the 
use of byproduct material; 

(D) Implementing emergency proce-
dures to be followed in the event of the 
abnormal operation of the medical unit 
or console; 

(E) Checking and using survey me-
ters; and 

(F) Selecting the proper dose and how 
it is to be administered; and 

(2) Has completed 3 years of super-
vised clinical experience in radiation 
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oncology, under an authorized user 
who meets the requirements in § 35.690, 
or, before October 24, 2005, § 35.960, or 
equivalent Agreement State require-
ments, as part of a formal training pro-
gram approved by the Residency Re-
view Committee for Radiation Oncol-
ogy of the Accreditation Council for 
Graduate Medical Education or the 
Committee on Postdoctoral Training of 
the American Osteopathic Association. 
This experience may be obtained con-
currently with the supervised work ex-
perience required by paragraph 
(b)(1)(ii) of this section; and 

(3) Has obtained written certification 
that the individual has satisfactorily 
completed the requirements in para-
graphs (b)(1) and (b)(2) of this section 
and has achieved a level of competency 
sufficient to function independently as 
an authorized user of each type of 
therapeutic medical unit for which the 
individual is requesting authorized 
user status. The written certification 
must be signed by a preceptor author-
ized user who meets the requirements 
in § 35.690, or, before October 24, 2005, 
§ 35.960, or equivalent Agreement State 
requirements for an authorized user for 
each type of therapeutic medical unit 
for which the individual is requesting 
authorized user status. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 19326, Apr. 21, 2003; 69 FR 55739, Sept. 16, 
2004] 

Subpart I [Reserved] 

Subpart J—Training and 
Experience Requirements 

§ 35.900 Radiation Safety Officer. 
Except as provided in § 35.57, the li-

censee shall require an individual ful-
filling the responsibilities of the Radi-
ation Safety Officer as provided in 
§ 35.24 to be an individual who— 

(a) Is certified by the— 
(1) American Board of Health Physics 

in Comprehensive Health Physics; 
(2) American Board of Radiology; 
(3) American Board of Nuclear Medi-

cine; 
(4) American Board of Science in Nu-

clear Medicine; 
(5) Board of Pharmaceutical Special-

ties in Nuclear Pharmacy; 

(6) American Board of Medical Phys-
ics in radiation oncology physics; 

(7) Royal College of Physicians and 
Surgeons of Canada in nuclear medi-
cine; 

(8) American Osteopathic Board of 
Radiology; or 

(9) American Osteopathic Board of 
Nuclear Medicine; or 

(b) Has had classroom and laboratory 
training and experience as follows— 

(1) 200 hours of classroom and labora-
tory training that includes— 

(i) Radiation physics and instrumen-
tation; 

(ii) Radiation protection; 
(iii) Mathematics pertaining to the 

use and measurement of radioactivity; 
(iv) Radiation biology; and 
(v) Radiopharmaceutical chemistry; 

and 
(2) One year of full time experience 

as a radiation safety technologist at a 
medical institution under the super-
vision of the individual identified as 
the Radiation Safety Officer on a Com-
mission or Agreement State license 
that authorizes the medical use of by-
product material; or 

(c) Is an authorized user identified on 
the licensee’s license. 

§ 35.910 Training for uptake, dilution, 
and excretion studies. 

Except as provided in § 35.57, the li-
censee shall require the authorized 
user of a radiopharmaceutical in 
§ 35.100(a) to be a physician who— 

(a) Is certified in— 
(1) Nuclear medicine by the Amer-

ican Board of Nuclear Medicine; 
(2) Diagnostic radiology by the Amer-

ican Board of Radiology; 
(3) Diagnostic radiology or radiology 

by the American Osteopathic Board of 
Radiology; 

(4) Nuclear medicine by the Royal 
College of Physicians and Surgeons of 
Canada; or 

(5) American Osteopathic Board of 
Nuclear Medicine in nuclear medicine; 
or 

(b) Has had classroom and laboratory 
training in basic radioisotope handling 
techniques applicable to the use of pre-
pared radiopharmaceuticals, and super-
vised clinical experience as follows— 

(1) 40 hours of classroom and labora-
tory training that includes— 
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