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response organizations to participate 
in the biennial exercises. Participation 
of offsite response organizations in bi-
ennial exercises although rec-
ommended is not required. Exercises 
must use accident scenarios postulated 
as most probable for the specific site 
and the scenarios shall not be known 
to most exercise participants. The li-
censee shall critique each exercise 
using individuals not having direct im-
plementation responsibility for the 
plan. Critiques of exercises must evalu-
ate the appropriateness of the plan, 
emergency procedures, facilities, 
equipment, training of personnel, and 
overall effectiveness of the response. 
Deficiencies found by the critiques 
must be corrected. 

(xiii) Hazardous chemicals. A certifi-
cation that the applicant has met its 
responsibilities under the Emergency 
Planning and Community Right-to- 
Know Act of 1986, title III, Pub. L. 99– 
499, if applicable to the applicant’s ac-
tivities at the proposed place of use of 
the byproduct material. 

(4) The licensee shall allow the off-
site response organizations expected to 
respond in case of an accident 60 days 
to comment on the licensee’s emer-
gency plan before submitting it to 
NRC. The licensee shall provide any 
comments received within the 60 days 
to the NRC with the emergency plan. 

(j) An application from a medical fa-
cility, educational institution, or Fed-
eral facility to produce Positron Emis-
sion Tomography (PET) radioactive 
drugs for noncommercial transfer to li-
censees in its consortium authorized 
for medical use under part 35 of this 
chapter or equivalent Agreement State 
requirements shall include: 

(1) A request for authorization for 
the production of PET radionuclides or 
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. 

[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; 77 FR 43689, July 25, 2012; 79 FR 58671, 
Sept. 30, 2014] 

§ 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 37 and 39 of this chapter; 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 NRC determines will 
significantly affect the quality of the 
environment, the Director, Office of 
Nuclear Material Safety and Safe-
guards or his/her 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 
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grounds for denial of a license to re-
ceive and possess byproduct material 
in such plant or facility. Commence-
ment of construction as defined in § 30.4 
may include non-construction activi-
ties if the activity has a reasonable 
nexus to radiological safety and secu-
rity. 

(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; 76 FR 56962, Sept. 15, 
2011; 78 FR 17006, Mar. 19, 2013] 

§ 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, 
regulations and orders of the Commis-
sion. 

(b)(1) No license issued or granted 
pursuant 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. 

(2) An application for transfer of li-
cense must include: 

(i) The identity, technical and finan-
cial qualifications of the proposed 
transferee; and 

(ii) Financial assurance for decom-
missioning information required by 
§ 30.35. 

(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. 
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