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evidence of an existing license issued 
under part 30 of this chapter or Agree-
ment State requirements for a PET 
radionuclide production facility within 
its consortium from which it receives 
PET radionuclides. 

(2) Evidence that the applicant is 
qualified to produce radioactive drugs 
for medical use by meeting one of the 
criteria in § 32.72(a)(2) of this chapter. 

(3) Identification of individual(s) au-
thorized to prepare the PET radio-
active drugs if the applicant is a phar-
macy, and documentation that each in-
dividual meets the requirements of an 
authorized nuclear pharmacist as spec-
ified in § 32.72(b)(2) of this chapter. 

(4) Information identified in 
§ 32.72(a)(3) of this chapter on the PET 
drugs to be noncommercially trans-
ferred to members of its consortium. 

(k) Each applicant for a license for 
byproduct material shall protect Safe-
guards Information against unauthor-
ized disclosure in accordance with the 
requirements in §§ 73.21, 73.22 and/or 
73.23 of this chapter, as applicable. 

[30 FR 8185, June 26, 1965, as amended at 36 
FR 145, Jan. 6, 1971; 37 FR 5747, Mar. 21, 1972; 
43 FR 6922, Feb. 17, 1978; 49 FR 9403, Mar. 12, 
1984; 49 FR 27924, July 9, 1984; 52 FR 27786, 
July 24, 1987; 53 FR 24044, June 27, 1988; 54 FR 
14060, Apr. 7, 1989; 68 FR 58004, Oct. 10, 2003; 72 
FR 55925, Oct. 1, 2007; 73 FR 63570, Oct. 24, 
2008] 

§ 30.33 General requirements for 
issuance of specific licenses. 

(a) An application for a specific li-
cense will be approved if: 

(1) The application is for a purpose 
authorized by the Act; 

(2) The applicant’s proposed equip-
ment and facilities are adequate to 
protect health and minimize danger to 
life or property; 

(3) The applicant is qualified by 
training and experience to use the ma-
terial for the purpose requested in such 
manner as to protect health and mini-
mize danger to life or property; 

(4) The applicant satisfies any special 
requirements contained in parts 32 
through 36 and 39; and 

(5) In the case of an application for a 
license to receive and possess byprod-
uct material for the conduct of any ac-
tivity which the Commission deter-
mines will significantly affect the 
quality of the environment, the Direc-

tor, Office of Federal and State Mate-
rials and Environmental Management 
Program or his designee, before com-
mencement of construction of the 
plant or facility in which the activity 
will be conducted, on the basis of infor-
mation filed and evaluations made pur-
suant to subpart A of part 51 of this 
chapter, has concluded, after weighing 
the environmental, economic, tech-
nical, and other benefits against envi-
ronmental costs and considering avail-
able alternatives, that the action 
called for is the issuance of the pro-
posed license, with any appropriate 
conditions to protect environmental 
values. Commencement of construction 
prior to such conclusion shall be 
grounds for denial of a license to re-
ceive and possess byproduct material 
in such plant or facility. As used in 
this paragraph the term ‘‘commence-
ment of construction’’ means any 
clearing of land, excavation, or other 
substantial action that would ad-
versely affect the environment of a 
site. The term does not mean site ex-
ploration, necessary roads for site ex-
ploration, borings to determine founda-
tion conditions, or other 
preconstruction monitoring or testing 
to establish background information 
related to the suitability of the site or 
the protection of environmental val-
ues. 

(b) Upon a determination that an ap-
plication meets the requirements of 
the Act, and the regulations of the 
Commission, the Commission will issue 
a specific license authorizing the pos-
session and use of byproduct material 
(Form NRC 374, ‘‘Byproduct Material 
License’’). 

[30 FR 8185, June 26, 1965, as amended at 36 
FR 12731, July 7, 1971; 37 FR 5747. Mar. 21, 
1972; 39 FR 26279, July 18, 1974; 43 FR 6922, 
Feb. 17, 1978; 49 FR 9403, Mar. 12, 1984; 52 FR 
8241, Mar. 17, 1987; 58 FR 7736, Feb. 9, 1993; 73 
FR 5717, Jan. 31, 2008] 

§ 30.34 Terms and conditions of li-
censes. 

(a) Each license issued pursuant to 
the regulations in this part and the 
regulations in parts 31 through 36 and 
39 of this chapter shall be subject to all 
the provisions of the Act, now or here-
after in effect, and to all valid rules, 
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regulations and orders of the Commis-
sion. 

(b) No license issued or granted pur-
suant to the regulations in this part 
and parts 31 through 36, and 39 nor any 
right under a license shall be trans-
ferred, assigned or in any manner dis-
posed of, either voluntarily or involun-
tarily, directly or indirectly, through 
transfer of control of any license to 
any person, unless the Commission 
shall, after securing full information, 
find that the transfer is in accordance 
with the provisions of the Act and shall 
give its consent in writing. 

(c) Each person licensed by the Com-
mission pursuant to the regulations in 
this part and parts 31 through 36 and 39 
shall confine his possession and use of 
the byproduct material to the loca-
tions and purposes authorized in the li-
cense. Except as otherwise provided in 
the license, a license issued pursuant 
to the regulations in this part and 
parts 31 through 36 and 39 of this chap-
ter shall carry with it the right to re-
ceive, acquire, own, and possess by-
product material. Preparation for ship-
ment and transport of byproduct mate-
rial shall be in accordance with the 
provisions of part 71 of this chapter. 

(d) Each license issued pursuant to 
the regulations in this part and parts 
31 through 36 and 39 shall be deemed to 
contain the provisions set forth in sec-
tion 183b.–d., inclusive, of the Act, 
whether or not these provisions are ex-
pressly set forth in the license. 

(e) The Commission may incorporate, 
in any license issued pursuant to the 
regulations in this part and parts 31 
through 36 and 39, at the time of 
issuance, or thereafter by appropriate 
rule, regulation or order, such addi-
tional requirements and conditions 
with respect to the licensee’s receipt, 
possession, use and transfer of byprod-
uct material as it deems appropriate or 
necessary in order to: 

(1) Promote the common defense and 
security; 

(2) Protect health or to minimize 
danger to life or property; 

(3) Protect restricted data; 
(4) Require such reports and the 

keeping of such records, and to provide 
for such inspections of activities under 
the license as may be necessary or ap-

propriate to effectuate the purposes of 
the Act and regulations thereunder. 

(f) Licensees required to submit 
emergency plans by § 30.32(i) shall fol-
low the emergency plan approved by 
the Commission. The licensee may 
change the approved without Commis-
sion approval only if the changes do 
not decrease the effectiveness of the 
plan. The licensee shall furnish the 
change to the appropriate NRC Re-
gional Office specified in § 30.6 and to 
affected offsite response organizations 
within six months after the change is 
made. Proposed changes that decrease, 
or potentially decrease, the effective-
ness of the approved emergency plan 
may not be implemented without prior 
application to and prior approval by 
the Commission. 

(g) Each licensee preparing tech-
netium-99m radiopharmaceuticals from 
molybdenum-99/technetium-99m gen-
erators or rubidium-82 from strontium- 
82/rubidium-82 generators shall test the 
generator eluates for molybdenum-99 
breakthrough or strontium-82 and 
strontium-85 contamination, respec-
tively, in accordance with § 35.204 of 
this chapter. The licensee shall record 
the results of each test and retain each 
record for 3 years after the record is 
made. 

(h)(1) Each general licensee that is 
required to register by § 31.5(c)(13) of 
this chapter and each specific licensee 
shall notify the appropriate NRC Re-
gional Administrator, in writing, im-
mediately following the filing of a vol-
untary or involuntary petition for 
bankruptcy under any chapter of title 
11 (Bankruptcy) of the United States 
Code by or against: 

(i) The licensee; 
(ii) An entity (as that term is defined 

in 11 U.S.C. 101(14)) controlling the li-
censee or listing the license or licensee 
as property of the estate; or 

(iii) An affiliate (as that term is de-
fined in 11 U.S.C. 101(2)) of the licensee. 

(2) This notification must indicate: 
(i) The bankruptcy court in which 

the petition for bankruptcy was filed; 
and 

(ii) The date of the filing of the peti-
tion. 

(i) Security requirements for portable 
gauges. Each portable gauge licensee 
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shall use a minimum of two inde-
pendent physical controls that form 
tangible barriers to secure portable 
gauges from unauthorized removal, 
whenever portable gauges are not 
under the control and constant surveil-
lance of the licensee. 

(j)(1) Authorization under § 30.32(j) to 
produce Positron Emission Tomog-
raphy (PET) radioactive drugs for non-
commercial transfer to medical use li-
censees in its consortium does not re-
lieve the licensee from complying with 
applicable FDA, other Federal, and 
State requirements governing radio-
active drugs. 

(2) Each licensee authorized under 
§ 30.32(j) to produce PET radioactive 
drugs for noncommercial transfer to 
medical use licensees in its consortium 
shall: 

(i) Satisfy the labeling requirements 
in § 32.72(a)(4) of this chapter for each 
PET radioactive drug transport radi-
ation shield and each syringe, vial, or 
other container used to hold a PET ra-
dioactive drug intended for non-
commercial distribution to members of 
its consortium. 

(ii) Possess and use instrumentation 
to measure the radioactivity of the 
PET radioactive drugs intended for 
noncommercial distribution to mem-
bers of its consortium and meet the 
procedural, radioactivity measure-
ment, instrument test, instrument 
check, and instrument adjustment re-
quirements in § 32.72(c) of this chapter. 

(3) A licensee that is a pharmacy au-
thorized under § 30.32(j) to produce PET 
radioactive drugs for noncommercial 
transfer to medical use licensees in its 
consortium shall require that any indi-
vidual that prepares PET radioactive 
drugs shall be: 

(i) an authorized nuclear pharmacist 
that meets the requirements in 
§ 32.72(b)(2) of this chapter, or 

(ii) an individual under the super-
vision of an authorized nuclear phar-
macist as specified in § 35.27 of this 
chapter. 

(4) A pharmacy, authorized under 
§ 30.32(j) to produce PET radioactive 
drugs for noncommercial transfer to 
medical use licensees in its consortium 
that allows an individual to work as an 
authorized nuclear pharmacist, shall 

meet the requirements of § 32.72(b)(5) of 
this chapter. 

(k) As required by the Additional 
Protocol, each specific licensee author-
ized to possess and use byproduct ma-
terial shall file with the Commission 
location information described in § 75.11 
of this chapter on DOC/NRC Forms AP– 
1 and associated forms. The licensee 
shall also permit verification of this 
information by the International 
Atomic Energy Agency (IAEA) and 
shall take other action as may be nec-
essary to implement the US/IAEA Safe-
guards Agreement, as described in part 
75 of this chapter. 

(l) Each licensee shall ensure that 
Safeguards Information is protected 
against unauthorized disclosure in ac-
cordance with the requirements in 
§§ 73.21 and 73.23 of this chapter, as ap-
plicable. 

[30 FR 8185, June 26, 1965, as amended at 38 
FR 33969, Dec. 10, 1973; 43 FR 6922, Feb. 17, 
1978; 48 FR 32328, July 15, 1983; 52 FR 1295, 
Jan. 12, 1987; 52 FR 8241, Mar. 17, 1987; 53 FR 
19245, May 27, 1988; 53 FR 23383, June 22, 1988; 
54 FR 14061, Apr. 7, 1989; 58 FR 7736, Feb. 9, 
1993; 59 FR 61780, Dec. 2, 1994; 65 FR 79187, 
Dec. 18, 2000; 70 FR 2009, Jan. 12, 2005; 72 FR 
55926, Oct. 1, 2007; 73 FR 63570, Oct. 24, 2008; 73 
FR 78604, Dec. 23, 2008; 74 FR 7785, Feb. 20, 
2009] 

§ 30.35 Financial assurance and rec-
ordkeeping for decommissioning. 

(a)(1) Each applicant for a specific li-
cense authorizing the possession and 
use of unsealed byproduct material of 
half-life greater than 120 days and in 
quantities exceeding 105 times the ap-
plicable quantities set forth in appen-
dix B to part 30 shall submit a decom-
missioning funding plan as described in 
paragraph (e) of this section. The de-
commissioning funding plan must also 
be submitted when a combination of 
isotopes is involved if R divided by 105 
is greater than 1 (unity rule), where R 
is defined here as the sum of the ratios 
of the quantity of each isotope to the 
applicable value in appendix B to part 
30. 

(2) Each holder of, or applicant for, 
any specific license authorizing the 
possession and use of sealed sources or 
plated foils of half-life greater than 120 
days and in quantities exceeding 1012 
times the applicable quantities set 
forth in appendix B to part 30 (or when 
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