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§35.14

or §35.200 if the change includes addi-
tion or relocation of either an area
where PET radionuclides are produced
or a PET radioactive drug delivery line
from the PET radionuclide/PET radio-
active drug production area. Other
areas of use where byproduct material
is used only in accordance with either
§35.100 or §35.200 are exempt;

(f) Before it changes the address(es)
of use identified in the application or
on the license; and

(g) Before it revises procedures re-
quired by §§35.610, 35.642, 35.643, and
35.645, as applicable, where such revi-
sion reduces radiation safety.

[67 FR 20370, Apr. 24, 2002, as amended at 71
FR 15008, Mar. 27, 2006; 72 FR 55930, Oct. 1,
2007]

§35.14 Notifications.

(a) A licensee shall provide the Com-
mission a copy of the board certifi-
cation and the written attestation(s),
signed by a preceptor, the Commission
or Agreement State license, the permit
issued by a Commission master mate-
rial licensee, the permit issued by a
Commission or Agreement State 1li-
censee of broad scope, the permit
issued by a Commission master mate-
rial license broad scope permittee, or
documentation that only accelerator-
produced radioactive materials, dis-
crete sources of radium-226, or both,
were used for medical use or in the
practice of nuclear pharmacy at a Gov-
ernment agency or Federally recog-
nized Indian Tribe before November 30,
2007 or at all other locations of use be-
fore August 8, 2009, or an earlier date as
noticed by the NRC, and for each indi-
vidual no later than 30 days after the
date that the licensee permits the indi-
vidual to work as an authorized user,
an authorized nuclear pharmacist, or
an authorized medical physicist, under
§35.13(b). For individuals permitted to
work under §35.13(b)(4), within the
same 30-day time frame, the licensee
shall also provide, as appropriate,
verification of completion of;

(1) Any additional case experience re-
quired in §35.390(b)(1)(ii1)(G) for an au-
thorized user under §35.300;

(2) Any additional training required
in §35.690(c) for an authorized user
under §35.600; and
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(3) Any additional training required
in §35.51(c) for an authorized medical
physicist.

(b) A licensee shall notify the Com-
mission no later than 30 days after:

(1) An authorized user, an authorized
nuclear pharmacist, a Radiation Safety
Officer, or an authorized medical phys-
icist permanently discontinues per-
formance of duties under the license or
has a name change;

(2) The licensee permits an author-
ized user or an individual qualified to
be a Radiation Safety Officer, under
§§35.50 and 35.59, to function as a tem-
porary Radiation Safety Officer and to
perform the functions of a Radiation
Safety Officer in accordance with
§35.24(c).

(3) The licensee’s mailing address
changes;

(4) The licensee’s name changes, but
the name change does not constitute a
transfer of control of the license as de-
scribed in §30.34(b) of this chapter; or

(5) The licensee has added to or
changed the areas of use identified in
the application or on the license where
byproduct material is used in accord-
ance with either §35.100 or §35.200 if the
change does not include addition or re-
location of either an area where PET
radionuclides are produced or a PET
radioactive drug delivery line from the
PET radionuclide/PET radioactive drug
production area.

(c) The licensee shall send the docu-
ments required in this section to the
appropriate address identified in §30.6
of this chapter.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 58805, Oct. 10, 2003; 70 FR 16361, Mar. 30,
2005; 71 FR 15008, Mar. 27, 2006; 72 FR 55931,
Oct. 1, 2007]

§35.15 Exemptions regarding Type A
specific licenses of broad scope.

A licensee possessing a Type A spe-
cific license of broad scope for medical
use, issued under Part 33 of this chap-
ter, is exempt from—

(a) The provisions of §35.12(d) regard-
ing the need to file an amendment to
the license for medical use of byprod-
uct material, as described in §35.1000;

(b) The provisions of §35.13(b);

(c) The provisions of §35.13(e) regard-
ing additions to or changes in the areas
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of use at the addresses identified in the
application or on the license;

(d) The provisions of §35.14(a);

(e) The provisions of §35.14(b)(1) for
an authorized user, an authorized nu-
clear pharmacist, or an authorized
medical physicist;

(f) The provisions of §35.14(b)(5).

(g) The provisions of §35.49(a).

[67 FR 20370, Apr. 24, 2002, as amended at 72
FR 55931, Oct. 1, 2007]

§35.18 License issuance.

(a) The Commission shall issue a li-
cense for the medical use of byproduct
material if—

(1) The applicant has filed NRC Form
313 “Application for Material License”
in accordance with the instructions in
§35.12;

(2) The applicant has paid any appli-
cable fee as provided in Part 170 of this
chapter;

(3) The Commission finds the appli-
cant equipped and committed to ob-
serve the safety standards established
by the Commission in this Chapter for
the protection of the public health and
safety; and

(4) The applicant meets the require-
ments of Part 30 of this chapter.

(b) The Commission shall issue a li-
cense for mobile medical service if the
applicant:

(1) Meets the requirements in para-
graph (a) of this section; and

(2) Assures that individuals or human
research subjects to whom unsealed by-
product material or radiation from im-
plants containing byproduct material
will be administered may be released
following treatment in accordance with
§35.75.

§35.19 Specific exemptions.

The Commission may, upon applica-
tion of any interested person or upon
its own initiative, grant exemptions
from the regulations in this part that
it determines are authorized by law
and will not endanger life or property
or the common defense and security
and are otherwise in the public inter-
est.

§35.24

Subpart B—General Administrative
Requirements

§35.24 Authority and responsibilities
for the radiation protection pro-
gram.

(a) In addition to the radiation pro-
tection program requirements of
§20.1101 of this chapter, a licensee’s
management shall approve in writing—

(1) Requests for a license application,
renewal, or amendment before sub-
mittal to the Commission;

(2) Any individual before allowing
that individual to work as an author-
ized user, authorized nuclear phar-
macist, or authorized medical physi-
cist; and

(3) Radiation protection program
changes that do not require a license
amendment and are permitted under
§35.26;

(b) A licensee’s management shall ap-
point a Radiation Safety Officer, who
agrees, in writing, to be responsible for
implementing the radiation protection
program. The licensee, through the Ra-
diation Safety Officer, shall ensure
that radiation safety activities are
being performed in accordance with li-
censee-approved procedures and regu-
latory requirements.

(c) For up to 60 days each year, a li-
censee may permit an authorized user
or an individual qualified to be a Radi-
ation Safety Officer, under §§35.50 and
35.59, to function as a temporary Radi-
ation Safety Officer and to perform the
functions of a Radiation Safety Officer,
as provided in paragraph (g) of this sec-
tion, if the licensee takes the actions
required in paragraphs (b), (e), (g), and
(h) of this section and notifies the
Commission in accordance with
§35.14(Db).

(d) A licensee may simultaneously
appoint more than one temporary Ra-
diation Safety Officer in accordance
with paragraph (c) of this section, if
needed to ensure that the licensee has
a temporary Radiation Safety Officer
that satisfies the requirements to be a
Radiation Safety Officer for each of the
different types of uses of byproduct
material permitted by the license.

(e) A licensee shall establish the au-
thority, duties, and responsibilities of
the Radiation Safety Officer in writing.
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