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§ 35.643 Modification of teletherapy
unit or room before beginning a
treatment program.

(a) If the survey required by § 35.641
indicates that any individual member
of the public is likely to receive a dose
in excess of the limits specified in
§ 20.1301 of this chapter, the licensee
shall, before beginning the treatment
program:

(1) Either equip the unit with stops
or add additional radiation shielding to
ensure compliance with § 20.1301 of this
chapter.

(2) Perform the survey required by
§ 35.641 again; and

(3) Include in the report required by
§ 35.645 the results of the initial survey,
a description of the modification made
to comply with paragraph (a)(1) of this
section, and the results of the second
survey.

(b) As an alternative to the require-
ments set out in paragraph (a) of this
section, a licensee may request a li-
cense amendment under § 20.1301(c) of
this chapter that authorizes radiation
levels in unrestricted areas greater
than those permitted by § 20.1301(a) of
this chapter. A licensee may not begin
the treatment program until the li-
cense amendment has been issued.

[51 FR 36951, Oct. 16, 1986, as amended at 56
FR 23472, May 21, 1991; 58 FR 67660, Dec. 22,
1993; 63 FR 39483, July 23, 1998]

§ 35.645 Reports of teletherapy sur-
veys, checks, tests, and measure-
ments.

A licensee shall mail a copy of the
records required in §§ 35.636, 35.641,
35.643, and the output from the tele-
therapy source expressed as roentgens
or rads per hour at one meter from the
source and determined during the full
calibration required in § 35.632, to the
appropriate Commission Regional Of-
fice listed in § 30.6 of this chapter with-
in thirty days following completion of
the action that initiated the record re-
quirement.

§ 35.647 Five-year inspection.

(a) A licensee shall have each tele-
therapy unit fully inspected and serv-
iced during teletherapy source replace-
ment or at intervals not to exceed five
years, whichever comes first, to assure

proper functioning of the source expo-
sure 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 for the du-
ration of the license. The record must
contain the inspector’s name, the in-
spector’s license number, the date of
inspection, the manufacturer’s name
and model number and serial number
for both the teletherapy unit and
source, a list of components inspected,
a list of components serviced and the
type of service, a list of components re-
placed, and the signature of the inspec-
tor.

Subpart J—Training and
Experience Requirements

§ 35.900 Radiation Safety Officer.
Except as provided in § 35.901, the li-

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

(a) Is certified by:
(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
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(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) Be an authorized user identified
on the licensee’s license.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.901 Training for experienced Ra-
diation Safety Officer.

An individual identified as a Radi-
ation Safety Officer on a Commission
or Agreement State license before Oc-
tober 1, 1986 need not comply with the
training requirements of § 35.900.

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

Except as provided in §§ 35.970 and
35.971, the licensee shall require the au-
thorized 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; or
(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:

(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) 20 hours of supervised clinical ex-
perience under the supervision of an
authorized user and that includes:

(i) Examining patients or human re-
search subjects and reviewing their
case histories to determine their suit-
ability for radioisotope diagnosis, limi-
tations, or contraindications;

(ii) Selecting the suitable radio-
pharmaceuticals and calculating and
measuring the dosages;

(iii) Administering dosages to pa-
tients or human research subjects and
using syringe radiation shields;

(iv) Collaborating with the author-
ized user in the interpretation of radio-
isotope test results; and

(v) Patient or human research sub-
ject followup; or

(c) Has successfully completed a six-
month training program in nuclear
medicine as part of a training program
that has been approved by the Accredi-
tation Council for Graduate Medical
Education and that included classroom
and laboratory training, work experi-
ence, and supervised clinical experi-
ence in all the topics identified in para-
graph (b) of this section.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.920 Traininq for imaging and lo-
calization studies.

Except as provided in § 35.970 or
35.971, the licensee shall require the au-
thorized user of a radiopharmaceutical,
generator, or reagent kit in § 35.200(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, genera-
tors, and reagent kits, supervised work
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experience, and supervised clinical ex-
perience 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) Radiopharmaceutical chemistry;

and
(v) Radiation biology; and
(2) 500 hours of supervised work expe-

rience under the supervision of an au-
thorized user that includes:

(i) Ordering, receiving, and unpack-
ing radioactive materials safely and
performing the related radiation sur-
veys;

(ii) Calibrating dose calibrators and
diagnostic instruments and performing
checks for proper operation of survey
meters;

(iii) Calculating and safely preparing
patient or human research subject dos-
ages;

(iv) Using administrative controls to
prevent the misadministration of by-
product material;

(v) Using procedures to contain
spilled byproduct material safely and
using proper decontamination proce-
dures; and

(vi) Eluting technetium-99m from
generator systems, measuring and test-
ing the eluate for molybdenum-99 and
alumina contamination, and processing
the eluate with reagent kits to prepare
technetium-99m labeled radiopharma-
ceuticals; and

(3) 500 hours of supervised clinical ex-
perience under the supervision of an
authorized user that includes:

(i) Examining patients or human re-
search subjects and reviewing their
case histories to determine their suit-
ability for radioisotope diagnosis, limi-
tations, or contraindications;

(ii) Selecting the suitable radio-
pharmaceuticals and calculating and
measuring the dosages;

(iii) Administering dosages to pa-
tients or human research subjects and
using syringe radiation shields;

(iv) Collaborating with the author-
ized user in the interpretation of radio-
isotope test results; and

(v) Patient or human research sub-
ject followup; or

(c) Has successfully completed a six-
month training program in nuclear
medicine that has been approved by the
Accreditation Council for Graduate
Medical Education and that included
classroom and laboratory training,
work experience, and supervised clin-
ical experience in all the topics identi-
fied in paragraph (b) of this section.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.930 Training for therapeutic use
of unsealed byproduct material.

Except as provided in § 35.970, the li-
censee shall require the authorized
user of radiopharmaceuticals in § 35.300
to be a physician who:

(a) Is certified by:
(1) The American Board of Nuclear

Medicine;
(2) The American Board of Radiology

in radiology, therapeutic radiology, or
radiation oncology;

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

(4) The American Osteopathic Board
of Radiology after 1984; or

(b) Has had classroom and laboratory
training in basic radioisotope handling
techniques applicable to the use of
therapeutic radiopharmaceuticals, and
supervised clinical experience as fol-
lows:

(1) 80 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;
and

(iv) Radiation biology; and
(2) Supervised clinical experience

under the supervision of an authorized
user at a medical institution that in-
cludes:

(i) Use of iodine-131 for diagnosis of
thyroid function and the treatment of
hyperthyroidism or cardiac dysfunc-
tion in 10 individuals; and

(ii) Use of iodine-131 for treatment of
thyroid carcinoma in 3 individuals.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]
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§ 35.932 Training for treatment of hy-
perthyroidism.

Except as provided in § 35.970, the li-
censee shall require the authorized
user of only iodine-131 for the treat-
ment of hyperthyroidism to be a physi-
cian with special experience in thyroid
disease who has had classroom and lab-
oratory training in basic radioisotope
handling techniques applicable to the
use of iodine-131 for treating hyper-
thyroidism, and supervised clinical ex-
perience as follows:

(a) 80 hours of classroom and labora-
tory training that includes:

(1) Radiation physics and instrumen-
tation;

(2) Radiation protection,
(3) Mathematics pertaining to the use

and measurement of radioactivity; and
(4) Radiation biology; and
(b) Supervised clinical experience

under the supervision of an authorized
user that includes the use of iodine-131
for diagnosis of thyroid function, and
the treatment of hyperthyroidism in 10
individuals.

§ 35.934 Training for treatment of thy-
roid carcinoma.

Except as provided in § 35.970, the li-
censee shall require the authorized
user of only iodine-131 for the treat-
ment of thyroid carcinoma to be a phy-
sician with special experience in thy-
roid disease who has had classroom and
laboratory training in basic radioiso-
tope handling techniques applicable to
the use of iodine-131 for treating thy-
roid carcinoma, and supervised clinical
experience as follows:

(a) 80 hours of classroom and labora-
tory training that includes:

(1) Radiation physics and instrumen-
tation;

(2) Radiation protection;
(3) Mathematics pertaining to the use

and measurement of radioactivity; and
(4) Radiation biology; and
(b) Supervised clinical experience

under the supervision of an authorized
user that includes the use of iodine-131
for the treatment of thyroid carcinoma
in 3 individuals.

§ 35.940 Training for use of
brachytherapy sources.

Except as provided in § 35.970, the li-
censee shall require the authorized

user of a brachytherapy source listed
in § 35.400 for therapy to be a physician
who:

(a) Is certified in:
(1) Radiology, therapeutic radiology,

or radiation oncology by the American
Board of Radiology;

(2) Radiation oncology by the Amer-
ican Osteopathic Board of Radiology;

(3) Radiology, with specialization in
radiotherapy, as a British ‘‘Fellow of
the Faculty of Radiology’’ or ‘‘Fellow
of the Royal College of Radiology’’; or

(4) Therapeutic radiology by the Ca-
nadian Royal College of Physicians and
Surgeons; or

(b) Is in the active practice of thera-
peutic radiology, has had classroom
and laboratory training in radioisotope
handling techniques applicable to the
therapeutic use of brachytherapy
sources, supervised work experience,
and supervised clinical 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;
and

(iv) Radiation biology;
(2) 500 hours of supervised work expe-

rience under the supervision of an au-
thorized user at a medical institution
that includes:

(i) Ordering, receiving, and unpack-
ing radioactive materials safely and
performing the related radiation sur-
veys;

(ii) Checking survey meters for prop-
er operation;

(iii) Preparing, implanting, and re-
moving sealed sources;

(iv) Maintaining running inventories
of material on hand;

(v) Using administrative controls to
prevent the misadministration of by-
product material; and

(vi) Using emergency procedures to
control byproduct material; and

(3) Three years of supervised clinical
experience that includes one year in a
formal training program approved by
the Residency Review Committee for
Radiology of the Accreditation Council
for Graduate Medical Education or the
Committee on Postdoctoral Training of
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the American Osteopathic Association,
and an additional two years of clinical
experience in therapeutic radiology
under the supervision of an authorized
user at a medical institution that in-
cludes:

(i) Examining individuals and review-
ing their case histories to determine
their suitability for brachytherapy
treatment, and any limitations or con-
traindications;

(ii) Selecting the proper
brachytherapy sources and dose and
method of administration;

(iii) Calculating the dose; and
(iv) Post-administration followup and

review of case histories in collabora-
tion with the authorized user.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.941 Training for ophthalmic use of
strontium-90.

Except as provided in § 35.970, the li-
censee shall require the authorized
user of only strontium-90 for oph-
thalmic radiotherapy to be a physician
who is in the active practice of thera-
peutic radiology or ophthalmology, and
has had classroom and laboratory
training in basic radioisotope handling
techniques applicable to the use of
strontium-90 for ophthalmic radio-
therapy, and a period of supervised
clinical training in ophthalmic radio-
therapy as follows:

(a) 24 hours of classroom and labora-
tory training that includes:

(1) Radiation physics and instrumen-
tation;

(2) Radiation protection;
(3) Mathematics pertaining to the use

and measurement of radioactivity; and
(4) Radiation biology;
(b) Supervised clinical training in

ophthalmic radiotherapy under the su-
pervision of an authorized user at a
medical institution that includes the
use of strontium-90 for the ophthalmic
treatment of five individuals that in-
cludes:

(1) Examination of each individual to
be treated;

(2) Calculation of the dose to be ad-
ministered;

(3) Administration of the dose; and
(4) Followup and review of each indi-

vidual’s case history.

§ 35.950 Training for use of sealed
sources for diagnosis.

Except as provided in § 35.970, the li-
censee shall require the authorized
user of a sealed source in a device list-
ed in § 35.500 to be a physician, dentist,
or podiatrist who:

(a) Is certified in:
(1) Radiology, diagnostic radiology,

therapeutic radiology, or radiation on-
cology by the American Board of Radi-
ology;

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

(3) Diagnostic radiology or radiology
by the American Osteopathic Board of
Radiology; or

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

(b) Has had 8 hours of classroom and
laboratory training in basic radioiso-
tope handling techniques specifically
applicable to the use of the device that
includes:

(1) Radiation physics, mathematics
pertaining to the use and measurement
of radioactivity, and instrumentation;

(2) Radiation biology;
(3) Radiation protection; and
(4) Training in the use of the device

for the uses requested.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.960 Training for teletherapy.
Except as provided in § 35.970, the li-

censee shall require the authorized
user of a sealed source listed in § 35.600
in a teletherapy unit to be a physician
who:

(a) Is certified in:
(1) Radiology, therapeutic radiology,

or radiation oncology by the American
Board of Radiology;

(2) Radiation oncology by the Amer-
ican Osteopathic Board of Radiology;

(3) Radiology, with specialization in
radiotherapy, as a British ‘‘Fellow of
the Faculty of Radiology’’ or ‘‘Fellow
of the Royal College of Radiology’’; or

(4) Therapeutic radiology by the Ca-
nadian Royal College of Physicians and
Surgeons; or

(b) Is in the active practice of thera-
peutic radiology, and has had class-
room and laboratory training in basic
radioisotope techniques applicable to
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the use of a sealed source in a tele-
therapy unit, supervised work experi-
ence, and supervised clinical experi-
ence 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;
and

(iv) Radiation biology;
(2) 500 hours of supervised work expe-

rience under the supervision of an au-
thorized user at a medical institution
that includes:

(i) Review of the full calibration
measurements and periodic spot
checks;

(ii) Preparing treatment plans and
calculating treatment times;

(iii) Using administrative controls to
prevent misadministrations;

(iv) Implementing emergency proce-
dures to be followed in the event of the
abnormal operation of a teletherapy
unit or console; and

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

(3) Three years of supervised clinical
experience that includes one year in a
formal training program approved by
the Residency Review Committee for
Radiology of the Accreditation Council
for Graduate Medical Education or the
Committee on Postdoctoral Training of
the American Osteopathic Association
and an additional two years of clinical
experience in therapeutic radiology
under the supervision of an authorized
user at a medical institution that in-
cludes:

(i) Examining individuals and review-
ing their case histories to determine
their suitability for teletherapy treat-
ment, and any limitations or contra-
indications;

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

(iii) Calculating the teletherapy
doses and collaborating with the au-
thorized user in the review of patients’
or human research subjects’ progress
and consideration of the need to mod-
ify originally prescribed doses as war-
ranted by patients’ or human research
subjects’ reaction to radiation; and

(iv) Post-administration followup and
review of case histories.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.961 Training for teletherapy phys-
icist.

The licensee shall require the tele-
therapy physicist to be an individual
who:

(a) Is certified by the American
Board of Radiology in:

(1) Therapeutic radiological physics;
(2) Roentgen ray and gamma ray

physics;
(3) X-ray and radium physics; or
(4) Radiological physics; or
(b) Is certified by the American

Board of Medical Physics in radiation
oncology physics; or

(c) Holds a master’s or doctor’s de-
gree in physics, biophysics, radio-
logical physics, or health physics, and
has completed one year of full time
training in therapeutic radiological
physics and an additional year of full
time work experience under the super-
vision of a teletherapy physicist at a
medical institution that includes the
tasks listed in §§ 35.59, 35.632, 35.634, and
35.641 of this part.

[51 FR 36951, Oct. 16, 1986, as amended at 59
FR 61786, Dec. 2, 1994]

§ 35.970 Training for experienced au-
thorized users.

Physicians, dentists, or podiatrists
identified as authorized users for the
medical, dental, or podiatric use of by-
product material on a Commission or
Agreement State license issued before
April 1, 1987 who perform only those
methods of use for which they were au-
thorized on that date need not comply
with the training requirements of sub-
part J.

§ 35.971 Physician training in a three
month program.

A physician who, before July 1, 1984,
began a three month nuclear medicine
training program approved by the Ac-
creditation Council for Graduate Med-
ical Education and has successfully
completed the program need not com-
ply with the requirements of §§ 35.910 or
35.920.
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§ 35.972 Recentness of training.
The training and experience specified

in this subpart must have been ob-
tained within the 7 years preceding the
date of application or the individual
must have had related continuing edu-
cation and experience since the re-
quired training and experience was
completed.

[59 FR 61786, Dec. 2, 1994]

§ 35.980 Training for an authorized nu-
clear pharmacist.

The licensee shall require the author-
ized nuclear pharmacist to be a phar-
macist who:

(a) Has current board certification as
a nuclear pharmacist by the Board of
Pharmaceutical Specialties, or

(b)(1) Has completed 700 hours in a
structured educational program con-
sisting of both:

(i) Didactic training in the following
areas:

(A) Radiation physics and instrumen-
tation;

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

use and measurement of radioactivity;
(D) Chemistry of byproduct material

for medical use; and
(E) Radiation biology; and
(ii) Supervised experience in a nu-

clear pharmacy involving the fol-
lowing:

(A) Shipping, receiving, and per-
forming related radiation surveys;

(B) Using and performing checks for
proper operation of dose calibrators,
survey meters, and, if appropriate, in-
struments used to measure alpha- or
beta-emitting radionuclides;

(C) Calculating, assaying, and safely
preparing dosages for patients or
human research subjects;

(D) Using administrative controls to
avoid mistakes in the administration
of byproduct material;

(E) Using procedures to prevent or
minimize contamination and using
proper decontamination procedures;
and

(2) Has obtained written certifi-
cation, signed by a preceptor author-
ized nuclear pharmacist, that the
above training has been satisfactorily
completed and that the individual has
achieved a level of competency suffi-

cient to independently operate a nu-
clear pharmacy.

[59 FR 61786, Dec. 2, 1994]

§ 35.981 Training for experienced nu-
clear pharmacists.

A licensee may apply for and must
receive a license amendment identi-
fying an experienced nuclear phar-
macist as an authorized nuclear phar-
macist before it allows this individual
to work as an authorized nuclear phar-
macist. A pharmacist who has com-
pleted a structured educational pro-
gram as specified in § 35.980(b)(1) before
December 2, 1994, and who is working
in a nuclear pharmacy would qualify as
an experienced nuclear pharmacist. An
experienced nuclear pharmacist need
not comply with the requirements on
preceptor statement (§ 35.980(b)(2)) and
recentness of training (§ 35.972) to qual-
ify as an authorized nuclear phar-
macist.

[59 FR 61787, Dec. 2, 1994; 59 FR 65244, Dec. 19,
1994]

Subpart K—Enforcement

§ 35.990 Violations.

(a) The Commission may obtain an
injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or

(3) A regulation or order issued pur-
suant to those Acts.

(b) The Commission may obtain a
court order for the payment of a civil
penalty imposed under section 234 of
the Atomic Energy Act:

(1) For violations of—
(i) Sections 53, 57, 62, 63, 81, 82, 101,

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended;

(ii) Section 206 of the Energy Reorga-
nization Act;

(iii) Any rule, regulation, or order
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion;

(iv) Any term, condition, or limita-
tion of any license issued under the
sections specified in paragraph (b)(1)(i)
of this section.
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