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(6) For all other brachytherapy, in-
cluding low, medium, and pulsed dose
rate remote afterloaders:

(i) Before implantation: treatment
site, the radionuclide, and dose; and

(ii) After implantation but before
completion of the procedure: the radio-
nuclide, treatment site, number of
sources, and total source strength and
exposure time (or the total dose).

(c) A written revision to an existing
written directive may be made if the
revision is dated and signed by an au-
thorized user before the administration
of the dosage of unsealed byproduct
material, the brachytherapy dose, the
gamma stereotactic radiosurgery dose,
the teletherapy dose, or the next frac-
tional dose.

(1) If, because of the patient’s condi-
tion, a delay in order to provide a writ-
ten revision to an existing written di-
rective would jeopardize the patient’s
health, an oral revision to an existing
written directive is acceptable. The
oral revision must be documented as
soon as possible in the patient’s record.
A revised written directive must be
signed by the authorized user within 48
hours of the oral revision.

(d) The licensee shall retain a copy of
the written directive in accordance
with §35.2040.

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9,
2002; 68 FR 75389, Dec. 31, 2003]

§35.41 Procedures for administrations
requiring a written directive.

(a) For any administration requiring
a written directive, the licensee shall
develop, implement, and maintain
written procedures to provide high con-
fidence that:

(1) The patient’s or human research
subject’s identity is verified before
each administration; and

(2) Each administration is in accord-
ance with the written directive.

(b) At a minimum, the procedures re-
quired by paragraph (a) of this section
must address the following items that
are applicable to the licensee’s use of
byproduct material—

(1) Verifying the identity of the pa-
tient or human research subject;

(2) Verifying that the administration
is in accordance with the treatment
plan, if applicable, and the written di-
rective;
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(3) Checking both manual and com-
puter-generated dose calculations; and

(4) Verifying that any computer-gen-
erated dose calculations are correctly
transferred into the consoles of thera-
peutic medical units authorized by
§35.600.

(c) A licensee shall retain a copy of
the procedures required under para-
graph (a) in accordance with §35.2041.

§35.49 Suppliers for sealed sources or
devices for medical use.

For medical use, a licensee may only
use—

(a) Sealed sources or devices manu-
factured, labeled, packaged, and dis-
tributed in accordance with a license
issued under 10 CFR Part 30 and 10 CFR
32.74 of this chapter or equivalent re-
quirements of an Agreement State;

(b) Sealed sources or devices non-
commercially transferred from a Part
35 licensee; or

(c) Teletherapy sources manufac-
tured and distributed in accordance
with a license issued under 10 CFR Part
30 or the equivalent requirements of an
Agreement State.

§35.50 Training for 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 a specialty board
whose certification process includes all
of the requirements in paragraph (b) of
this section and whose certification
has been recognized by the Commission
or an Agreement State; or

(b)(1) Has completed a structured
educational program consisting of
both:

(i) 200 hours of 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) Radiation biology; and

(E) Radiation dosimetry; and

(ii) One year of full-time radiation
safety experience under the supervision
of the individual identified as the Radi-
ation Safety Officer on a Commission
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or Agreement State license or permit
issued by a Commission master mate-
rial licensee that authorizes similar
type(s) of use(s) of byproduct material
involving the following—

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

(B) Using and performing checks for
proper operation of instruments used
to determine the activity of dosages,
survey meters, and instruments used to
measure radionuclides;

(C) Securing and controlling byprod-
uct material;

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

(E) Using procedures to prevent or
minimize radioactive contamination
and using proper decontamination pro-
cedures;

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

(G) Disposing of byproduct material;
and

(2) Has obtained written certifi-
cation, signed by a preceptor Radiation
Safety Officer, that the individual has
satisfactorily completed the require-
ments in paragraph (b)(1) of this sec-
tion and has achieved a level of radi-
ation safety knowledge sufficient to
function independently as a Radiation
Safety Officer for a medical use li-
censee; or

(c) Is an authorized user, authorized
medical physicist, or authorized nu-
clear pharmacist identified on the li-
censee’s license and has experience
with the radiation safety aspects of
similar types of use of byproduct mate-
rial for which the individual has Radi-
ation Safety Officer responsibilities.

§35.51 Training for an authorized
medical physicist.

Except as provided in §35.57, the li-
censee shall require the authorized
medical physicist to be an individual
who—

(a) Is certified by a specialty board
whose certification process includes all
of the training and experience require-
ments in paragraph (b) of this section
and whose certification has been recog-
nized by the Commission or an Agree-
ment State; or

(b)(1) Holds a master’s or doctor’s de-
gree in physics, biophysics, radio-
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logical physics, medical physics, or
health physics and has completed 1
year of full-time training in thera-
peutic radiological physics and an ad-
ditional year of full-time work experi-
ence under the supervision of an au-
thorized medical physicist at a medical
institution that includes the tasks list-
ed in §§35.67, 35.433, 35.632, 35.633, 35.635,
35.642, 35.643, 35.645, and 35.652, as appli-
cable; and

(2) Has obtained written certification
that the individual has satisfactorily
completed the requirements in para-
graph (b)(1) of this section and has
achieved a level of competency suffi-
cient to function independently as an
authorized medical physicist for each
type of therapeutic medical unit for
which the individual is requesting au-
thorized medical physicist status. The
written certification must be signed by
a preceptor authorized medical physi-
cist who meets the requirements in
§35.51, or, before October 24, 2005,
§35.961, or equivalent Agreement State
requirements for an authorized medical
physicist for each type of therapeutic
medical unit for which the individual
is requesting authorized medical physi-
cist status.

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9,
2002, as amended at 68 FR 19324, Apr. 21, 2003;
69 FR 55737, Sept. 16, 2004]

§35.55 Training for an authorized nu-
clear pharmacist.

Except as provided in §35.57, the li-
censee shall require the authorized nu-
clear pharmacist to be a pharmacist
who—

(@) Is certified as a nuclear phar-
macist by a specialty board whose cer-
tification process includes all of the re-
quirements in paragraph (b) of this sec-
tion and whose certification has been
recognized by the Commission or an
Agreement State; 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;
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