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Title 25 Health Services 
Part 1 Department of State Health Services 
Chapter 289 Radiation Control 
Subchapter F License Regulations 
 

§289.251. Exemptions, General Licenses, and General License 
Acknowledgements. 

(a) - (c) (No change.) 

(d) Exemptions for source material. 

 (1) - (2) (No change.) 

 (3) Any person is exempt from this section and §289.252 of this title to 
the extent that such person receives, possesses, uses, or transfers: 

  (A) - (D) (No change.) 

  (E) [depleted] uranium contained in counterweights installed in 
aircraft, rockets, projectiles, and missiles, or stored or handled in connection 
with installation or removal of such counterweights, provided that: 

   (i) - (iii) (No change.) 

  (F) natural or depleted uranium used as shielding constituting part of 
any shipping container, provided that: 

   (i) - (ii) (No change.) 

  (G) - (I) (No change.) 

 (4) - (5) (No change.) 

(e) Exemptions for radioactive material other than source material. 

 (1) (No change.) 

 (2) Exempt quantities. 

  (A) - (B) (No change.) 
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  (C) This paragraph does not authorize the production, packaging, or 
repackaging or transfer of radioactive material for purposes of commercial 
distribution, or the incorporation of radioactive material into products 
intended for commercial distribution. 

  (D) - (F) (No change.) 

 (3) Exempt items. 

  (A) Certain items containing radioactive material. 

   (i) Except for persons who apply radioactive material to, or persons 
who incorporate radioactive material into the following products, or persons 
who initially transfer for sale or distribution the following products containing 
radioactive material, any person is exempt from this chapter if that person 
receives, possesses, uses, transfers, or acquires the following products: 

    (I) timepieces, hands, or dials containing not more than the 
following specified quantities of radioactive material and not exceeding the 
following specified levels of radiation: 

     (-a-) - (-g-) (No change.) 

     (-h-) 1 µCi (0.037 MBq) of radium-226 per timepiece in intact 
timepieces manufactured prior to November 30, 2007 [January 1, 1986]; 

    (II) - (IX) (No change.) 

     (ii) - (iii) (No change.) 

  (B) Self-luminous products containing tritium, krypton-85, or 
promethium-147 [, or radium-226]. 

   (i) (No change.) 

   (ii) Any person who desires to manufacture, process, or produce, or 
initially transfer for sale or distribution self-luminous products containing 
tritium, krypton-85, or promethium-147 for use under clause (i) of this 
subparagraph, should [shall] apply for: 

    (I) - (II) (No change.) 

   (iii) (No change.) 



Proposed - 3 
 

  (C) - (D) (No change.) 

 (4) (No change.) 

(f) General licenses. In addition to the requirements of this section, all 
general licenses, unless otherwise specified, are subject to the requirements 
of §289.201 of this title (relating to General Provisions for Radioactive 
Material), §289.202(ww) and (xx) of this title, §289.204 of this title (relating 
to Fees for Certificates of Registration, Radioactive Material Licenses, 
Emergency Planning and Implementation, and Other Regulatory Services), 
§289.205 of this title (relating to Hearing and Enforcement Procedures), and 
§289.257 of this title (relating to Packaging and Transportation of 
Radioactive Material). 

 (1) - (2) (No change.)  

 (3) General licenses for source material. 

  (A) General license for small quantities of source material. 

   (i) - (iii) (No change.)  

   (iv) Any person who receives, possesses, uses, or transfers source 
material in accordance with the general license granted in clause (i) of this 
subparagraph is exempt from the regulations in §§289.201, 289.202, and 
289.203 [and 289.205] of this title to the extent that such receipt, 
possession, use, and transfer are within the terms of this general license, 
except that such person shall comply with the regulations of §289.202(ff) 
and (ddd)(2)(A) of this title to the extent necessary to meet the 
requirements of clauses (ii)(II) and (iii) of this subparagraph. However, this 
exemption does not apply to any person who also holds a specific license 
issued under §289.252 of this title. 

   (v) (No change.) 

  (B) - (D) (No change.) 

 (4) General licenses for radioactive material other than source material. 

  (A) - (G) (No change.) 
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  (H) General license for certain detecting, measuring, gauging, or 
controlling devices and certain devices for producing light or an ionized 
atmosphere. 

   (i) (No change.) 

   (ii) The general license in clause (i) of this subparagraph applies 
only to radioactive material contained in devices that have been 
manufactured or initially transferred and labeled in accordance with the 
specifications contained in: 

(I) a specific license issued by the agency in accordance with 
§289.252(l) of this title; [or] 

(II) [in] a specific license issued by the NRC or any agreement 
state that authorizes distribution of devices to persons generally licensed by 
the NRC or any agreement state; or  

(III) an equivalent specific license issued by a state with 
provisions comparable to §289.252(l) of this title. 

   (iii) (No change.) 

   (iv) Any person who receives, acquires, possesses, uses, or 
transfers radioactive material in a device in accordance with the general 
license in this subparagraph shall do the following: 

    (I) (No change.) 

    (II) assure that the device is tested for leakage of radioactive 
material and proper operation of the "on-off" mechanism and indicator, if 
any, at no longer than 6-month intervals or at such other intervals as 
specified in the label; however: 

     (-a-) (No change.) 

     (-b-) devices containing only tritium or not more than 100 µCi 
(3.7 MBq) of other beta and/or gamma emitting material or 10 µCi (0.37 
MBq) of alpha emitting material and devices held in storage in the original 
shipping container prior to initial installation need not be tested for any 
purpose [, provided that each source is tested for leakage within 6 months 
prior to being used or transferred]; 
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    (III) assure that the tests required by subclause (II) of this 
clause and other testing, installation [(removal of the manufacturer's lock 
and initial alignment of the radiation beam)], servicing, and removal from 
location of installation involving the radioactive materials, its shielding or 
containment, are performed: 

     (-a-) - (-c-) (No change.) 

    (IV) - (XIX) (No change.) 

  (I) - (J) (No change.) 

  (K) General license for certain items and self-luminous products 
containing radium-226.  

   (i) A general license is hereby issued to any person to acquire, 
receive, possess, use, or transfer radium-226 contained in the following 
products manufactured prior to November 30, 2007. 

    (I) - (IV) (No change.) 

    (V) Small radium sources containing no more than 1 μCi (0.037 
MBq) of radium 226. For the purposes of this paragraph, "small radium 
sources" means discrete survey instrument check sources, sources contained 
in radiation measuring instruments, sources used in educational 
demonstrations (such as cloud chambers and spinthariscopes), electron 
tubes, lightning rods, ionization sources, static eliminators, or as designated 
by the NRC. 

   (ii) Persons who acquire, receive, possess, use, or transfer 
byproduct material under the general license issued in clause (i) of this 
subparagraph are exempt from the provisions of §§289.201, 289.202, 
289.203, and 289.252 of this title, to the extent that the receipt, possession, 
use, or transfer of byproduct material is within the terms of the general 
license; provided, however, that this exemption shall not be deemed to 
apply to any such person specifically licensed under §289.252 of this title. 

   (iii) [(ii)] Any person who acquires, receives, possesses, uses, or 
transfers radioactive material in accordance with this subparagraph shall do 
the following. 
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    (I) Provide to the agency within 30 days of any indication of 
possible damage to the product that could result in a loss of the radioactive 
material. The report should include a brief description of the event, and the 
remedial action taken. 

    (II) Not abandon products containing radium-226.  

     (-a-) The product, and any radioactive material from the 
product, may only be disposed of according to §289.202 of this title or as 
otherwise approved by the agency.  

     (-b-) The product, and any radioactive material from the 
product, may be transferred to a person authorized by a specific license to 
receive the radium-226 or as otherwise approved by the agency. 

    (III) The general license in this subparagraph does not authorize 
the manufacture, assembly, disassembly, repair, or import of products 
containing radium-226, except that timepieces may be disassembled and 
repaired provided that paint containing radium-226 is not applied or 
removed. 

    (IV) Not export products containing radium-226 except in 
accordance with or equivalent regulations of the NRC Title 10, CFR, §110. 

    (V) Dispose of products containing radium-226 at a disposal 
facility authorized to dispose of radioactive material in accordance with any 
federal or state solid or hazardous waste law, including the Solid Waste 
Disposal Act, as authorized under the Energy Policy Act of 2005, by transfer 
to a person authorized to receive radium-226 by a specific license issued 
under this section, or under equivalent regulations of the NRC, or any 
agreement state. 

    (VI) Respond to written requests from the agency, the NRC, or 
any agreement state to provide information relating to the general license 
within 30 calendar days of the date of the request, or other time specified in 
the request. If the general licensee cannot provide the requested information 
within the allotted time, it shall, within that same time period, request a 
longer period to supply the information by providing the agency, the NRC, or 
any agreement state a written justification for the request.  

(g) General license acknowledgements for radioactive material other than 
source material. In addition to the requirements of this section, all general 
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license acknowledgement holders, unless otherwise specified, are subject to 
the requirements of §§289.201, 289.202(ww) and (xx), 289.204, 289.205, 
and 289.257 of this title. 

 (1) (No change.) 

 (2) Persons generally licensed by the agency, the NRC, or any agreement 
state with respect to devices meeting the criteria in paragraph (1) of this 
subsection, are not subject to the requirements of paragraph (1) of this 
subsection if the devices are used in areas subject to agency jurisdiction for 
a period less than 180 days in any calendar year. 

 (3) (No change.) 

 (4) Each address for a location of use, as described under paragraph 
(1)(D) of this subsection, represents a separate general licensee and 
requires a separate registration and fee. 

(h) - (l) (No change.)  

 

 

§289.252. Licensing of Radioactive Material. 

(a) Purpose. The intent of this section is as follows.  

 (1) (No change.)  

 (2) Unless otherwise exempted, no person shall manufacture, produce, 
receive, possess, use, transfer, own, or acquire radioactive material except 
as authorized by the following: 

  (A) - (B) (No change.) 

 (3) A person who manufactures, produces, receives, possesses, uses, 
transfers, owns, or acquires radioactive materials prior to receiving a license 
is subject to the requirements of this chapter. 

(b) (No change.) 
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(c) Types of licenses. Licenses for radioactive materials are of two types: 
general and specific. 

 (1) General licenses provided in §289.251 and §289.259 of this title are 
effective without the filing of applications with the agency or the issuance of 
licensing documents to the particular persons, although the filing of an 
application for acknowledgement with the agency may be required for a 
particular general license. The general licensee is subject to any other 
applicable portions of this chapter and any conditions or limitations of the 
general license. 

 (2) Specific licenses require the submission of an application to the 
agency and the issuance of a licensing document by the agency. The 
licensee is subject to all applicable portions of this chapter as well as any 
conditions or limitations specified in the licensing document. 

(d) (No change.) 

(e) General requirements for the issuance of specific licenses. A license 
application will be approved if the agency determines that: 

 (1) the applicant and all personnel who will be handling the radioactive 
material are qualified by reason of training and experience to use the 
material in question for the purpose requested in accordance with this 
chapter in such a manner as to minimize danger to occupational and public 
health and safety, life, property, and the environment; 

 (2) the applicant's proposed equipment, facilities, and procedures are 
adequate to minimize danger to occupational and public health and safety, 
life, property, and the environment; 

 (3) - (10) (No change.) 

 (11) the applicant shall have a current registration with [is listed on] the 
Secretary of State [State's website as authorized] to conduct business in the 
state, unless the applicant is exempt. All applicants using an assumed name 
in their application shall file an assumed name certificate with the Secretary 
of State and/or the office of the county clerk as required under the Business 
and Commerce Code, Chapter 71.  

(f) Radiation safety officer.  
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 (1) - (2) (No change.) 

 (3) Every licensee shall establish in writing the authority, duties, and 
responsibilities of the RSO and ensure that the RSO is provided sufficient 
authority, organizational freedom, time, resources, and management 
prerogative to perform the [The] specific duties of the RSO which include, 
but are not limited to, the following:  

  (A) - (O) (No change.) 

 (4) The RSO shall ensure that the duties listed in paragraph (3)(A) - (O) 
of this subsection are performed.  

 (5) The RSO shall be on site periodically, commensurate with the scope of 
licensed activities, to satisfy the requirements of paragraphs (3) and (4) of 
this subsection.  

 (6) The RSO, or a Site RSO designated on the license, shall be capable of 
physically arriving at the licensee's authorized use site(s) within a 
reasonable time of being notified of an emergency situation or unsafe 
condition. A Site RSO shall meet the qualifications in paragraph (2) of this 
subsection. 

 (7) [(4)] Requirements for RSOs for specific licenses for broad scope 
authorization for research and development. In addition to the requirements 
in paragraphs (1) and (3) - (6) of this subsection, the RSO's qualifications 
for specific licenses for broad scope authorization for research and 
development shall include evidence of the following:  

  (A) a bachelor's degree in health physics, radiological health, physical 
science or a biological science with a physical science minor and 4 years of 
applied health physics experience in a program with radiation safety issues 
similar to those in the program to be managed; 

  (B) a master's degree in health physics or radiological health and 3 
years of applied health physics experience in a program with radiation safety 
issues similar to those in the program to be managed;  

  (C) 2 years of applied health physics experience in a program with 
radiation safety issues similar to those in the program to be managed and 
one of the following:  
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   (i) doctorate degree in health physics or radiological health;  

   (ii) comprehensive certification by the American Board of Health 
Physics;  

   (iii) certification by the American Board of Radiology in Nuclear 
Medical Physics; 

   (iv) certification by the American Board of Science in Nuclear 
Medicine in Radiation Protection; or 

   (v) certification by the American Board of Medical Physics in Medical 
Health Physics; or  

  (D) equivalent qualifications as approved by the agency.  

 (8) [(5)] The qualifications in paragraph (7)(A) - (D) [(4)(A) - (D)] do not 
apply to individuals who have been adequately trained and designated as 
RSOs on licenses issued prior to October 1, 2000.  

(g) (No change.) 

(h) Specific licenses for broad scope authorization for multiple quantities or 
types of radioactive material for use in research and development.  

 (1) In addition to the requirements in subsection (e) of this section, a 
specific license for multiple quantities or types of radioactive material for use 
in research and development, not to include the internal or external 
administration of radiation or radioactive material to humans, will be issued 
if the agency approves the following documentation submitted by the 
applicant:  

  (A) (No change.)  

  (B) of a full-time RSO meeting the requirements of subsection (f)(7) 
[(f)(4)] of this section; 

  (C) (No change.) 

 (2) - (3) (No change.) 

(i) Specific licenses for introduction of radioactive material into products in 
exempt concentrations.  
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[(1) In addition to the requirements in subsection (e) of this section, a 
specific license authorizing the introduction of radioactive material into a 
product or material in the possession of the licensee or another to be 
transferred to persons exempt from this chapter in accordance with 
§289.251(e)(1)(A) of this title will be issued if the agency approves the 
following information submitted by the applicant:]  

[(A) a description of the product or material into which the radioactive 
material will be introduced;]  

[(B) intended use of the radioactive material and the product or material 
into which it is introduced;]  

[(C) method of introduction;]  

[(D) initial concentration of the radioactive material in the product or 
material;] 

[(E) control methods to assure that no more than the specified concentration 
is introduced into the product or material;]  

[(F) estimated time interval between introduction and transfer of the product 
or material;] 

[(G) estimated concentration of the radioactive material in the product or 
material at the time of transfer; and]  

[(H) procedures for disposition of unwanted or unused radioactive material.] 

[(2) The applicant shall provide reasonable assurance that:] 

[(A) the concentrations of radioactive material at the time of transfer will not 
exceed the concentrations in §289.251(m)(1) of this title;]  

[(B) reconcentration of the radioactive material in concentrations exceeding 
those in §289.251(m)(1) of this title will not occur;]  

[(C) the use of lower concentrations is not feasible; and] 

[(D) the product or material is not to be incorporated in any food, beverage, 
cosmetic, drug, or other commodity or product designed for ingestion or 
inhalation by, or application to, a human.] 
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[(3) Each person licensed in accordance with this subsection shall file an 
annual report with the agency and shall identify the type and quantity of 
each product or material into which radioactive material has been introduced 
during the reporting period. The report shall cover the year ending June 30, 
shall be filed within 30 days thereafter, and shall include the following:]  

[(A) name and address of the person who owned or possessed the product 
or material when the radioactive material was introduced;] 

[(B) the type and quantity of radionuclide introduced into each such product 
or material; and]  

[(C) the initial concentrations of the radionuclide in the product or material 
at time of transfer of the radioactive material by the licensee.]  

[(4) If no transfers of radioactive material have been made in accordance 
with this subsection during the reporting period, the report shall so indicate.] 

[(5)] No person may introduce radioactive material into a product or 
material knowing or having reason to believe that it will be transferred to 
persons exempt in accordance with §289.251 of this title except as specified 
with a license issued by the NRC. 

(j) - (u) (No change.)  

(v) Sealed source or device evaluation.  

 (1) Any manufacturer or initial distributor of a sealed source or device 
containing a sealed source may [shall] submit a request to the agency for 
evaluation of radiation safety information about its product and for its 
registration. 

 (2) - (7) (No change.) 

 (8) Authority to manufacture or initially distribute a sealed source or 
device to specific licensees shall be provided in the license without the 
issuance of a SS & D certificate of registration in the following cases: 

  (A) (No change.) 

  (B) the intended recipients are qualified by training and experience 
and have sufficient facilities and equipment to safely use and handle the 
requested quantity of radioactive material in any form in the case of 
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unregistered sources or, for registered sealed sources contained in 
unregistered devices, are qualified by training and experience and have 
sufficient facilities and equipment to safely use and handle the requested 
quantity of radioactive material in unshielded form, as specified in their 
licenses; and 

   (i) the intended recipients are licensed in accordance with 
subsection (h) of this section, §289.256(o) of this title, or equivalent 
regulations of the NRC or any agreement state; or 

   (ii) - (iii) (No change.) 

 (9) - (10) (No change.) 

(w) (No change.) 

(x) Specific terms and conditions of licenses. 

 (1) - (6) (No change.) 

 (7) The notification in paragraph (6) [(5)] of this subsection shall include: 

  (A) - (B) (No change.) 

 (8) - (11) (No change.) 

(y) Expiration and termination of licenses and decommissioning of sites and 
separate buildings or outdoor areas. 

 (1) - (3) (No change.) 

 (4) Within 60 days of the occurrence of any of the following, each 
licensee shall provide notification to the agency in writing and either begin 
decommissioning a site, or any separate building or outdoor area that 
contains residual radioactivity, so that the building and/or outdoor area is 
suitable for release in accordance with §289.202(eee) of this title, or submit 
within 12 months of notification a decommissioning plan, if required by 
paragraph (7) of this subsection, and begin decommissioning upon approval 
of that plan if: 

  (A) (No change.)  
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  (B) the licensee has decided to permanently cease principal activities, 
as defined in §289.201(b) of this title, at the entire site or in any separate 
building or outdoor area that contains residual radioactivity such that the 
building or outdoor area is unsuitable for release in accordance with agency 
requirements;  

  (C) - (D) (No change.) 

 (5) Coincident with the notification required by paragraph (4) of this 
subsection, the licensee shall maintain in effect all decommissioning financial 
assurances established by the licensee in accordance with subsection (gg) of 
this section in conjunction with a license issuance or renewal or as required 
by this section. The amount of the financial assurance shall be increased, or 
may be decreased, as appropriate, with agency approval, to cover the 
detailed cost estimate for decommissioning established in accordance with 
paragraph (10)(E) of this subsection. 

  (A) Any licensee who has not provided financial assurance to cover the 
detailed cost estimate submitted with the decommissioning plan shall do so 
in accordance with subsection (gg) of this section. 

  (B) Following approval of the decommissioning plan, a licensee may 
reduce the amount of the financial assurance as decommissioning proceeds 
and radiological contamination is reduced at the site, with the approval of 
the agency. 

 (6) - (16) (No change.) 

 (17) Each licensee shall submit to the agency all records required by 
§289.202(nn)(3) [§289.202(nn)(2)] of this title before the license is 
terminated. 

(z) (No change.) 

(aa) Amendment of licenses at request of licensee.  

 (1) (No change.)  

 (2) Requests for amendments to delete a subsite from a license shall be 
filed in accordance with subsections (d)(1) and (2) and (y)(13) [(y)(3)] and 
(15) of this section.  
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(bb) (No change.) 

(cc) Transfer of material.  

 (1) - (5) (No change.) 

 (6) Requirements for transfer of small quantities of source material. 

  (A) (No change.) 

  (B) Quality control, labeling, safety instructions, and records and 
reports. Each person licensed under subparagraph (A) of this paragraph 
shall: 

   (i) - (iii) (No change.) 

   (iv) report transfers as follows: 

    (I) - (II) (No change.) 

    (III) The following are to be submitted to the agency by January 
31 of each year: 

     (-a-) - (-b-) (No change.) 

     (-c-) if no transfers have been made to general licensees in a 
particular agreement state during the reporting period, this information shall 
be reported to the responsible agreement state upon request of that agency. 
[; and] 

  (C) Records. [(v)]  

   (i) The licensee shall maintain all information that supports the 
reports required by this paragraph [subparagraph] concerning each transfer 
to a general licensee for inspection by the agency in accordance with 
subsection (mm) of this section. 

   (ii) The licensee who transferred the material shall retain each 
record of transfer of radioactive material until the agency terminates each 
license that authorizes the activity that is subject to the recordkeeping 
requirement. 

(dd) (No change.) 
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(ee) Reciprocal recognition of licenses. 

 (1) (No change.) 

 (2) In addition to the provisions of paragraph (1) of this subsection, any 
person who holds a specific license issued by the NRC or any agreement 
state authorizing the holder to manufacture, transfer, install, or service the 
device described in §289.251(f)(4)(H) of this title or in Title 10, CFR, 
§150.20, within areas subject to the jurisdiction of the licensing body, is 
granted a general license to install, transfer, demonstrate, or service the 
device in the State of Texas provided that: 

  (A) (No change.) 

  (B) the out-of-state licensee notifies the agency in writing at least 
three working days prior to engaging in such activity. If, for a specific case, 
the three-working-day period would impose an undue hardship on the out-
of-state licensee, the licensee may, upon application to the agency, obtain 
permission to proceed sooner. The agency may waive the requirement for 
filing additional written notifications during the remainder of the calendar 
year following the receipt of the initial notification from a person engaging in 
activities in accordance with the general license provided in this subsection. 
Such notification shall include: 

   (i) - (iv) (No change.) 

   (v) a copy of the licensee's operating, safety, and emergency 
procedures; [and]  

   (vi) a fee as specified in §289.204 of this title; and 

   (vii) a copy of the completed RC Form 252-1 (Business Information 
Form);  

  (C) - (D) (No change.) 

 (3) (No change.) 

(ff) (No change.) 

(gg) Financial assurance and record keeping for decommissioning. 

 (1) - (2) (No change.) 
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 (3) The required amount of financial assurance for decommissioning is 
determined by the quantity of material authorized by the license and is 
determined as follows: 

  (A) - (B) (No change.)  

  (C) $113,000 for quantities of material greater than 1010 [1010] but 
less than or equal to 1012 [1012] times the applicable quantities in 
subsection (jj)(2) of this section in sealed sources or plated foils. (For a 
combination of radionuclides, if R, as defined in paragraph (1) of this 
subsection, divided by 1010 [1010] is greater than 1, but R divided by 1012 
[1012] is less than or equal to 1); or  

  (D) (No change.) 

 (4) - (6) (No change.) 

 (7) Each person licensed in accordance with this section shall make, 
maintain, and retain records of information important to the safe and 
effective decommissioning of the facility in an identified location for 
inspection by the agency in accordance with §289.252(mm) of this section. 
If records of relevant information are kept for other purposes, reference to 
these records and their locations may be used. Information the agency 
considers important to decommissioning consists of the following: 

  (A) - (B) (No change.) 

  (C) except for areas containing only sealed sources (provided the 
sealed sources have not leaked or no contamination remains after any leak) 
or byproduct materials having only half-lives of less than 65 days, a list 
contained in a single document and updated every two years, of the 
following: 

   (i) (No change.) 

   (ii) all areas outside of restricted areas that require documentation 
under subparagraph (A) of this paragraph; [and] 

   (iii) all areas outside of restricted areas where current and previous 
wastes have been buried as documented in accordance with; and  
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   (iv) all areas outside of restricted areas that contain material such 
that, if the license expired, the licensee would be required to either 
decontaminate the area to meet the criteria for decommissioning in 
subsection (gg) of this section, or meet the requirements for approval of 
disposal under §289.202(ff) - (kk) of this title; and 

  (D) (No change.) 

 (8) (No change.) 

(hh) (No change.) 

(ii) Physical protection of category 1 and category 2 quantities of radioactive 
material. 

 (1) - (2) (No change.) 

 (3) Access authorization program requirements. 

  (A) (No change.) 

  (B) Reviewing officials.  

   (i) (No change.) 

   (ii) Each licensee shall name one or more individuals to be 
reviewing officials. After completing the background investigation on the 
reviewing official, the licensee shall provide under oath or affirmation, a 
certification that the reviewing official is deemed trustworthy and reliable by 
the licensee. The fingerprints of the named reviewing official must be taken 
by a law enforcement agency, federal or state agencies that provide 
fingerprinting services to the public, or commercial fingerprinting services 
authorized by a state to take fingerprints. The licensee shall recertify that 
the reviewing official is deemed trustworthy and reliable every 10 years in 
accordance with Title 10, CFR, §37.25(c) [paragraph (4)(B) of this 
subsection]. 

   (iii) - (v) (No change.) 

  (C) - (H) (No change.) 

 (4) (No change.)  
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 (5) Requirements for criminal history records checks of individuals 
granted unescorted access to category 1 or category 2 quantities of 
radioactive material. 

  (A) - (B) (No change.)  

  (C) Procedures for processing of fingerprint checks. 

   (i) For the purpose of complying with paragraphs (2) - (4), this 
paragraph, and paragraphs (6) - (8) of this subsection, licensees shall use 
an appropriate method listed in Title 10, CFR, §37.7, to submit to the U.S. 
Nuclear Regulatory Commission, Director, Division of Facilities and Security, 
11545 Rockville Pike, ATTN: Criminal History Program/Mail Stop T-03B46M 
[TWB-05 B32M], Rockville, Maryland 20852-2738, one completed, legible 
standard fingerprint card (Form FD-258, ORIMDNRCOOOZ), electronic 
fingerprint scan or, where practicable, other fingerprint record for each 
individual requiring unescorted access to category 1 or category 2 quantities 
of radioactive material. Copies of these forms may be obtained by writing 
the Office of the Chief Information Officer [Office of Information Services], 
U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001, by 
calling (630) 829-9565, or by email to FORMS.Resource@nrc.gov. Guidance 
on submitting electronic fingerprints can be found at 
http://www.nrc.gov/site-help/e-submittals.html. 

   (ii) Fees for the processing of fingerprint checks are due upon 
application. Licensees shall submit payment with the application for the 
processing of fingerprints through corporate check, certified check, cashier’s 
check, money order, or electronic payment, made payable to “U.S. NRC.” 
(For guidance on making electronic payments, contact the Security Branch, 
Division of Facilities and Security at (301) 415-7513 [(301) 492-3531].) 
Combined payment for multiple applications is acceptable. The NRC 
publishes the amount of the fingerprint check application fee on the NRC’s 
public website. (To find the current fee amount, go to the Electronic 
Submittals page at http://www.nrc.gov/site-help/e-submittals.html and see 
the link for the Criminal History Program under Electronic Submission 
Systems.) 

   (iii) (No change.) 

 (6) - (7) (No change.) 

 (8) Access authorization program review. 
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  (A) Each licensee shall be responsible for the continuing effectiveness 
of the access authorization program. Each licensee shall ensure that access 
authorization programs are reviewed to confirm compliance with the 
requirements of paragraphs (2) - (7) and this paragraph of this subsection 
and that comprehensive actions are taken to correct any noncompliance that 
is identified. The review program shall evaluate all program [shall] 
performance objectives and requirements. Each licensee shall review the 
access program content and implementation at least every 12 months. 

  (B) - (C) (No change.) 

 (9) (No change.)  

 (10) General security program requirements. 

  (A) - (C) (No change.)  

  (D) Protection of information.  

   (i) - (iii) (No change.) 

   (iv) Licensees need not subject the following individuals to the 
background investigation elements for protection of information: 

    (I) the categories of individuals listed in paragraph (6)(A)(i) - 
(xiii) of this subsection; or 

    (II) (No change.) 

   (v) - (viii) (No change.)  

 (11) - (18) (No change.)  

 (19) Applicability of physical protection of category 1 and category 2 
quantities of radioactive material during transit. The shipping licensee shall 
be responsible for meeting the requirements of paragraph (18), this 
paragraph, and paragraphs (20) - (23) of this subsection unless the 
receiving licensee has agreed in writing to arrange for the in-transit physical 
protection required under [paragraph (18),] this paragraph, and paragraphs 
(20) - (23) of this subsection. 

 (20) (No change.) 
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 (21) Advance notification of shipment of category 1 quantities of 
radioactive material. As specified in subparagraphs (A) and (B) of this 
paragraph, for shipments initially made by an agreement state licensee, 
each licensee shall provide advance notification to the Texas Department of 
Public Safety and the governor of the State of Texas [a state], or the 
governor’s designee, of the shipment of licensed material in a category 1 
quantity, through or across the boundary of the state, before the transport, 
or delivery to a carrier for transport of the licensed material outside the 
confines of the licensee’s facility or other place of use or storage. 

  (A) Procedures for submitting advance notification. 

   (i) The notification must be made to the Texas Department of Public 
Safety and to the office of each appropriate governor or governor’s 
designee.  

    (I) The contact information, including telephone and mailing 
addresses, of governors and governors’ designees, is available on the NRC’s 
Web site at https://scp.nrc.gov/special/designee.pdf [http://nrc-
stp.ornl.gov/special/designee.pdf]. A list of agreement state advance 
notification contact information is also available upon request from the 
Director, Division of Material Safety, State, Tribal, and Rulemaking 
Programs, Office of Nuclear Material Safety and Safeguards, U.S. Nuclear 
Regulatory Commission, Washington, DC 20555-0001.  

    (II) (No change.) 

   (ii) - (iv) (No change.) 

  (B) - (F) (No change.) 

 (22) - (25) (No change.)  

(jj) Appendices. 

 (1) (No change.)  

 (2) Isotope quantities (for use in subsection (gg) of this section). 

Figure: 25 TAC §289.252(jj)(2) [Figure: 25 TAC §289.252(jj)(2)] 

 (3) - (6) (No change.)  
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 (7) Quantities of radioactive materials requiring consideration of the need 
for an emergency plan for responding to a release. The following table 
contains quantities of radioactive materials requiring consideration of the 
need for an emergency plan for responding to a release. 

Figure: 25 TAC §289.252(jj)(7) [Figure: 25 TAC §289.252(jj)(7)] 

 (8) - (9) (No change.) 

(kk) - (mm) (No change.)  

 

 

§289.253. Radiation Safety Requirements for Well Logging Service 
Operations and Tracer Studies. 

(a) - (b) (No change.)  

(c) Definitions. The following words and terms when used in this section 
shall have the following meaning unless the context clearly indicates 
otherwise. 

 (1) - (3) (No change.) 

 (4) Logging assistant (equipment operator)--Any individual who, under 
the personal supervision of a logging supervisor, handles sealed sources or 
tracers that are not in logging tools or shipping containers or who performs 
surveys required by subsection (bb) [(aa)] of this section. 

 (5) - (8) (No change.) 

 (9) Radiation safety officer--An individual named by the licensee or 
registrant and listed on the license or certificate of registration who has a 
knowledge of, responsibility for, and authority to enforce appropriate 
radiation protection rules, standards, and practices on behalf of the licensee 
and/or registrant, and who meets the requirements of subsection (s) [(r)] of 
this section. 

 (10) - (24) (No change.) 

(d) Specific licenses for well logging. 
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 (1) The applicant shall satisfy the general requirements specified in this 
subsection and in §289.252(e) of this title. 

 (2) The applicant shall develop a program for training logging supervisors 
and logging assistants and submit to the agency a description of this 
program which specifies the: 

  (A) initial training; 

  (B) on-the-job training; 

  (C) annual safety reviews provided by the licensee; 

  (D) means the applicant will use to demonstrate the logging 
supervisor's knowledge and understanding of and ability to comply with the 
agency's regulations and licensing requirements and the applicant's 
operating and emergency procedures; and 

  (E) means the applicant will use to demonstrate the logging assistant's 
knowledge and understanding of and ability to comply with the applicant's 
operating and emergency procedures. 

 (3) The applicant shall submit to the agency written operating and 
emergency procedures as described in subsection (ee)(4) of this section. 

 (4) The applicant shall establish and submit to the agency its program for 
annual inspections of the job performance of each logging supervisor to 
ensure that the agency's regulations, license requirements, and the 
applicant's operating and emergency procedures are followed. Inspection 
records must be retained for 3 years after each annual internal inspection. 

 (5) The applicant shall submit a description of its overall organizational 
structure as it applies to the radiation safety responsibilities in well logging, 
including specified delegations of authority and responsibility. 

 (6) If an applicant wants to perform leak testing of sealed sources, the 
applicant shall identify the manufacturers and the model numbers of the leak 
test kits to be used. If the applicant wants to analyze its own wipe samples, 
the applicant shall establish procedures to be followed and submit a 
description of these procedures to the agency. The description must include 
the: 
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  (A) instruments to be used; 

  (B) methods of performing the analysis; and 

  (C) pertinent experience of the person who will analyze the wipe 
samples. 

(e) [(d)] Prohibitions. 

 (1) No licensee shall perform well logging service operations with a sealed 
source(s) in any well or wellbore unless, prior to commencement of the 
operation, the licensee has a written agreement with the well operator, well 
owner, drilling contractor, or land owner that specifies who will be 
responsible for ensuring the following requirements are met: 

  (A) a reasonable effort at recovery will be made in the event a sealed 
source is lost or lodged downhole;  

  (B) a person shall not attempt to recover a sealed source in a manner 
that, in the licensee's opinion, could result in a source rupture; 

  (C) in the event the environment, any equipment, or personnel are 
contaminated with radioactive material, decontamination to levels specified 
in §289.202(f), (n), and (eee) of this title shall be performed; and 

  (D) the requirements of subsection (dd)(4) [(cc)(4)] of this section 
shall be met in the event a decision is made to abandon the sealed source 
downhole. 

 (2) No licensee shall perform tracer study operations with a substance 
tagged with radioactive material in any well or wellbore unless, prior to 
commencement of the operation, the licensee has a written agreement with 
the well operator, well owner, drilling contractor or land owner, and the 
service company to which the licensee's equipment is connected, as 
applicable, that specifies who will be responsible for ensuring the following 
requirements are met:  

  (A) in the event the service company's personnel or equipment are 
contaminated with radioactive material, they shall be decontaminated in 
accordance with §289.202(n) or (ddd) of this title before release from the 
job site or release for unrestricted use, respectively; 
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  (B) in the event the well head or job site is contaminated with 
radioactive material, it shall be decontaminated in accordance with 
§289.202(ddd) of this title; and 

  (C) in the event radioactive material is to be reversed from the well or 
the well screens out, the licensee shall have established procedures and 
equipment or facilities to do the following:  

   (i) reverse material into a preconstructed steel or lined pit that is 
specifically established in the event of a screen out; or  

   (ii) reverse material into suitable transport container(s) in the event 
of a screen out. 

 (3) The licensee shall maintain, in accordance with subsection (ee)(5) 
[(dd)(5)] of this section, a copy of the written agreement specified in 
paragraph (1) or (2) of this subsection. 

(f) [(e)] Limits on levels of radiation. Sources of radiation shall be used, 
stored, and transported in such a manner that the requirements of §289.202 
of this title, §289.231 of this title, and §289.257 of this title, as applicable, 
are met. 

(g) [(f)] Storage precautions. 

 (1) Each source of radiation, except accelerators, shall be provided with a 
storage and/or transport container. Each container shall have a lock (or 
tamper seal for calibration sources) to prevent unauthorized removal of, or 
exposure to, the source of radiation.  

 (2) Each area or room in which sources of radiation are stored shall be 
posted in accordance with §289.202(aa)(5) or §289.231(x) of this title, as 
applicable.  

 (3) Sources of radiation, except accelerators, shall be stored downhole or 
in a bunker in order to minimize the danger from explosion and/or fire. 

 (4) Sources of radiation may not be stored in residential locations. This 
section does not apply to storage of radioactive material in a vehicle in 
transit for use at temporary job sites, if the licensee complies with 
subsection (bb)(2) [(aa)(2)] of this section. 
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 (5) Sources of radiation in storage shall be secured to prevent tampering, 
or removal by unauthorized individuals. 

(h) [(g)] Transport precautions. Transport containers shall be locked and 
physically secured to the transporting vehicle to prevent shifting during 
transport, accidental loss, tampering, or unauthorized removal. 

(i) [(h)] Radiation survey instruments. 

 (1) The licensee or registrant shall maintain a sufficient number of 
calibrated and operable radiation survey instruments at each location where 
sources of radiation are stored or used to make physical radiation surveys as 
required by this section and by §289.202(p) or §289.231(s), of this title, as 
applicable. Instrumentation shall be capable of measuring 0.1 milliroentgen 
per hour (mR/hr) (1 microsievert per hour (µSv/hr)) through at least 50 
mR/hr (500 µSv/hr). (Instrumentation capable of measuring 0.1 mR/hr (1 
µSv/hr) through 50 mR/hr (500 µSv/hr) may not be sufficient to determine 
compliance with DOT requirements.)  

 (2) A licensee using tracer material shall have available at each additional 
authorized use/storage location and temporary job site additional calibrated 
and operable radiation survey instruments sensitive enough to detect the 
radioactive surface contamination limits specified in §289.202(eee) of this 
title.  

 (3) Each radiation survey instrument capable of detecting beta and 
gamma radiation shall be calibrated: 

  (A) by a person specifically licensed or registered by the agency, 
another agreement state [or licensing state] or the United States Nuclear 
Regulatory Commission (NRC) to perform such service;  

  (B) at intervals not to exceed six months and after each survey 
instrument repair;  

  (C) for the types of radiation used and at energies appropriate for use; 
and  

  (D) at an accuracy within ±20% of the true radiation level at each 
calibration point.  



Proposed - 27 
 

 (4) The licensee or registrant shall maintain calibration records in 
accordance with subsection (ee)(5) [(dd)(5)] of this section. 

(j) [(i)] Leak testing of sealed sources.  

 (1) Testing and record keeping. Sealed sources shall be tested for 
leakage and contamination in accordance with this section and §289.201(g) 
of this title. The licensee shall maintain records of leak tests in accordance 
with subsection (ee)(5) [(dd)(5)] of this section. 

 (2) Each energy compensation source that is not exempt from testing in 
accordance with §289.201(g)(2) of this title shall be tested at intervals not 
to exceed three years. In the absence of a certificate from a transferor that 
a test has been made within the three years before the transfer, the energy 
compensation source may not be used until tested in accordance with 
§289.201(g) of this title. 

 (3) If a sealed source is found to be leaking in accordance with 
§289.201(g) of this title, the licensee shall check the equipment associated 
with the leaking source for radioactive contamination and, if contaminated, 
have it decontaminated or disposed of by persons specifically authorized by 
the agency, the NRC, or an agreement state, [or a licensing state,] to 
perform such services. 

(k) [(j)] Quarterly inventory. Each licensee or registrant shall conduct a 
physical inventory to account for all sources of radiation received or 
possessed at intervals not to exceed three months. The licensee or 
registrant shall make and maintain records of inventories in accordance with 
subsection (ee)(5) [(dd)(5)] of this section and shall include the following: 

 (1) the quantities and kinds of sources of radiation;  

 (2) the location where sources of radiation are assigned;  

 (3) a unique identification of each source of radiation; 

 (4) the date of the inventory; and  

 (5) the name of the individual conducting the inventory. 

(l) [(k)] Utilization records. Utilization records shall be maintained by each 
licensee or registrant in accordance with subsection (ee)(5) [(dd)(5)] of this 
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section and shall include the following information for each source of 
radiation: 

 (1) identification of each source of radiation to include:  

  (A) the make and model number and/or serial number (or if absent, a 
description) of each sealed source used; or 

  (B) the radionuclide and activity of tracer materials and radioactive 
markers used at a particular well site and the disposition of any unused 
tracer materials.  

 (2) the identity of the logging supervisor or individual who is responsible 
for receiving sources of radiation, to whom assigned; and  

 (3) the locations where used and dates of use. 

(m) [(l)] Design and performance criteria for sealed sources used in well 
logging operations. 

 (1) Each sealed source used in well logging applications shall meet the 
following minimum criteria. 

  (A) The sealed source is of doubly encapsulated construction.  

  (B) The sealed source contains radioactive material with a 
chemical/physical form as insoluble and nondispersible as practicable. 

  (C) The sealed source meets one of the following requirements:  

   (i) for a sealed source manufactured on or before July 14, 1989, the 
requirements from the United States of America Standards Institute (USASI) 
N5.10-1968, "Classification of Sealed Radioactive Sources," or the 
requirements in clause (ii) or (iii) of this subparagraph; 

   (ii) for a sealed source manufactured after July 14, 1989, the oil-
well logging requirements from the American National Standards 
Institute/Health Physics Society (ANSI/HPS) N43.6-1997, "Sealed 
Radioactive Sources-Classification;" or 

   (iii) for a sealed source manufactured after July 14, 1989, the 
sealed source's prototype has been tested and found to maintain its integrity 
after each of the following tests: 
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    (I) Temperature. The test source shall be held at -40 degrees 
Celsius for 20 minutes, 600 degrees Celsius for one hour, and then be 
subjected to a thermal shock test with a temperature drop from 600 degrees 
Celsius to 20 degrees Celsius within 15 seconds. 

    (II) Impact. A 5 kilogram (kg) steel hammer, 2.5 centimeters 
(cm) in diameter, shall be dropped from a height of 1 meter (m) onto the 
test source. 

    (III) Vibration. The test source shall be subjected to a vibration 
from 25 Hertz (Hz) to 500 Hz with a peak amplitude of five times the 
acceleration of gravity for 30 minutes. 

    (IV) Puncture. A 1 gram (gm) hammer and pin, 0.3 cm pin 
diameter, shall be dropped from a height of 1 m onto the test source. 

    (V) Pressure. The test source shall be subjected to an external 
pressure of 24,600 pounds per square inch absolute (1.695 x 107 pascals) 
without leakage. 

 (2) The requirements in paragraph (1) of this subsection do not apply to 
sealed sources that contain radioactive material in gaseous form. 

 (3) The requirements in this subsection do not apply to energy 
compensation sources. 

(n) [(m)] Labeling.  

 (1) Each source, source holder, or logging tool containing radioactive 
material in other than an exempt quantity, shall bear a durable, legible, and 
clearly visible marking or label that has, as a minimum, the standard 
radiation caution symbol with no color requirement, and the wording 
DANGER (or CAUTION), RADIOACTIVE--DO NOT HANDLE, NOTIFY CIVIL 
AUTHORITIES (OR NAME OF COMPANY).  

 (2) The labeling specified in paragraph (1) of this subsection shall be on 
the smallest component, source, source holder, or logging tool [,] that is 
transported as a separate piece of equipment. 

 (3) Each transport container shall have permanently attached to it a 
durable, legible, and clearly visible label that has, as a minimum, the 
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standard radiation caution symbol and the wording DANGER (or CAUTION), 
RADIOACTIVE, NOTIFY CIVIL AUTHORITIES (OR NAME OF COMPANY). 

 (4) Each transport container shall have attached to it a durable, legible, 
and clearly visible label(s) that has, as a minimum, the licensee's name, 
address, and telephone number, the radionuclide, its activity, and assay 
date. 

(o) [(n)] Inspection and maintenance. 

 (1) Each licensee or registrant shall conduct, at intervals not to exceed 
six months, a program of visual inspection and maintenance of source 
holders (or sealed source, if there is no source holder), logging tools, source 
handling tools, storage containers, transport containers, and injection tools 
to assure proper labeling and physical condition. The inspection program 
may be performed concurrently with routine leak testing of sealed sources. 
Records of inspection and maintenance shall be made and maintained by the 
licensee or registrant in accordance with subsection (ee)(5) [(dd)(5)] of this 
section. 

 (2) If any inspection conducted in accordance with paragraph (1) of this 
subsection reveals damage to labeling or components critical to radiation 
safety, the device shall be removed from service at the time the damage is 
discovered and until repairs have been made. 

 (3) Any operation, such as drilling, cutting, or chiseling on a source 
holder containing a sealed source, shall be performed on the source holder 
only by persons specifically licensed to do so by the agency, another 
agreement [or licensing] state, or the NRC. The provisions of this paragraph 
do not apply to logging tool recovery (fishing) operations conducted in 
accordance with the provisions of subsection (dd)(4) [(cc)(4)] of this 
section. 

 (4) The repair, opening, or modification of any sealed source shall be 
performed only by persons specifically licensed to do so by the agency, 
another agreement or licensing state, or the NRC. 

(p) [(o)] Training requirements. 

 (1) No licensee or registrant shall permit any individual to act as a 
logging supervisor until such individual has met the following requirements: 
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  (A) successfully completed an agency-accepted course or a course 
recognized by another agreement [or licensing] state, or the NRC, including 
at least 24 hours of formal training in the subjects outlined in subsection 
(ee)(1) [(dd)(1)] of this section; 

  (B) received copies of and instruction in the following: 

   (i) the requirements contained in this section and the applicable 
subsections of §§289.201, 289.202, 289.203, and 289.231 of this title or 
their equivalent;  

   (ii) the conditions of the appropriate license or certificate of 
registration; and  

   (iii) the licensee's or registrant's operating, safety, and emergency 
procedures;  

  (C) demonstrated understanding of the requirements in subparagraphs 
(A) and (B) of this paragraph by successfully completing a written 
examination administered by the licensee or registrant;  

  (D) completed two months of on-the-job training under the 
supervision of a logging supervisor; and  

  (E) demonstrated through a field evaluation, competence in the use of 
sources of radiation, related handling tools, and the type of radiation survey 
instruments that will be used in the job assignment. 

 (2) No licensee or registrant shall permit any individual to act as a 
logging assistant until such individual has met the following requirements:  

  (A) received copies of and instruction in the applicable subsections of 
§§289.201, 289.202, 289.203, and 289.231 of this title or their equivalent, 
and the licensee's or registrant's operating, safety, and emergency 
procedures;  

  (B) demonstrated understanding of the requirements in subparagraph 
(A) of this paragraph by successfully completing a written examination 
administered by the licensee or registrant; and  
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  (C) demonstrated competence to use, under the personal supervision 
of the logging supervisor, the sources of radiation, related handling tools, 
and radiation survey instruments that will be used in the job assignment.  

 (3) The licensee or registrant shall provide an annual radiation safety 
review for logging supervisors and logging assistants. 

 (4) Each licensee or registrant shall maintain records that document that 
the requirements of paragraphs (1) - (3) of this subsection are met. Such 
records shall be maintained in accordance with subsection (ee)(5) [(dd)(5)] 
of this section. 

(q) [(p)] Operating, safety, and emergency procedures. The licensee or 
registrant shall maintain written operating, safety, and emergency 
procedures that include descriptions of and directions in at least the items 
listed in subsection (ee)(4) [(dd)(4)] of this section. 

(r) [(q)] Personnel monitoring. 

 (1) In addition to the requirements of §289.202(p)(4) and (q) of this title 
or §289.231(n) and (s)(3) of this title, as applicable, no licensee or 
registrant shall permit any individual to act as a logging supervisor or 
logging assistant unless that individual wears an individual monitoring device 
that is processed and evaluated by an accredited National Voluntary 
Laboratory Accreditation Program (NVLAP) processor, at all times during well 
logging service operations and/or tracer studies utilizing sources of radiation. 
Each individual monitoring device shall be assigned to and worn by only one 
individual. Film badges shall be replaced at least monthly. Other individual 
monitoring devices shall be replaced at least quarterly. After replacement, 
each individual monitoring device shall be returned to the supplier for 
processing within 14 calendar days or as soon as practicable. In 
circumstances that make it impossible to return each individual monitoring 
device to the supplier for processing within 14 calendar days, such 
circumstances shall be documented and available for review by the agency. 

 (2) When necessary in order to aid in determining the extent of an 
individual's exposure to concentrations of radioactive material, the agency 
may require a licensee or registrant to make available to the individual 
appropriate bioassay services and to furnish a copy of the reports of such 
services to the agency. 
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 (3) Personnel monitoring records shall be maintained by the licensee or 
registrant in accordance with subsection (ee)(5) [(dd)(5)] of this section. 

(s) [(r)] Radiation safety officer. 

 (1) A radiation safety officer (RSO) shall be designated for every license 
and certificate of registration issued by the agency.  

 (2) The RSO's documented qualifications shall include:  

  (A) possession of a high school diploma or a certificate of high school 
equivalency based on the GED test;  

  (B) completion of the training and testing requirements of subsection 
(o)(1) of this section; and 

  (C) two years of experience as a logging supervisor to include 
knowledge of well logging service operations and tracer studies. 

 (3) The duties of the RSO include, but are not limited to, the following: 

  (A) establishing and overseeing operating, safety, and emergency, and 
as low as reasonably achievable (ALARA) procedures, and to review them 
regularly to ensure that the procedures are current and conform with this 
chapter;  

  (B) overseeing and approving all phases of the training program for 
well logging service operations and/or tracer studies personnel so that 
appropriate and effective radiation protection practices are taught;  

  (C) ensuring that required radiation surveys and leak tests are 
performed and documented in accordance with this chapter, including any 
corrective measures when levels of radiation exceed established limits;  

  (D) ensuring that personnel monitoring is used properly by 
occupationally-exposed personnel, that records are kept of the monitoring 
results, and that timely notifications are made as required by §289.203 of 
this title;  

  (E) investigating and reporting to the agency each known or suspected 
case of radiation exposure to an individual or radiation level detected in 
excess of limits established by this chapter and each theft or loss of 
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source(s) of radiation, to determine the cause, and to take steps to prevent 
its recurrence;  

  (F) having a thorough knowledge of management policies and 
administrative procedures of the licensee or registrant;  

  (G) assuming control and having the authority to institute corrective 
actions including shutdown of operations when necessary in emergency 
situations or unsafe conditions; 

  (H) maintaining records as required by this chapter (see subsection 
(ee)(5) [(dd)(5)] of this section); 

  (I) ensuring the proper storing, labeling, transport, and use of sources 
of radiation, storage, and/or transport containers;  

  (J) ensuring that inventories are performed in accordance with 
subsection (k) [(j)] of this section;  

  (K) ensuring that personnel are complying with this chapter, the 
conditions of the license or the registration, and the operating, safety, and 
emergency procedures of the licensee or registrant; and  

  (L) serving as the primary contact with the agency. 

(t) [(s)] Security. 

 (1) A logging supervisor must be physically present at a temporary 
jobsite whenever radioactive material is being handled or is not stored and 
locked in a vehicle or storage place. The logging supervisor may leave the 
jobsite in order to obtain assistance if a sealed source becomes lodged in a 
well. 

 (2) During well logging, except when sealed sources are below ground or 
in shipping or storage containers, the logging supervisor or other individual 
designated by the logging supervisor shall maintain direct surveillance of the 
operation to prevent unauthorized entry into a restricted area, as defined in 
§289.201(b) of this title, or §289.231(c) of this title, as applicable. 

(u) [(t)] Handling tools. The licensee shall provide and require the use of 
tools that will assure remote handling of sealed sources other than low 
activity calibration sources.  
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(v) [(u)] Tracer studies.  

 (1) Appropriate protective clothing and equipment shall be used by all 
personnel handling radioactive tracer material. Precautions shall be taken to 
avoid ingestion or inhalation of radioactive material and to avoid 
contamination of field stations, temporary job sites, vehicles, associated 
equipment, and clothing.  

 (2) No licensee shall permit the injection of radioactive material into 
usable quality groundwater (3,000 parts per million (ppm) total dissolved 
solids or less) without prior written authorization from the agency.  

 (3) The well operator shall contact the licensee when a decision is made 
to reverse the radioactive tracer material out of a well. The licensee shall be 
on site and present at the well when radioactive tracer material is reversed 
out of a well. 

(w) [(v)] Particle accelerators. No licensee or registrant shall permit above-
ground testing of particle accelerators that results in the production of 
radiation except in areas or facilities controlled or shielded to meet the 
requirements of §289.202(f) or (n) of this title, or §289.231(m) or (o) of 
this title, as applicable.  

(x) [(w)] Radioactive markers. The licensee may use radioactive markers in 
wells only if the individual markers contain quantities of radioactive material 
not exceeding the quantities specified in §289.251(l)(2) [§289.251(m)(2)] of 
this title. The use of markers is subject only to the provisions of this 
subsection and subsection (k) [(j)] of this section. 

(y) [(x)] Uranium sinker bars. The licensee may use a depleted uranium 
sinker bar in well logging service operations only if it is legibly impressed 
with the wording "DANGER (or CAUTION), RADIOACTIVE-DEPLETED 
URANIUM, NOTIFY CIVIL AUTHORITIES (OR NAME OF COMPANY) IF 
FOUND." 

(z) [(y)] Energy compensation source. 

 (1) The licensee may use an energy compensation source that is 
contained within a logging tool or other tool components. 
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 (2) For well logging applications with a surface casing for protecting fresh 
water aquifers, use of the ECS is only subject to the requirements of 
subsections (j), (k), and (l) [(i), (j), and (k)] of this section. 

 (3) For well logging applications without a surface casing for protecting 
fresh water aquifers, use of the ECS is only subject to the requirements of 
subsections (e), (j), (k), (l), (cc)(4) and (dd) [(d), (i), (j), (k), (bb)(4) and 
(cc)] of this section. 

(aa) [(z)] Tritium neutron generator target source.  

 (1) Use of a tritium neutron generator target source, containing quantities 
not exceeding 30 curies (Ci) (1,110 gigabecquerels [gigabecquerel] (GBq)) 
and in a well with a surface casing to protect fresh water aquifers, is subject 
to the requirements of this section, except subsections (e), (m), and (dd) 
[(d), (l), and (cc)] of this section. 

 (2) Use of a tritium neutron generator target source, containing quantities 
exceeding 30 Ci (1,110 GBq) or in a well without a surface casing to protect 
fresh water aquifers, is subject to the requirements of this section, except 
subsection (m) [(l)] of this section. 

(bb) [(aa)] Radiation surveys. 

 (1) Radiation surveys (and calculations for neutron sources) shall be 
made and recorded for each area where radioactive materials are stored. 

 (2) Radiation surveys (and calculations for neutron sources) of the 
radiation levels in occupied positions and on the exterior of each vehicle 
used to transport radioactive materials shall be made and recorded. Such 
surveys (and calculations for neutron sources) shall include all sources of 
radiation transported in the vehicle. 

 (3) If the sealed source assembly is removed from the logging tool before 
departing the job site, a survey of the tool to verify that the logging tool is 
free of contamination shall be made and recorded. 

 (4) If the encapsulation of the sealed source has been damaged by an 
operation or is likely to have been damaged by an operation, the licensee 
shall immediately conduct a radiation survey and make a record of that 
survey, including a contamination survey, during and after the operation. 
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 (5) Radiation surveys shall be made and recorded at the job site and/or 
well head for each tracer operation except for those utilizing hydrogen-3, 
carbon-14, sulfur-35, or krypton-85. These surveys shall include 
measurements of radiation levels before and after the operation. 

 (6) Records required in accordance with paragraphs (1) - (5) of this 
subsection shall also include the dates, the identification of individual(s) 
making the survey, the unique identification of survey instrument(s) used, 
radiation measurements in milliroentgen per hour (mR/hr), calculations in 
millirem per hour (mrem/hr) (microsievert per hour (µSv/hr)), and an exact 
description of the location of the survey. Each licensee or registrant shall 
make and maintain records of these surveys in accordance with subsection 
(ee)(5) [(dd)(5)] of this section. 

(cc) [(bb)] Records/documents for inspection by the agency. 

 (1) Each licensee or registrant shall maintain the records/documents 
specified in subsection (ee)(5) [(dd)(5)] of this section for inspection by the 
agency. 

 (2) Each licensee or registrant maintaining additional authorized 
use/storage locations from which well logging service operations are 
conducted shall have copies of the records/documents specified in 
subsection (ee)(5)(B) - (E) [(dd)(5)(B) - (E)] and (G) - (O) of this section 
that are specific to the site available at each site for inspection by the 
agency. 

 (3) Records/documents required in accordance with paragraph (2) of this 
subsection shall be maintained in accordance with subsection (ee)(5) 
[(dd)(5)] of this section. 

 (4) Each licensee or registrant conducting well logging service operations 
at a temporary job site shall have copies of the records/documents specified 
in subsection (ee)(5)(B) [(dd)(5)(B)], (C), (I), (K), (L), and (N) of this 
section available at that site for inspection by the agency. 

 (5) Records/documents required by paragraph (4) of this subsection shall 
be maintained at the temporary job site for the period of operation at that 
site for inspection by the agency. 

(dd) [(cc)] Notification of incidents and lost sources; abandonment 
procedures for irretrievable sources. 
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 (1) Notification of incidents and sources lost in other than downhole well 
logging operations shall be made in accordance with appropriate provisions 
of §289.202 of this title, or §289.231 of this title, as applicable. 

 (2) Whenever a sealed source or a device containing radioactive material 
has been ruptured or is likely to have been ruptured, the licensee shall notify 
the agency immediately by telephone and submit written notification within 
30 days. The written notification shall designate the following: 

  (A) the well or other location; 

  (B) a description of the magnitude and extent of the escape of 
radioactive material; 

  (C) an assessment of the consequences of the rupture; and 

  (D) an explanation of the efforts planned or being taken to mitigate 
these consequences. 

 (3) Whenever a sealed source is separated from the logging tool and is 
lost downhole, the licensee shall notify the agency immediately by telephone 
prior to beginning source recovery operations. 

 (4) Whenever a sealed source or device containing radioactive material is 
lost downhole, the licensee shall do the following: 

  (A) consult with the well operator, well owner, drilling contractor, or 
land owner regarding methods to retrieve the source or device that may 
reduce the likelihood that the source or device will be damaged or ruptured 
during the logging tool recovery (fishing) operations; 

  (B) monitor with a radiation survey instrument (or logging tool 
adjusted to detect gamma emissions from source(s) lost downhole), at the 
surface for the presence of radioactive contamination during logging tool 
recovery (fishing) operations; and 

  (C) notify the agency immediately by telephone and submit written 
notification within 30 days if radioactive contamination is detected at the 
surface or if the source appears to be damaged. 

 (5) When efforts to recover the radioactive source are not successful, the 
licensee shall do the following: 
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  (A) notify the agency by telephone of the circumstances that resulted 
in the inability to retrieve the source and obtain agency approval to 
implement abandonment procedures, or that the licensee implemented 
abandonment before receiving agency approval because the licensee 
believed there was an immediate threat to public health and safety; and 

  (B) advise the well operator of the Railroad Commission of Texas 
requirements regarding abandonment and an appropriate method of 
abandonment, that shall include the following: 

   (i) the immobilization and sealing in place of the radioactive source 
with a cement plug;  

   (ii) a means to prevent inadvertent intrusion on the source, such as 
the setting of a whipstock or other deflection device, unless the source is not 
accessible to any subsequent drilling operations; and  

   (iii) the mounting of a permanent identification plaque, containing 
information required by paragraph (6) of this subsection, at the surface of 
the well; 

  (C) notify the agency by telephone giving the circumstances of the 
loss; and 

  (D) file a written report with the agency within 30 days of the 
abandonment, providing the following information: 

   (i) date of occurrence; 

   (ii) a description of the radioactive source involved, including 
radionuclide, activity, chemical and physical form, and manufacturer, model 
number and serial number; 

   (iii) surface location and identification of well; 

   (iv) results of efforts to immobilize and seal the source in place; 

   (v) depth of the radioactive source; 

   (vi) depth of the top of the cement plug; 

   (vii) depth of the well; and 
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   (viii) information contained on the permanent identification plaque. 

 (6) Whenever a sealed source containing radioactive material is 
abandoned downhole, the licensee shall provide a permanent plaque (an 
example of a suggested plaque is shown in subsection (ee)(3) [(dd)(3)] of 
this section) for posting on the well or wellbore. This plaque shall meet the 
following requirements: 

  (A) be constructed of long-lasting material such as stainless steel, 
brass, bronze, or monel. The size of the plaque should be convenient for use 
on active or inactive wells; for example, a 7-inch (17 cm) square. Letter size 
of the word "CAUTION" should be approximately twice the letter size of the 
rest of the information; for example, 1/2 inch (1.27 cm) and 1/4 inch (0.63 
cm) letter size, respectively; and 

  (B) contain the following engraved information on its face: 

   (i) the word "CAUTION;" 

   (ii) the radiation symbol (color not required); 

   (iii) the date of abandonment; 

   (iv) the name of the well operator or well owner; 

   (v) the well name and well identification number(s) or other 
designation; 

   (vi) radionuclide(s) and activity(ies) of the source(s); 

   (vii) the source depth and the plug back depth (depth to the top of 
the plug); and 

   (viii) an appropriate warning, depending on the specific 
circumstances of each abandonment, such as the following: 

    (I) "Do not drill below plug back depth;" 

    (II) "Do not enlarge casing;" or 

    (III) "Do not re-enter hole before contacting Radiation Control, 
Texas Department of State Health Services." 
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 (7) The licensee shall immediately notify the agency by telephone and 
confirming letter if the licensee knows or has reason to believe that 
radioactive material has been lost in or to an underground potable water 
source. Such notice shall designate well location and describe the magnitude 
and extent of loss of radioactive material, consequences of such loss and 
efforts taken or planned to mitigate these consequences. 

 (8) In the event of an uncontrolled release of radioactive tracer material 
to the environment, the licensee shall notify the agency by telephone within 
24 hours and submit written notification within 30 days. 

(ee) [(dd)] Appendices. 

 (1) Subjects to be included in training courses for well logging service 
operations and/or tracer studies are as follows: 

  (A) fundamentals of radiation safety that include: 

   (i) characteristics of radiation; 

   (ii) units of radiation dose (rem) and activity; 

   (iii) significance of radiation dose specifying radiation protection 
standards and biological effects of radiation; 

   (iv) levels of radiation from sources of radiation; 

   (v) methods of controlling radiation dose specifying time, distance, 
and shielding; 

   (vi) radiation safety practices, specifying prevention of 
contamination and methods of decontamination; and 

   (vii) discussion of ingestion, inhalation pathways; 

  (B) radiation detection instrumentation to be used that includes: 

   (i) use of radiation survey instruments specifying operation, 
calibration, and limitations; 

   (ii) survey techniques; and 

   (iii) use of individual monitoring devices; 
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  (C) equipment to be used that specifies; 

   (i) handling equipment and remote handling tools; 

   (ii) sources of radiation; 

   (iii) storage control, disposal, and transport of equipment and 
sources of radiation; 

   (iv) operation and control of equipment; and 

   (v) maintenance of equipment; 

  (D) pertinent federal and state requirements; 

  (E) the licensee's or registrant's written operating, safety, and 
emergency procedures; 

  (F) the licensee's or registrant's record keeping procedures; and  

  (G) case histories and potential consequences of accidents in well 
logging service operations and tracer studies. 

 (2) In addition to the subjects for training courses required in paragraph 
(1) of this subsection, individuals performing tracer studies must also 
complete training in the following subjects: 

  (A) sources of contamination; 

  (B) contamination detection and control; 

  (C) decontamination techniques and limits; 

  (D) survey techniques for tracer materials; and 

  (E) packaging requirements for transportation of radioactive materials, 
especially residual materials from tracer studies. 

 (3) The following is an example of a plaque for identifying wells 
containing sealed sources of radioactive material abandoned downhole: 

Figure: 25 TAC §289.253(ee)(3) [Figure: 25 TAC §289.253(dd)(3)] 
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 (4) The licensee's or registrant's operating, safety, and emergency 
procedures shall include descriptions of and instructions in at least the 
following: 

  (A) the handling and use of sources of radiation in wells without 
surface casing for protecting fresh water aquifers, if appropriate; 

  (B) the handling and use of sources of radiation to be employed so 
that no individual is likely to be exposed to radiation doses in excess of the 
limits established in §289.202 of this title, or §289.231 of this title, as 
applicable. Every reasonable effort shall be made to keep radiation 
exposures and releases of radioactive material in soils and effluents to 
unrestricted areas as low as is reasonably achievable; 

  (C) methods and occasions for conducting radiation surveys; 

  (D) methods and occasions for locking and securing sources of 
radiation; 

  (E) personnel monitoring, including bioassays, and the use of 
individual monitoring devices; 

  (F) removal of radioactive material from storage, transportation of 
radioactive material to field locations and temporary job sites, including 
packaging of sources of radiation in the vehicles, placarding of vehicles, 
securing sources of radiation during transportation, and return to storage; 

  (G) minimizing exposure of individuals during routine use and in the 
event of an accident; 

  (H) procedures for notifying proper personnel in the event of an 
accident or well excursion; 

  (I) maintenance of records; 

  (J) use, inspection, and maintenance of source holders, logging tools, 
source handling tools, storage containers, transport containers, and injection 
tools; 

  (K) procedures to be followed in the event a sealed source is lost or 
lodged downhole; 
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  (L) procedures to be used for picking up, receiving, handling, and 
opening packages containing radioactive material; 

  (M) procedures to be used for surveys of temporary job sites and 
equipment, and decontamination of vehicles, associated equipment, and 
clothing following tracer studies; 

  (N) storage and disposal of radioactive waste; 

  (O) procedures for laundering contaminated clothing, if applicable; 

  (P) licensee's or registrant's management structure; 

  (Q) posting of radiation areas and labeling radioactive material 
containers; 

  (R) procedures to be followed in the event of an uncontrolled release 
of radioactive tracer material to the environment; and 

  (S) actions to be taken if a sealed source is ruptured, including actions 
to prevent the spread of contamination and minimize inhalation and 
ingestion of radioactive material, and actions to obtain suitable radiation 
survey instruments as required by subsection (i) [(h)] of this section. 

 (5) The following records/documents shall be maintained by the licensee 
or registrant for inspection by the agency. 

Figure: 25 TAC §289.253(ee)(5) [Figure: 25 TAC §289.253(dd)(5)] 

 

 

§289.256. Medical and Veterinary Use of Radioactive Material. 

(a) Purpose. 

 (1) This section establishes requirements for the medical and veterinary 
use of radioactive material and for the issuance of specific licenses 
authorizing the medical and veterinary use of radioactive material. Unless 
otherwise exempted, no person shall manufacture, produce, receive, 
possess, use, transfer, own, or acquire radioactive material for medical or 
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veterinary use except as authorized in a license issued in accordance with 
this section.  

 (2) A person who manufactures, produces, receives, possesses, uses, 
transfers, owns, or acquires radioactive material prior to receiving a license 
is subject to the requirements of this chapter. 

 (3) (No change.) 

(b) (No change.) 

(c) Definitions. The following words and terms when used in this section 
shall have the following meaning unless the context clearly indicates 
otherwise. 

 (1) - (2) (No change.) 

 (3) Authorized medical physicist--An individual who meets the following: 

  (A) (No change.) 

  (B) is identified as an authorized medical physicist or teletherapy 
physicist on one of the following: 

   (i) a specific medical use license issued by the agency, the United 
States Nuclear Regulatory Commission (NRC), or an agreement state [, or 
licensing state];  

   (ii) (No change.)  

   (iii) a permit issued by an NRC, or agreement state [, or licensing 
state] broad scope medical use licensee; or 

   (iv) (No change.) 

  (C) (No change.) 

 (4) Authorized nuclear pharmacist--A pharmacist who meets the 
following: 

  (A) (No change.)  
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  (B) is identified as an authorized nuclear pharmacist on one of the 
following: 

   (i) a specific license issued by the agency, the NRC, or an 
agreement state [, or licensing state] that authorizes medical use or the 
practice of nuclear pharmacy; 

   (ii) (No change.) 

   (iii) a permit issued by the agency, the NRC, or an agreement state 
[, or licensing state] licensee with broad scope authorization that authorizes 
medical use or the practice of nuclear pharmacy; or 

   (iv) (No change.) 

  (C) - (E) (No change.) 

 (5) Authorized user--An authorized user is defined as follows:  

  (A) for human use, a physician licensed by the Texas Medical Board; 
or a dentist licensed by the Texas State Board of Dental Examiners; or a 
podiatrist licensed by the Texas State Board of Podiatric Medicine who:  

   (i) meets the requirements in subsections (m), (gg), (jj), (nn), 
(oo), (pp), (qq), (zz), (aaa), (ccc) or (ttt) [(m), (gg)(1), (jj)(1), (nn)(1), 
(oo)(1), (pp)(1), (zz)(1), (ccc)(1) or (ttt)(1)] of this section; or 

   (ii) is identified as an authorized user on any of the following:  

    (I) an agency, NRC, or agreement state [, or licensing state] 
license that authorizes the medical use of radioactive material; 

    (II) (No change.) 

    (III) a permit issued by a specific licensee with broad scope 
authorization issued by the agency, the NRC, or an agreement state [, or 
licensing state] authorizing the medical use of radioactive material; or 

    (IV) (No change.) 

  (B) for veterinary use, an individual who is, a veterinarian licensed by 
the Texas State Board of Veterinary Medical Examiners; and 
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   (i) (No change.) 

   (ii) has received training in accordance with subsections (gg), (jj), 
(nn) - (qq), (zz), (aaa), (ccc), and (ttt) of this section as applicable; or 

   (iii) is identified as an authorized user on any of the following: 

    (I) an agency, NRC, or agreement state [, or licensing state] 
license that authorizes the veterinary use of radioactive material; 

    (II) (No change.) 

    (III) a permit issued by a specific licensee with broad scope 
authorization issued by the agency, the NRC, or an agreement state [, or 
licensing state] authorizing the medical or veterinary use of radioactive 
material; or 

    (IV) (No change.) 

 (6) - (24) (No change.)  

 (25) Radiation safety officer (RSO)--For purposes of this section, an 
individual who: 

  (A) (No change.)  

  (B) is identified as an RSO on one of the following: 

   (i) a specific license issued by the agency, the NRC, or an 
agreement state [, or licensing state license] that authorizes the medical or 
veterinary use of radioactive material; or 

   (ii) (No change.) 

 (26) - (36) (No change.) 

(d) - (g) (No change.) 

(h) Training for radiation safety officer. Except as provided in subsection (l) 
of this section, the licensee shall require the individual fulfilling the 
responsibilities of an RSO in accordance with subsection (g) of this section 
for licenses for medical or veterinary use of radioactive material to be an 
individual who: 
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 (1) is certified by a specialty board whose certification process has been 
recognized by the agency, the NRC, or an agreement state and who meets 
the requirements in paragraphs (5) and (6) of this subsection. (The names 
of board certifications that have been recognized by the agency, the NRC, or 
an agreement state [, or licensing state] appear on the NRC's [agency's] 
web page at https://www.nrc.gov/materials/miau/med-use-toolkit/spec-
board-cert.html [, www.dshs.state.tx.us/radiation]).  

  (A) (No change.) 

  (B) To have its certification process recognized, a specialty board shall 
require all candidates for certification to:  

   (i) (No change.) 

   (ii) have two years of full-time practical training and/or supervised 
experience in medical physics as follows: 

    (I) under the supervision of a medical physicist who is certified 
in medical physics by a specialty board recognized by the agency, the NRC, 
or an agreement state [, or a licensing state]; or 

    (II) (No change.)  

   (iii) (No change.) 

 (2) meets the requirements of paragraphs (5) and (6) of this subsection 
and has completed a structured educational program consisting of the 
following: 

  (A) (No change.) 

  (B) one year of full-time radiation safety experience under the 
supervision of the individual identified as the RSO on an agency, NRC, or 
agreement state [, or licensing state] license or on a permit issued by an 
NRC master material licensee that authorizes similar type(s) of use(s) of 
radioactive material involving the following: 

   (i) - (vii) (No change.) 

 (3) is a medical physicist who has been certified by a specialty board 
whose certification process has been recognized by the agency, the NRC, or 
an agreement state [, or licensing state] in accordance with subsection (j)(1) 
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of this section and has experience in radiation safety for similar types of use 
of radioactive material for which the licensee is seeking the approval of the 
individual as RSO and who meets the requirements in paragraphs (5) and 
(6) of this subsection; or 

 (4) - (6) (No change.) 

(i) (No change.) 

(j) Training for an authorized medical physicist. Except as provided in 
subsection (l) of this section, the licensee shall require the authorized 
medical physicist to be an individual who: 

 (1) is certified by a specialty board whose certification process has been 
recognized by the agency, the NRC, or an agreement state [, or a licensing 
state] and who meets the requirements in paragraphs (2)(C) and (3) of this 
subsection. (The names of board certifications that have been recognized by 
the agency, the NRC, or an agreement state appear [, or licensing state will 
be posted] on the NRC's [agency's] web page at 
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 
[, www.dshs.state.tx.us/radiation]). To have its certification process 
recognized, a specialty board shall require all candidates for certification to 
meet the following: 

  (A) (No change.) 

  (B) complete two years of full-time practical training and/or supervised 
experience in medical physics as follows: 

   (i) under the supervision of a medical physicist who is certified in 
medical physics by a specialty board recognized by the agency, the NRC, or 
an agreement state [, or licensing state]; or 

   (ii) (No change.)  

  (C) (No change.) 

 (2) - (3) (No change.) 

(k) Training for an authorized nuclear pharmacist. Except as provided in 
subsection (l) of this section, the licensee shall require the authorized 
nuclear pharmacist to be a pharmacist who: 
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 (1) is certified by a specialty board whose certification process has been 
recognized by the agency, the NRC or an agreement state and who meets 
the requirements of paragraph (2)(C) of this subsection. (The names of 
board certifications that have been recognized by the agency, the NRC, or an 
agreement state [, or licensing state] appear on the NRC's [agency's] web 
page at https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-
cert.html [, www.dshs.state.tx.us/radiation]). To have its certification 
process recognized, a specialty board shall require all candidates for 
certification to: 

  (A) have graduated from a pharmacy program accredited by the 
Accreditation Council for Pharmacy Education [American Council on 
Pharmaceutical Education] (ACPE) or have passed the Foreign Pharmacy 
Graduate Examination Committee (FPGEC) examination; 

  (B) - (D) (No change.) 

 (2) has completed a 700 hour structured educational program including 
both: 

  (A) - (B) (No change.) 

  (C) has obtained written attestation, signed by a preceptor authorized 
nuclear pharmacist, that the individual has satisfactorily completed the 
requirements in paragraph (1)(A), (B) and (C) or (2)(A) and (B) of this 
subsection or this paragraph and has achieved a level of competency 
sufficient to function independently as an authorized nuclear pharmacist. 

(l) Training for experienced RSO, teletherapy or medical physicist, 
authorized medical physicist, authorized user, nuclear pharmacist, and 
authorized nuclear pharmacist. 

 (1) An individual identified as an RSO, a teletherapy or medical physicist, 
or a nuclear pharmacist on one of the following before October 24, 2002, 
need not comply with the training requirements of subsections (h), (j), or 
(k) of this section, respectively:  

  (A) an agency, NRC, or agreement state [, or licensing state] license; 

  (B) a permit issued by an agency, NRC, or agreement state [, or 
licensing state] licensee with broad scope authorization; 
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  (C) - (D) (No change.) 

 (2) An individual identified as an RSO, an authorized medical physicist, or 
an authorized nuclear pharmacist on one of the following between October 
24, 2002, and April 29, 2005, need not comply with the training 
requirements of subsections (h), (j) and (k) of this section, respectively: 

  (A) an agency, NRC, or agreement state [, or licensing state] license; 

  (B) a permit issued by the [an] agency, the NRC, or an agreement 
state [, or licensing state] with broad scope authorization; 

  (C) - (D) (No change.)  

 (3) An individual identified as a physician, dentist, podiatrist or 
veterinarian authorized for the medical or veterinary use of radioactive 
material and who performs only those medical or veterinary uses for which 
they were authorized on one of the following before the effective date of this 
rule need not comply with the training requirements of subsections (gg) - 
(ttt) of this section: 

  (A) an agency, NRC, or agreement state [, or licensing state] license; 

  (B) a permit issued by the [an] agency, the NRC, or an agreement 
state [, or licensing state] licensee with broad scope authorization; 

  (C) - (D) (No change.) 

 (4) (No change.) 

(m) - (n) (No change.) 

(o) License for medical and veterinary uses of radioactive material with 
broad scope authorization. In addition to the requirements of subsection (f) 
of this section, a license for medical use of radioactive material with broad 
scope authorization will be issued if the agency approves the following 
documentation submitted by the applicant: 

 (1) - (5) (No change.) 

 (6) that the full-time RSO meets the requirements of subsection (h) 
[(h)(2)] of this section; and 
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 (7) (No change.) 

(p) License for the use of remote control brachytherapy units, teletherapy 
units, or gamma stereotactic radiosurgery units. In addition to the 
requirements of subsection (f) of this section, a license for the use of remote 
control brachytherapy (RCB) units, teletherapy units, or gamma stereotactic 
radiosurgery units will be issued if the agency approves the following 
documentation submitted by the applicant: 

 (1) - (10) (No change.) 

 (11) of the spot check procedures as required by subsections (mmm) - 
(ooo) [(lll) - (nnn)] of this section, as applicable; and 

 (12) (No change.) 

(q) (No change.)  

(r) Amendment of licenses at request of licensee. 

 (1) (No change.) 

 (2) A licensee without broad-scope authorization shall apply for and shall 
receive a license amendment prior to the following: 

  (A) receiving or using radioactive material for a type of use that is 
authorized in accordance with [under] this section, but is not authorized on 
their current license issued in accordance with this section; 

  (B) - (G) (No change.) 

 (3) (No change.) 

(s) - (t) (No change.) 

(u) Suppliers for sealed sources or devices for medical use. A licensee may 
only use the following for medical use: 

 (1) sealed sources or devices manufactured, labeled, packaged, and 
distributed in accordance with a license issued by the agency, the NRC, or an 
agreement state [, or licensing state]; 

 (2) (No change.)  
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 (3) teletherapy sources manufactured and distributed in accordance with 
a license issued by the agency, the NRC, or an agreement state [, or 
licensing state]. 

(v) Possession, use, and calibration of dose calibrators to measure the 
activity of unsealed radioactive material. 

 (1) - (3) (No change.) 

 (4) The licensee shall maintain a record of each instrument calibration in 
accordance with subsection (www) of this section. The record shall include 
the following: 

  (A) (No change.) 

  (B) complete date of the calibration including the month, day and 
year; 

  (C) - (D) (No change.) 

(w) Calibration of survey instruments. A licensee shall calibrate the survey 
instruments used to show compliance with this subsection and with 
§289.202 of this title before first use, annually, and following a repair that 
affects the calibration. A licensee shall: 

 (1) - (2) (No change.)  

 (3) conspicuously note on the instrument the complete date of the 
calibration including the month, day, and year;  

 (4) - (5) (No change.) 

(x) Determination of dosages of unsealed radioactive material for medical 
use. 

 (1) (No change.) 

 (2) For a unit dosage, this determination shall be made by:  

  (A) (No change.) 

  (B) a decay correction, based on the activity or activity concentration 
determined by the following: 
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   (i) a manufacturer or preparer licensed in accordance with 
§289.252(r) of this title, or under an equivalent NRC or [,] agreement state 
[, or licensing state] license; 

   (ii) - (iii) (No change.) 

 (3) For other than unit dosages, this determination shall be made by: 

  (A) - (B) (No change.) 

  (C) combination of volumetric measurements and mathematical 
calculations, based on the measurement made by: 

   (i) a manufacturer or preparer licensed in accordance with 
§289.252(r) of this title, or under an equivalent NRC or [,] agreement state 
[, or licensing state] license; or 

   (ii) (No change.) 

 (4) - (6) (No change.) 

(y) Authorization for calibration and reference sources. Any licensee 
authorized by subsections (n), (o), (p) or (q) of this section for medical use 
of radioactive material may receive, possess, and use the following 
radioactive material for check, calibration, and reference use: 

 (1) sealed sources manufactured and distributed in accordance with a 
license issued by the agency, the NRC, or another agreement state and that 
do not exceed 30 millicuries (mCi) (1.11 gigabecquerel (GBq)) each; 

 (2) sealed sources redistributed by a licensee authorized to redistribute 
the sealed sources manufactured and distributed in accordance with a 
license issued by the agency, the NRC, or another agreement state and that 
do not exceed 30 mCi (1.11GBq) each, provided the redistributed sealed 
sources are in the original packaging and shielding and are accompanied by 
the manufacturer's approved instructions;  

 (3) (No change.) 

 (4) any radioactive material with a half-life longer than 120 days in 
individual amounts not to exceed the smaller of 200 µCi (7.4 MBq) or 1000 
times the quantities in §289.202(ggg)(3) [§289.202(qqq)(3)] of this title; 
and 
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 (5) (No change.) 

(z) - (ee) (No change.) 

(ff) Use of unsealed radioactive material for uptake, dilution, and excretion 
studies that do not require a written directive. Except for quantities that 
require a written directive in accordance with subsection (t) of this section, a 
licensee may use any unsealed radioactive material prepared for medical or 
veterinary use for uptake, dilution, or excretion studies that meets the 
following: 

 (1) is obtained from: 

  (A) a manufacturer or preparer licensed in accordance with §289.252 
of this title or equivalent NRC or [,] agreement state [, or licensing state] 
requirements; or 

  (B) a PET radioactive drug producer licensed in accordance with 
§289.252(kk) of this title or equivalent NRC or [,] agreement state [, or 
licensing state] requirements; or 

 (2) (No change.) 

 (3) is obtained from and prepared by an NRC or [,] agreement state [, or 
licensing state] licensee for use in research in accordance with a Radioactive 
Drug Research Committee-approved protocol or an IND protocol accepted by 
the FDA; or 

 (4) (No change.) 

(gg) Training for uptake, dilution, and excretion studies. Except as provided 
in subsection (l) of this section, the licensee shall require an authorized user 
of unsealed radioactive material for the uses authorized in subsection (ff) of 
this section to be a physician who:  

 (1) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC or an agreement state and who 
meets the requirements in paragraph (3)(C) of this subsection. (The names 
of board certifications that have been recognized by the agency, the NRC, or 
an agreement state appear [, or licensing state will be posted] on the NRC's 
[agency's] web page at https://www.nrc.gov/materials/miau/med-use-
toolkit/spec-board-cert.html [, www.dshs.state.tx.us/radiation]). To have its 
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certification recognized, a specialty board shall require all candidates for 
certification to: 

  (A) - (B) (No change.) 

 (2) (No change.) 

 (3) has completed 60 hours of training and experience, including a 
minimum of eight hours of classroom and laboratory training, in basic 
radionuclide handling techniques applicable to the medical use of unsealed 
radioactive material for uptake, dilution, and excretion studies. The training 
and experience shall include the following: [.]  

  (A) classroom [Classroom] and laboratory training in the following 
areas: 

   (i) - (iv) (No change.) 

   (v) radiation biology; [.] 

  (B) work [Work] experience, under the supervision of an authorized 
user who meets the requirements of this subsection, subsections (l), (jj), or 
(nn) of this section, or equivalent NRC or agreement state requirements 
involving the following: 

   (i) - (vi) (No change.) 

  (C) written [Written] attestation, signed by a preceptor authorized 
user who meets the requirements of this subsection, subsections (l), (jj), or 
(nn) of this section, or equivalent NRC or agreement state requirements, 
that the individual has satisfactorily completed the requirements of 
paragraph (1)(A) or (3) of this subsection and has achieved a level of 
competency sufficient to function independently as an authorized user for 
the medical uses authorized in accordance with subsection (ff) of this 
section. 

(hh) Use of unsealed radioactive material for imaging and localization 
studies that do not require a written directive. Except for quantities that 
require a written directive in accordance with subsection (t) of this section, a 
licensee may use any unsealed radioactive material prepared for medical or 
veterinary use for imaging and localization studies that meets the following: 
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 (1) is obtained from:  

  (A) a manufacturer or preparer licensed in accordance with §289.252 
of this title or equivalent NRC or [,] agreement state [, or licensing state] 
requirements; or 

  (B) a PET radioactive drug producer licensed in accordance with 
§289.252(kk) of this title or equivalent NRC or [,] agreement state [, or 
licensing state] requirements; or 

 (2) (No change.) 

 (3) is obtained from and prepared by an NRC or [,] agreement state [, or 
licensing state] licensee for use in research in accordance with a Radioactive 
Drug Research Committee-approved protocol or an IND protocol accepted by 
the FDA; or 

 (4) (No change.) 

(ii) Permissible molybdenum-99, strontium-82, and strontium-85 
concentrations. 

 (1) The licensee may not administer to humans a radiopharmaceutical 
that contains: 

  (A) more than 0.15 µCi of molybdenum-99 per mCi [millicurie] of 
technetium-99m (0.15 kilobecquerel (kBq) of molybdenum-99 per MBq 
[megabecquerel] of technetium-99m); or 

  (B) more than 0.02 µCi of strontium-82 per mCi of rubidium-82 
chloride (0.02 kBq [kilobecquerel] of strontium-82 per MBq [megabecquerel] 
of rubidium-82 chloride) injection; or 

  (C) more than 0.2 µCi of strontium-85 per mCi of rubidium-82 (0.2 
kBq [kilobecquerel] of strontium-85 per MBq [megabecquerel] of rubidium-
82 chloride) injection. 

 (2) - (3) (No change.) 

 (4) If the licensee is required to measure the molybdenum-99 or 
strontium-82 and strontium-85 concentrations, the licensee shall retain a 
record of each measurement in accordance with subsection (www) of this 
section for inspection by the agency. The record shall include the following: 
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  (A) for each measured elution of technetium-99m: 

   (i) the ratio of the measures expressed as µCi [microcuries] of 
molybdenum-99 per mCi [millicurie] of technetium-99m (kBq [kilobecquerel] 
of molybdenum-99 per MBq [megabecquerel] of technetium-99m); 

   (ii) - (iii) (No change.) 

  (B) for each measured elution of rubidium-82: 

   (i) the ratio of the measures expressed as µCi of strontium-82 per 
mCi of rubidium (kBq [kilobecquerel] of strontium-82 per MBq 
[megabecquerel] of rubidium-82); 

   (ii) the ratio of the measures expressed as µCi of strontium-85 per 
mCi of rubidium (kBq [kilobecquerel] of strontium-85 per MBq 
[megabecquerel] of rubidium-82); 

   (iii) - (iv) (No change.) 

(jj) Training for imaging and localization studies. Except as provided in 
subsection (l) of this section, the licensee shall require an authorized user of 
unsealed radioactive material for the uses authorized in subsection (hh) of 
this section to be a physician who: 

 (1) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC or an agreement state and who 
meets the requirements of paragraph (3)(C) of this subsection. (The names 
of board certifications that have been recognized by the agency, the NRC, or 
an agreement state [, or licensing state] appear on the NRC's [agency's] 
web page at https://www.nrc.gov/materials/miau/med-use-toolkit/spec-
board-cert.html [, www.dshs.state.tx.us/radiation]). To have its certification 
process recognized, a specialty board shall require all candidates for 
certification to: 

  (A) - (B) (No change.) 

 (2) - (3) (No change.) 

(kk) Use of unsealed radioactive material that requires a written directive. A 
licensee may use any unsealed radioactive material prepared for medical use 
that requires a written directive that meets the following: 
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 (1) is obtained from: 

  (A) a manufacturer or preparer licensed in accordance with §289.252 
of this title or equivalent NRC or [,] agreement state [, or licensing state] 
requirements;  

  (B) a PET radioactive drug producer licensed in accordance with 
§289.252(kk) of this title or equivalent NRC or agreement state 
requirements; or 

 (2) (No change.) 

 (3) is obtained from and prepared by an NRC or [,] agreement state [, or 
licensing state] licensee for use in research in accordance with an IND 
protocol accepted by the FDA; or 

 (4) (No change.) 

(ll) - (mm) (No change.) 

(nn) Training for use of unsealed radioactive material that requires a written 
directive. Except as provided in subsection (l) of this section, the licensee 
shall require an authorized user of unsealed radioactive material for the uses 
authorized in subsection (kk) of this section to be a physician who:  

 (1) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC, or an agreement state [, or 
licensing state] and who meets the requirements in paragraph (2)(B)(vi) and 
(C) this subsection. (Specialty boards whose certification processes have 
been recognized by the agency, the NRC, or an agreement state appear [, or 
licensing state will be posted] on the NRC's [agency's] webpage at 
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 
[, www.dshs.state.tx.us/radiation]). To be recognized, a specialty board 
shall require all candidates for certification to: 

  (A) - (B) (No change.) 

 (2) (No change.) 

(oo) Training for the oral administration of sodium iodide I-131 requiring a 
written directive in quantities less than or equal to 33 mCi (1.22 GBq). 
Except as provided in subsection (l) of this section, the licensee shall require 
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an authorized user for the oral administration of sodium iodide I-131 
requiring a written directive in quantities less than or equal to 33 mCi (1.22 
GBq) to be a physician who: 

 (1) is certified by a medical specialty board whose certification process 
includes all of the requirements of paragraph (3)(A) and (B) of this 
subsection and whose certification has been recognized by the agency, the 
NRC, or an agreement state [, or licensing state] and who meets the 
requirements in paragraph (3)(C) of this subsection. (The names of board 
certifications which have been recognized by the agency, the NRC, or an 
agreement state appear [, or licensing state will be posted] on the NRC's 
[agency's] web page at https://www.nrc.gov/materials/miau/med-use-
toolkit/spec-board-cert.html [, www.dshs.state.tx.us/radiation]); or  

 (2) - (3) (No change.) 

(pp) Training for the oral administration of sodium iodide I-131 requiring a 
written directive in quantities greater than 33 mCi (1.22 GBq). Except as 
provided in subsection (l) of this section, the licensee shall require an 
authorized user for the oral administration of sodium iodide I-131 requiring a 
written directive in quantities greater than 33 mCi (1.22 GBq) to be a 
physician who: 

 (1) is certified by a medical specialty board whose certification process 
includes all of the requirements in paragraph (3)(A) and (B) of this 
subsection and whose certification has been recognized by the agency, the 
NRC, or an agreement state [, or licensing state] and who meets the 
requirements in paragraph (3) of this subsection. (The names of board 
certifications which have been recognized by the agency, the NRC, or an 
agreement state [, or licensing state] appear on the NRC's [agency's] web 
page at https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-
cert.html [, www.dshs.state.tx.us/radiation]); or  

 (2) - (3) (No change.) 

(qq) Training for the parenteral administration of unsealed radioactive 
material requiring a written directive. Except as provided in subsection (l) of 
this section, the licensee shall require an authorized user for the parenteral 
administration requiring a written directive to be a physician who:  

 (1) - (2) (No change.) 
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 (3) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC, or an agreement state [, or 
licensing state] in accordance with subsections (zz) or (ttt) of this section, 
and who meets the requirements of paragraph (4) of this subsection. (The 
names of board certifications which have been recognized by the agency, the 
NRC, or an agreement state appear [, or licensing state will be posted] on 
the NRC's [agency's] web page at 
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 
[, www.dshs.state.tx.us/radiation]); and 

 (4) (No change.) 

(rr) - (vv) (No change.) 

(ww) Calibration measurements of brachytherapy sealed sources. 

 (1) - (3) (No change.) 

 (4) The licensee shall retain a record of each calibration in accordance 
with subsection (www) of this section for inspection by the agency. The 
record shall include the following: 

  (A) complete date of the calibration including the month, day, and 
year; 

  (B) - (E) (No change.) 

(xx) - (yy) (No change.) 

(zz) Training for use of manual brachytherapy sealed sources. Except as 
provided in subsection (l) of this section, the licensee shall require an 
authorized user of a manual brachytherapy source for the uses authorized in 
subsection (rr) of this section to be a physician who: 

 (1) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC or an agreement state and who 
meets the requirements of paragraph (2)(D) of this section. (The names of 
board certifications that have been recognized by the agency, the NRC, or an 
agreement state appear [, or licensing state will be posted] on the NRC's 
[agency's] web page at https://www.nrc.gov/materials/miau/med-use-
toolkit/spec-board-cert.html [, www.dshs.state.tx.us/radiation]). To have its 
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certification recognized, a specialty board shall require all candidates for 
certification to: 

  (A) - (B) (No change.) 

 (2) (No change.) 

(aaa) - (bbb) (No change.) 

(ccc) Training for use of sealed sources for diagnosis. Except as provided in 
subsection (l) of this section, the licensee shall require the authorized user of 
a diagnostic sealed source for use in a device authorized in accordance with 
subsection (bbb) of this section to be a physician, dentist, or podiatrist who: 

 (1) is certified by a specialty board whose certification process includes 
the requirements of paragraphs (2) and (3) of this subsection and whose 
certification has been recognized by the agency, the NRC, or an agreement 
state [, or licensing state]. (The names of board certifications that have been 
recognized by the agency, the NRC, or an agreement state appear [, or 
licensing state will be posted] on the NRC's [agency's] web page at 
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 
[, www.dshs.state.tx.us/radiation]); or 

 (2) - (3) (No change.) 

(ddd) - (eee) (No change.) 

(fff) Installation, maintenance, adjustment, and repair. 

 (1) Only a person specifically licensed by the agency, the NRC, or an 
agreement state [, or licensing state] shall install, maintain, adjust, or repair 
a remote afterloader unit, teletherapy unit, or gamma stereotactic 
radiosurgery unit that involves work on the sealed source(s) shielding, the 
sealed source(s) driving unit, or other electronic or mechanical component 
that could expose the sealed source(s), reduce the shielding around the 
sealed source(s), or compromise the radiation safety of the unit or the 
sealed source(s). 

 (2) Except for low dose-rate remote afterloader units, only a person 
specifically licensed by the agency, the NRC, or an agreement state [, or 
licensing state] shall install, replace, relocate, or remove a sealed source or 
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sealed source contained in other remote afterloader units, teletherapy units, 
or gamma stereotactic units. 

 (3) For a low dose-rate remote afterloader unit, only a person specifically 
licensed by the agency, the NRC, an agreement state, [a licensing state,] or 
an authorized medical physicist shall install, replace, relocate, or remove a 
sealed source(s) contained in the unit. 

 (4) (No change.) 

(ggg) - (hhh) (No change.) 

(iii) Dosimetry equipment. 

 (1) - (2) (No change.)  

 (3) The licensee shall retain a record of each calibration, intercomparison, 
and comparison of dosimetry equipment in accordance with subsection 
(www) of this section for inspection by the agency. The record shall include 
the following: 

  (A) complete date of the calibration including the month, day, and 
year; 

  (B) - (D) (No change.) 

(jjj) Full calibration measurements on teletherapy units. 

 (1) - (6) (No change.)  

 (7) The licensee shall retain a record of each calibration in accordance 
with subsection (www) of this section for inspection by the agency. The 
record shall include the following: 

  (A) complete date of the calibration including the month, day, and 
year; 

  (B) - (D) (No change.) 

(kkk) Full calibration measurements on remote afterloader units. 

 (1) - (8) (No change.) 
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 (9) The licensee shall retain a record of each calibration in accordance 
with subsection (www) of this section for inspection by the agency. The 
record shall include the following: 

  (A) complete date of the calibration including the month, day, and 
year; 

  (B) - (E) (No change.) 

(lll) Full calibration measurements on gamma stereotactic radiosurgery 
units. 

 (1) - (6) (No change.)  

 (7) The licensee shall retain a record of each calibration in accordance 
with subsection (www) of this section for inspection by the agency. The 
record shall include the following: 

  (A) complete date of the calibration including the month, day and 
year; 

  (B) - (D) (No change.) 

(mmm) - (qqq) (No change.) 

(rrr) Five-year inspection for teletherapy and gamma stereotactic 
radiosurgery units. 

 (1) (No change.) 

 (2) This inspection and servicing may only be performed by persons 
specifically licensed to do so by the agency, the NRC, or an agreement state 
[, or licensing state]. 

 (3) (No change.) 

(sss) (No change.) 

(ttt) Training for use of remote afterloader units, teletherapy units, and 
gamma stereotactic radiosurgery units. Except as provided in subsection (l) 
of this section, the licensee shall require an authorized user of a sealed 
source for a use authorized in subsection (ddd) of this section to be a 
physician who: 
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 (1) is certified by a medical specialty board whose certification process 
has been recognized by the agency, the NRC, or an agreement state [, or 
licensing state] and who meets the requirements of paragraphs (2)(D) and 
(3) of this subsection. (The names of board certifications that have been 
recognized by the agency, the NRC, or an agreement state appear [, or 
licensing state will be posted] on the NRC's [agency's] web page at 
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 
[, www.dshs.state.tx.us/radiation]). To have its certification recognized, a 
specialty board shall require all candidates for certification to: 

  (A) - (B) (No change.) 

 (2) - (3) (No change.)  

(uuu) Report and notification of a medical event. 

 (1) - (3) (No change.) 

 (4) The licensee shall submit a written report to the agency within 15 
calendar days after discovery of the medical event. The written report shall 
include the following, excluding the individual's name or any other 
information that could lead to identification of the individual: 

  (A) the licensee's name and radioactive material license number; 

  (B) a description of the licensed source of radiation involved, including, 
for radioactive material, the kind, quantity, chemical and physical form, 
source and/or device manufacturer, model number, and serial number, if 
applicable;  

  (C) [(B)] the name of the prescribing physician; 

  (D) [(C)] a brief description of the medical event;  

  (E) [(D)] why the event occurred; 

  (F) [(E)] the effect, if any, on the individual(s) who received the 
administration; 

  (G) [(F)] actions, if any, that have been taken, or are planned, to 
prevent recurrence; and 
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  (H) [(G)] certification that the licensee notified the individual (or the 
individual's responsible relative or guardian), and if not, why not.  

 (5) - (9) (No change.) 

(vvv) Report and notification of a dose to an embryo/fetus or nursing child. 

 (1) - (3) (No change.) 

 (4) The licensee shall submit a written report to the agency no later than 
15 calendar days after discovery of a dose to the embryo/fetus or nursing 
child that requires a report in accordance with paragraphs (1) or (2) of this 
subsection. The written report shall include the following, excluding the 
individual's or child's name or any other information that could lead to 
identification of the individual or child: 

  (A) the licensee's name and radioactive material license number; 

  (B) a description of the licensed source of radiation involved, including, 
for radioactive material, the kind, quantity, chemical and physical form, 
source and/or device manufacturer, model number, and serial number, if 
applicable;  

  (C) [(B)] the name of the prescribing physician; 

  (D) [(C)] a brief description of the event;  

  (E) [(D)] why the event occurred; 

  (F) [(E)] the effect, if any, on the embryo/fetus or the nursing child; 

  (G) [(F)] actions, if any, that have been taken, or are planned, to 
prevent recurrence; and 

  (H) [(G)] certification that the licensee notified the pregnant individual 
or mother (or the mother's or child's responsible relative or guardian), and if 
not, why not.  

 (5) - (8) (No change.) 

(www) Records/documents for agency inspection. Each licensee shall 
maintain copies of the following records/documents at each authorized use 
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site and make them available to the agency for inspection, upon reasonable 
notice. 

Figure: 25 TAC §289.256(www) [Figure: 25 TAC §289.256(www)] 

 

 

§289.257. Packaging and Transportation of Radioactive Material. 

(a) - (c) (No change.) 

(d) Definitions. The following words and terms when used in this section 
shall have the following meaning, unless the context clearly indicates 
otherwise. To ensure compatibility with international transportation 
standards, all limits in this section are given in terms of dual units: The 
International System of Units (SI) followed or preceded by United States 
(U.S.) standard or customary units. The U.S. customary units are not exact 
equivalents, but are rounded to a convenient value, providing a functionally 
equivalent unit. For the purpose of this section, SI units shall be used. 

 (1) - (10) (No change.)  

 (11) Contamination--The presence of a radioactive substance on a 
surface in quantities in excess of 0.4 becquerel per square centimeter 
(Bq/cm2) (10-5 microcurie per square centimeter (µCi/cm2)) for beta and 
gamma emitters and low toxicity alpha emitters, or 0.04 Bq/cm2 (10-6 
µCi/cm2) for all other alpha emitters. 

  (A) Fixed contamination means contamination that cannot be removed 
from a surface during normal conditions of transport. 

  (B) Non-fixed contamination means contamination that can be 
removed from a surface during normal conditions of transport. 

 (12) [(11)] Conveyance--For transport on: 

  (A) public highway or rail by transport vehicle or large freight 
container; 

  (B) water by vessel, or any hold, compartment, or defined deck area 
of a vessel including any transport vehicle on board the vessel; and 



Proposed - 68 
 

  (C) aircraft. 

 (13) [(12)] Criticality Safety Index (CSI)--The dimensionless number 
(rounded up to the next tenth) assigned to and placed on the label of a 
fissile material package, to designate the degree of control of accumulation 
of packages, overpacks or freight containers containing fissile material 
during transportation. Determination of the criticality safety index is 
described in subsection (i) of this section and Title 10, Code of Federal 
Regulations (CFR), §71.22, §71.23, and §71.59. The criticality safety index 
for an overpack, freight container, consignment or conveyance containing 
fissile material packages is the arithmetic sum of the criticality safety indices 
of all the fissile material packages contained within the overpack, freight 
container, consignment or conveyance. 

 (14) [(13)] Decontamination facility--A facility operating in accordance 
with an NRC, agreement state, or agency license whose principal purpose is 
decontamination of equipment or materials to accomplish recycle, reuse, or 
other waste management objectives, and, for purposes of this section, is not 
considered to be a consignee for LLRW shipments. 

 (15) [(14)] Deuterium--For the purposes of this section, this means 
deuterium and any deuterium compound, including heavy water, in which 
the ratio of deuterium atoms to hydrogen atoms exceeds 1:5000. 

 (16) [(15)] Disposal container--A transport container principally used to 
confine LLRW during disposal operations at a land disposal facility (also see 
definition for high integrity container). Note that for some shipments, the 
disposal container may be the transport package. 

 (17) [(16)] Environmental Protection Agency (EPA) identification number-
-The number received by a transporter following application to the 
administrator of EPA as required by Title 40, CFR, Part 263. 

 (18) [(17)] Exclusive use--The sole use by a single consignor of a 
conveyance for which all initial, intermediate, and final loading and 
unloading are carried out in accordance with the direction of the consignor or 
consignee. The consignor and the carrier shall ensure that any loading or 
unloading is performed by personnel having radiological training and 
resources appropriate for safe handling of the consignment. The consignor 
shall issue specific instructions, in writing, for maintenance of exclusive use 
shipment controls, and include them with the shipping paper information 
provided to the carrier by the consignor. 
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 (19) [(18)] Fissile material--The radionuclides plutonium-239, plutonium-
241, uranium-233, uranium-235, or any combination of these radionuclides. 
Fissile material means the fissile nuclides themselves, not material 
containing fissile nuclides. Unirradiated natural uranium and depleted 
uranium, and natural uranium or depleted uranium that has been irradiated 
in thermal reactors only are not included in this definition. Agency 
jurisdiction extends only to special nuclear material in quantities not 
sufficient to form a "critical mass" as defined in §289.201(b) of this title. 
Certain exclusions from fissile material controls are provided in subsection 
(h) of this section. 

 (20) [(19)] Freight forwarder--A person or entity which holds itself out to 
the general public to provide transportation of property for compensation 
and in the ordinary course of its business: 

  (A) assembles and consolidates, or provides for assembling and 
consolidating, shipments and performs break-bulk and distribution 
operations of the shipments; 

  (B) assumes responsibility for the transportation from the place of 
receipt to the place of destination; and 

  (C) uses for any part of the transportation a rail, motor or water 
carrier subject to the jurisdiction of either the Federal Motor Carrier Safety 
Administration or the Surface Transportation Board. 

 (21) [(20)] Generator--A licensee operating in accordance with an 
agency, NRC, or agreement state license who: 

  (A) is a waste generator as defined in this section; or  

  (B) is the licensee to whom waste can be attributed within the context 
of the Low-Level Radioactive Waste Policy Amendments Act of 1985 (e.g., 
waste generated as a result of decontamination or recycle activities). 

 (22) [(21)] Graphite--For the purposes of this section, this means 
graphite with a boron equivalent content of less than 5 parts per million and 
density greater than 1.5 grams per cubic centimeter.  

 (23) [(22)] High integrity container (HIC)--A container commonly 
designed to meet the structural stability requirements of Title 10, CFR, 
§61.56, and to meet DOT requirements for a Type A package. 
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 (24) [(23)] Indian Tribe [tribe]--An Indian or Alaska Native Tribe [tribe], 
band, nation, pueblo, village, or community that the Secretary of the 
Interior acknowledges to exist as an Indian Tribe [tribe] pursuant to the 
Federally Recognized Indian Tribe List Act of 1994, 25 U.S.C. §479a. 

 (25) [(24)] Industrial package (IP)--A packaging that, together with its 
low specific activity (LSA) material or surface contaminated object (SCO) 
contents, meets the requirements of Title 49, CFR, §173.410 and §173.411. 
Industrial packages are categorized in Title 49, CFR, §173.411 as either: 

  (A) Industrial package Type 1 (IP-1); 

  (B) Industrial package Type 2 (IP-2); or 

  (C) Industrial package Type 3 (IP-3). 

 (26) [(25)] Low-level radioactive waste (LLRW)--Radioactive material that 
meets the following criteria: 

  (A) LLRW is radioactive material that is: 

   (i) discarded or unwanted and is not exempt by rule adopted in 
accordance with the Texas Radiation Control Act (Act), Health and Safety 
Code, §401.106; 

   (ii) waste, as that term is defined in Title 10, CFR, §61.2; and 

   (iii) subject to: 

    (I) concentration limits established in Title 10, CFR, §61.55, or 
compatible rules adopted by the agency or the Texas Commission on 
Environmental Quality (TCEQ), as applicable; and 

    (II) disposal criteria established in Title 10, CFR, or established 
by the agency or TCEQ, as applicable. 

  (B) LLRW does not include: 

   (i) high-level radioactive waste as defined in Title 10, CFR, §60.2; 

   (ii) spent nuclear fuel as defined in Title 10, CFR, §72.3; 
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   (iii) byproduct material defined in the Act, Health and Safety Code, 
§401.003(3)(B); 

   (iv) naturally occurring radioactive material (NORM) waste that is 
not oil and gas NORM waste; 

   (v) oil and gas NORM waste; or 

   (vi) transuranics greater than 100 nanocuries (3.7 kilobecquerels) 
per gram (g). 

 (27) [(26)] Low specific activity (LSA) material--Radioactive material with 
limited specific activity which is nonfissile or is excepted in accordance with 
subsection (h) of this section, and which satisfies the following descriptions 
and limits set forth in this section. Shielding materials surrounding the LSA 
material may not be considered in determining the estimated average 
specific activity of the package contents. LSA material shall be in one of the 
following three groups: 

  (A) LSA-I. 

   (i) Uranium and thorium ores, concentrates of uranium and thorium 
ores, and other ores containing naturally occurring radionuclides that are 
[Ores containing only naturally occurring radionuclides (e.g., uranium, 
thorium) and uranium or thorium concentrates of such ores which are not] 
intended to be processed for the use of these radionuclides; or 

   (ii) Natural uranium, depleted uranium, natural thorium or their 
compounds or mixtures, provided they are unirradiated and in solid or liquid 
form; [Solid unirradiated natural uranium or depleted uranium or natural 
thorium or their solid or liquid compounds or mixtures;] or 

   (iii) Radioactive material other than fissile material for which the A2 
value is unlimited; or  

   (iv) Other radioactive material (e.g.: mill tailings, contaminated 
earth, concrete, rubble, other debris, and activated material) in which the 
radioactivity is distributed throughout, and the estimated average specific 
activity does not exceed 30 times the value for exempt material activity 
concentration determined in accordance with subsection (ee) of this section.  

  (B) LSA-II. 
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   (i) Water with tritium concentration up to 0.8 terabecquerel per liter 
(TBq/l) (20.0 curies per liter (Ci/l)); or 

   (ii) Other material in which the radioactivity is distributed 
throughout, and the average specific activity does not exceed 10-4 A2/g for 
solids and gases, and 10-5 A2/g for liquids. 

  (C) LSA-III. Solids (e.g., consolidated wastes, activated materials), 
excluding powders, that satisfy the requirements of Title 10, CFR, §71.77 in 
which: 

   (i) the radioactive material is distributed throughout a solid or a 
collection of solid objects, or is essentially uniformly distributed in a solid 
compact binding agent (such as concrete, bitumen, ceramic, etc.); and 

   (ii) the radioactive material is relatively insoluble, or it is 
intrinsically contained in a relatively insoluble material, so that, even with a 
loss of packaging, the loss of radioactive material per package by leaching, 
when placed in water for 7 days, will [would] not exceed 0.1 A2; and 

   (iii) the estimated average specific activity of the solid, excluding 
any shielding material, does not exceed 2 x 10-3 A2/g. 

 (28) [(27)] Low toxicity alpha emitters--Natural uranium, depleted 
uranium, natural thorium; uranium-235, uranium-238, thorium-232, 
thorium-228 or thorium-230 when contained in ores or physical or chemical 
concentrates or tailings; or alpha emitters with a half-life of less than 10 
days. 

 (29) [(28)] Maximum normal operating pressure--The maximum gauge 
pressure that would develop in the containment system in a period of 1 year 
under the heat condition specified in Title 10, CFR, §71.71(c)(1), in the 
absence of venting, external cooling by an ancillary system, or operational 
controls during transport. 

 (30) [(29)] Natural thorium--Thorium with the naturally occurring 
distribution of thorium isotopes (essentially 100 weight percent thorium-
232). 

 (31) [(30)] Normal form radioactive material--Radioactive material that 
has not been demonstrated to qualify as special form radioactive material. 
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 (32) [(31)] NRC Forms 540, 540A, 541, 541A, 542, and 542A--Official 
NRC forms referenced in subsection (ff) of this section which includes the 
information required by DOT in Title 49, CFR, Part 172. Licensees need not 
use originals of these forms as long as any substitute forms contain the 
equivalent information. Licensees may include additional information 
deemed relevant to the licensee's shipment of low-level radioactive waste. 
Upon agreement between the shipper and consignee, NRC Forms 541 (and 
541A) and NRC Forms 542 (and 542A) or equivalent documents may be 
completed, transmitted, and stored in electronic media. The electronic media 
shall have the capability for producing legible, accurate, and complete 
records in the format of the uniform manifest. 

 (33) [(32)] Package--The packaging together with its radioactive contents 
as presented for transport. 

  (A) Fissile material package, Type AF package, Type BF package, Type 
B(U)F package, or Type B(M)F package--A fissile material packaging 
together with its fissile material contents. 

  (B) Type A package--A Type A packaging together with its radioactive 
contents. A Type A package is defined and shall comply with the DOT 
regulations in Title 49, CFR, Part 173.  

  (C) Type B package--A Type B packaging together with its radioactive 
contents. On approval by the NRC, a Type B package design is designated by 
NRC as B(U) unless the package has a maximum normal operating pressure 
of more than 700 kilopascals (kPa) (100 pounds per square inch (lb/in2)) 
gauge or a pressure relief device that would allow the release of radioactive 
material to the environment under the tests specified in Title 10, CFR, 
§71.73 (hypothetical accident conditions), in which case it will receive a 
designation B(M). B(U) refers to the need for unilateral approval of 
international shipments; B(M) refers to the need for multilateral approval of 
international shipments. There is no distinction made in how packages with 
these designations may be used in domestic transportation. To determine 
their distinction for international transportation, see DOT regulations in Title 
49, CFR, Part 173. A Type B package approved before September 6, 1983, 
was designated only as Type B. Limitations on its use are specified in Title 
10, CFR, §71.19. 

 (34) [(33)] Packaging--The assembly of components necessary to ensure 
compliance with the packaging requirements of this section. It may consist 
of one or more receptacles, absorbent materials, spacing structures, thermal 



Proposed - 74 
 

insulation, radiation shielding, and devices for cooling or absorbing 
mechanical shocks. The vehicle, tie-down system, and auxiliary equipment 
may be designated as part of the packaging. 

 (35) [(34)] Physical description--The items called for on NRC Form 541 to 
describe a LLRW. 

 (36) [(35)] Registered freight forwarder--A freight forwarder that has an 
emergency plan approved in accordance with subsection (r) of this section 
and has been issued a registration letter. 

 (37) [(36)] Registered shipper--A shipper that has an emergency plan 
approved in accordance with subsection (r) of this section, and shipping 
containers approved in accordance with subsection(cc)(8) of this section and 
been issued a registration letter. 

 (38) [(37)] Registered transporter--A transporter that has an emergency 
plan approved in accordance with subsection (r) of this section, and proof of 
financial responsibility submitted and approved in accordance with 
subsection(e)(4) of this section and has been issued a registration letter. 

 (39) [(38)] Residual waste--LLRW resulting from processing or 
decontamination activities that cannot be easily separated into distinct 
batches attributable to specific waste generators. This waste is attributable 
to the processor or decontamination facility, as applicable. 

 (40) [(39)] Shipper--The licensed entity (i.e., the waste generator, waste 
collector, or waste processor) who offers LLRW for transportation, typically 
consigning this type of waste to a licensed waste collector, waste processor, 
or land disposal facility operator. This definition applies only to shipments of 
LLRW shipped to a Texas LLRW disposal facility. 

 (41) [(40)] Site of usage--The licensee's facility, including all buildings 
and structures between which radioactive material is transported and all 
roadways that are not within the public domain on which radioactive 
material can be transported. 

 (42) Special form radioactive material--Radioactive material that satisfies 
the following conditions: 

  (A) it is either a single solid piece or is contained in a sealed capsule 
that can be opened only by destroying the capsule; 
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  (B) the piece or capsule has at least one dimension not less than 5 
millimeters (0.2 in); and 

  (C) it satisfies the requirements of Title 10, CFR, §71.75. A special 
form encapsulation designed in accordance with the requirements of this 
subsection in effect on or after June 30, 1983 (see Title 10, CFR, Part 71, 
revised as of January 1, 1983), and constructed before July 1, 1985; a 
special form encapsulation designed in accordance with the requirements of 
this subsection in effect on or after March 31, 1996 (see Title 10, CFR, Part 
71, revised as of January 1, 1996), and constructed before April 1, 1998; 
and  

   (iii) special form material that was successfully tested before 
September 10, 2015, in accordance with the requirements of Title 10, CFR, 
§71.75(d) in effect before September 10, 2015 may continue to be used. 
Any other special form encapsulation must meet the specifications of this 
definition. 

 (43) [(41)] Specific activity of a radionuclide--The radioactivity of the 
radionuclide per unit mass of that nuclide. The specific activity of a material 
in which the radionuclide is essentially uniformly distributed is the 
radioactivity per unit mass of the material. 

 (44) [(42)] Spent nuclear fuel or spent fuel--Fuel that has been 
withdrawn from a nuclear reactor following irradiation, has undergone at 
least 1 year's decay since being used as a source of energy in a power 
reactor, and has not been chemically separated into its constituent elements 
by reprocessing. Spent fuel includes the special nuclear material, byproduct 
material, source material, and other radioactive materials associated with 
fuel assemblies. 

 (45) [(43)] Surface contaminated object (SCO)--A solid object that is not 
itself classed as radioactive material, but which has radioactive material 
distributed on any of its surfaces. A SCO shall be in one of the following two 
groups with surface activity not exceeding the following limits: 

  (A) SCO-I--A solid object on which: 

   (i) the non-fixed contamination on the accessible surface averaged 
over 300 square centimeters (cm2) (or the area of the surface if less than 
300 cm2) does not exceed 4 becquerels per square centimeter (Bq/cm2) (10-

4 microcurie per square centimeter (µCi/cm2)) for beta and gamma and low 
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toxicity alpha emitters, or 4 x 10-1 Bq/cm2 (10-5 µCi/cm2) for all other alpha 
emitters; 

   (ii) the fixed contamination on the accessible surface averaged over 
300 cm2 (or the area of the surface if less than 300 cm2) does not exceed 4 
x 104 Bq/cm2 (1 µCi/cm2) for beta and gamma and low toxicity alpha 
emitters, or 4 x 103 Bq/cm2 (10-1 µCi/cm2) for all other alpha emitters; and 

   (iii) the non-fixed contamination plus the fixed contamination on 
the inaccessible surface averaged over 300 cm2 (or the area of the surface if 
less than 300 cm2) does not exceed 4 x 104 Bq/cm2 (1 µCi/cm2) for beta and 
gamma and low toxicity alpha emitters, or 4 x 103 Bq/cm2 (10-1 µCi/cm2) for 
all other alpha emitters. 

  (B) SCO-II--A solid object on which the limits for SCO-I are exceeded 
and on which the following limits are not exceeded: 

   (i) the non-fixed contamination on the accessible surface averaged 
over 300 cm2 (or the area of the surface if less than 300 cm2) does not 
exceed 400 Bq/cm2 (10-2 µCi/cm2) for beta and gamma and low toxicity 
alpha emitters or 40 Bq/cm2 (10-3 µCi/cm2) for all other alpha emitters; 

   (ii) the fixed contamination on the accessible surface averaged over 
300 cm2 (or the area of the surface if less than 300 cm2) does not exceed 8 
x 105 Bq/cm2 (20 µCi/cm2) for beta and gamma and low toxicity alpha 
emitters, or 8 x 104 Bq/cm2 (2 µCi/cm2) for all other alpha emitters; and 

   (iii) the non-fixed contamination plus the fixed contamination on 
the inaccessible surface averaged over 300 cm2 (or the area of the surface if 
less than 300 cm2) does not exceed 8 x 105 Bq/cm2 (20 µCi/cm2) for beta 
and gamma and low toxicity alpha emitters, or 8 x 104 Bq/cm2 (2 µCi/cm2) 
for all other alpha emitters. 

 (46) [(44)] Transporter--A carrier who transports radioactive material. 

 (47) [(45)] Tribal official--The highest ranking individual that represents 
Tribal leadership, such as the Chief, President, or Tribal Council leadership. 

 (48) [(46)] Uniform Low-Level Radioactive Waste Manifest or uniform 
manifest--The combination of NRC Forms 540, 541, and, if necessary, 542, 
and their respective continuation sheets as needed, or equivalent. 
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 (49) [(47)] Unirradiated uranium--Uranium containing not more than 2 x 
103 Bq (0.054 µCi) of plutonium per gram of uranium-235, not more than 9 
x 106 Bq (243 µCi) of fission products per gram of uranium-235, and not 
more than 5 x 10-3 g of uranium-236 per gram of uranium-235. 

 (50) [(48)] Uranium--Natural, depleted, enriched: 

  (A) Natural uranium--Uranium (which may be chemically separated) 
with the naturally occurring distribution of uranium isotopes (approximately 
0.711 weight percent uranium-235, and the remainder by weight essentially 
uranium-238). 

  (B) Depleted uranium--Uranium containing less uranium-235 than the 
naturally occurring distribution of uranium isotopes. 

  (C) Enriched uranium--Uranium containing more uranium-235 than the 
naturally occurring distribution of uranium isotopes. 

 (51) [(49)] Waste collector--An entity, operating in accordance with an 
agency, NRC, or agreement state license, whose principal purpose is to 
collect and consolidate waste generated by others, and to transfer this 
waste, without processing or repackaging the collected waste, to another 
licensed waste collector, licensed waste processor, or licensed land disposal 
facility. 

 (52) [(50)] Waste description--The physical, chemical and radiological 
description of a LLRW as called for on NRC Form 541. 

 (53) [(51)] Waste generator--An entity, operating in accordance with an 
agency, NRC, or agreement state license, who: 

  (A) possesses any material or component that contains radioactivity or 
is radioactively contaminated for which the licensee foresees no further use; 
and 

  (B) transfers this material or component to a licensed land disposal 
facility or to a licensed waste collector or processor for handling or treatment 
prior to disposal. A licensee performing processing or decontamination 
services may be a waste generator if the transfer of LLRW from its facility is 
defined as residual waste. 
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 (54) [(52)] Waste processor--An entity, operating in accordance with an 
NRC or agreement state license, whose principal purpose is to process, 
repackage, or otherwise treat LLRW or waste generated by others prior to 
eventual transfer of waste to a licensed LLRW land disposal facility. 

 (55) [(53)] Waste type--A waste within a disposal container having a 
unique physical description (i.e., a specific waste descriptor code or 
description; or a waste sorbed on or solidified in a specifically-defined 
media). 

(e) (No change.) 

(f) Exemption for low-level radioactive materials. 

 (1) A licensee is exempt from all requirements of this section with respect 
to shipment or carriage of the following low-level materials:  

  (A) Natural material and ores containing naturally occurring 
radionuclides that are either in their natural state, or have only been 
processed for purposes other than for the extraction of the radionuclides, 
and which are not intended to be processed for use of these radionuclides, 
provided the activity concentration of the material does not exceed 10 times 
the applicable radionuclide activity concentration values specified in [Table 
257-4 of] subsection (ee), (ee)(7), and (ee)(8) of this section. 

  (B) Materials for which the activity concentration is not greater than 
the activity concentration values specified in [Table 257-4 of] subsection 
(ee), (ee)(7), and (ee)(8) of this section, or for which the consignment 
activity is not greater than the limit for an exempt consignment found in 
[Table 257-4 of] subsection (ee), (ee)(7), and (ee)(8) of this section. 

  (C) Non-radioactive solid objects with radioactive substances present 
on any surfaces in quantities not in excess of the levels cited in the definition 
of contamination in subsection (d) of this section. 

 (2) - (3) (No change.) 

(g) (No change.) 

(h) Exemption from classification as fissile material. Fissile materials meeting 
the requirements of at least one of the paragraphs (1) through (6) of this 
subsection are exempt from classification as fissile material and from the 
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fissile material package standards of Title 10, CFR §71.55 and §71.59, but 
are subject to all other requirements of this section, except as noted. 

 (1) - (3) (No change.) 

 (4) Uranium enriched in uranium-235 to a maximum of 1% by weight, 
and with total plutonium and uranium-233 content of up to 1% of the mass 
of uranium-235, provided that the mass of any beryllium, graphite, and 
hydrogenous material enriched in deuterium constitutes less than 5% of the 
uranium mass, and that the fissile material is distributed homogeneously 
and does not form a lattice arrangement within the package. 

 (5) - (6) (No change.) 

(i) General license. 

 (1) NRC-approved package. 

  (A) - (B) (No change.) 

  (C) This general license applies only to a licensee who meets the 
following requirements: 

   (i) - (ii) (No change.) 

   (iii) before the licensee's first use of the package, submits in writing 
to: ATTN: Document Control Desk, Director, Division of Spent Fuel Storage 
and Transportation [Project Office], Office of Nuclear Material Safety and 
Safeguards, using an appropriate method listed in Title 10, CFR, Part 71, the 
licensee's name and license number and the package identification number 
specified in the package approval. 

  (D) - (F) (No change.) 

 (2) - (3) (No change.) 

 (4) Use of foreign approved package. 

  (A) A general license is issued to any licensee to transport, or to 
deliver to a carrier for transport, licensed material in a package the design of 
which has been approved in a foreign national competent authority 
certificate that has been revalidated by the DOT as meeting the applicable 
requirements of Title 49, CFR, §171.23 [§171.12]. 
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  (B) (No change.)  

  (C) This general license applies only to [international] shipments made 
to or from locations outside the United States. 

  (D) This general license applies only to a licensee who: 

   (i) (No change.) 

   (ii) complies with the terms and conditions of the certificate and 
revalidation, and with the applicable requirements of [this section. With 
respect to the quality assurance provisions of] Title 10, CFR, Part 71, 
Subparts A, G, and H. [the licensee is exempt from design, construction, and 
fabrication considerations.] 

 (5) - (6) (No change.)  

(j) (No change.) 

(k) Preliminary determinations. Before the first use of any packaging for the 
shipment of licensed material the licensee shall: 

 (1) (No change.) 

 (2) where the maximum normal operating pressure will exceed 35 kPa (5 
lbf/in2) gauge, test the containment system at an internal pressure at least 
50% higher than the maximum normal operating pressure, to verify the 
capability of that system to maintain its structural integrity at that pressure; 
[and] 

 (3) conspicuously and durably mark the packaging with its model 
number, serial number, gross weight, and a package identification number 
assigned by NRC. Before applying the model number, the licensee shall 
determine that the packaging has been fabricated in accordance with the 
design approved by the NRC; and [.] 

 (4) ascertain that the determinations in subsections (a) through (c) of 
this section have been made in accordance with Title 10, CFR, §71.85. 

(l) - (n) (No change.)  

(o) Records.  
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 (1) For a period of 3 years after shipment, each licensee shall maintain, 
for inspection by the agency, a record of each shipment of radioactive 
material including the following where applicable: 

  (A) [(1)] identification of the packaging by model number and serial 
number; 

  (B) [(2)] verification that there are no significant defects in the 
packaging, as shipped; 

  (C) volume and identification of coolant; 

  (D) [(3)] type and quantity of radioactive material in each package, 
and the total quantity of each shipment; 

  (E) for each item of irradiated fissile material: 

   (i) identification by model number and serial number; 

   (ii) irradiation and decay history to the extent appropriate to 
demonstrate that its nuclear and thermal characteristics comply with license 
conditions; and 

   (iii) any abnormal or unusual condition relevant to radiation safety;  

  (F) [(4)] date of the shipment; 

  (G) [(5)] for fissile packages and for Type B packages, any special 
controls exercised; 

  (H) [(6)] name and address of the transferee; 

  (I) [(7)] address to which the shipment was made; and 

  (J) [(8)] surveys performed to determine compliance with subsection 
(l)(9) and (10) of this section. 

 (2) Each certificate holder shall maintain, for a period of 3 years after the 
life of the packaging to which they apply, records identifying the packaging 
by model number, serial number, and date of manufacture. 

 (3) The licensee, certificate holder, and an applicant for a certificate of 
compliance (CoC), shall make available to the agency for inspection, upon 
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reasonable notice, all records required by this section. Records are only valid 
if stamped, initialed, or signed and dated by authorized personnel, or 
otherwise authenticated. 

 (4) The licensee, certificate holder, and an applicant for a CoC shall 
maintain sufficient written records to furnish evidence of the quality of 
packaging.  

  (A) The records to be maintained include: 

   (i) results of the determinations required by subsection (k) of this 
section;  

   (ii) design, fabrication, and assembly records;  

   (iii) results of reviews, inspections, tests, and audits;  

   (iv) results of monitoring work performance and materials analyses; 
and  

   (v) results of maintenance, modification, and repair activities.  

  (B) Inspection, test, and audit records must identify the: 

   (i) inspector or data recorder; 

   (ii) type of observation; 

   (iii) results; 

   (iv) acceptability; and  

   (v) action taken in connection with any deficiencies noted.  

  (C) These records must be retained for 3 years after the life of the 
packaging to which they apply. 

(p) Reports. The transporter and shipper shall immediately report by 
telephone [, facsimile, or other electronic media transmission,] all 
radioactive waste transportation accidents to the agency, at (512) 458-
7460, and the local emergency management officials [planning committees] 
in the county where the radioactive waste accident occurs. All other 
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accidents involving radioactive material shall be reported in accordance with 
§289.202(xx) and (yy) of this title. 

(q) Advance notification of transport of irradiated reactor fuel and certain 
radioactive waste. 

 (1) - (3) (No change.) 

 (4) The following are procedures for submitting advance notification: 

  (A) - (B) (No change.) 

  (C) A notification delivered by any other means than mail shall reach 
the office of the governor or of the governor's designee or the Tribal official 
or Tribal official's designee at least 4 days before the beginning of the 7-day 
period during which departure of the shipment is estimated to occur. 

   (i) (No change.) 

   (ii) Contact information for each state, including telephone and 
mailing addresses of governors and governors' designees, and participating 
Tribes, including telephone and mailing addresses of Tribal officials and 
Tribal official's designees, is available on the NRC website at: 
https://scp.nrc.gov/special/designee.pdf. [The list of governor's designees 
and Tribal official's designees of participating Tribes is published annually in 
the Federal Register on or about June 30th to reflect any changes in 
information.] 

   (iii) (No change.) 

  (D) (No change.) 

 (5) - (7) (No change.) 

(r) - (t) (No change.)  

(u) Quality assurance program. A quality assurance program shall be 
maintained as follows: 

 (1) - (5) (No change.) 

 (6) Changes to quality assurance program. 
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  (A) Each quality assurance program approval holder shall submit, in 
accordance with §289.201(k) of this title, a description of a proposed change 
to its agency-approved quality assurance program that will reduce 
commitments in the program description as approved by the agency. The 
quality assurance program approval holder shall not implement the change 
before receiving agency approval. The description of a proposed change to 
the agency-approved quality assurance program must identify the change, 
the reason for the change, and the basis for concluding that the revised 
program incorporating the change continues to satisfy the applicable 
requirements of subsections (s) - (bb) of this section. 

  (B) Each quality assurance program approval holder may change a 
previously approved quality assurance program without prior agency 
approval, if the change does not reduce the commitments in the quality 
assurance program previously approved by the agency. Changes to the 
quality assurance program that do not reduce the commitments shall be 
submitted to the agency every 24 months in accordance with §289.201(k) of 
this title. In addition to quality assurance program changes involving 
administrative improvements and clarifications, spelling corrections, and 
non-substantive changes to punctuation or editorial items, the following 
changes are not considered reductions in commitment: 

   (i) the use of a quality assurance standard approved by the agency 
that is more recent than the quality assurance standard in the certificate 
holder's or applicant's current quality assurance program at the time of the 
change; 

   (ii) the use of generic organizational position titles that clearly 
denote the position function, supplemented as necessary by descriptive text, 
rather than specific titles, provided that there is no substantive change to 
either the functions of the position or reporting responsibilities; 

   (iii) the use of generic organizational charts to indicate functional 
relationships, authorities, and responsibilities, or alternatively, the use of 
descriptive text, provided that there is no substantive change to the 
functional relationships, authorities, or responsibilities; 

   (iv) the elimination of quality assurance program information that 
duplicates language in quality assurance regulatory guides and quality 
assurance standards to which the quality assurance program approval holder 
has committed to on record; and 
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   (v) organizational revisions that ensure that persons and 
organizations performing quality assurance functions continue to have the 
requisite authority and organizational freedom, including sufficient 
independence from cost and schedule when opposed to safety 
considerations. 

  (C) Each quality assurance program approval holder shall maintain 
records of quality assurance program changes. 

(v) - (x) (No change.) 

(y) Nonconforming materials, parts, or components. The licensee, certificate 
holder, and applicant for a CoC shall establish measures to control materials, 
parts, or components that do not conform to the licensee's requirements to 
prevent their inadvertent use or installation. These measures shall include the 
following, as appropriate: [;]  

 (1) procedures for identification, documentation, segregation, disposition, 
and notification to affected organizations; and  

 (2) nonconforming items shall be reviewed and accepted, rejected, 
repaired, or reworked in accordance with documented procedures.  

(z) (No change.) 

(aa) Quality assurance records. The licensee, certificate holder, and 
applicant for a CoC shall maintain written records sufficient to describe the 
activities affecting quality for inspection by the agency for 3 years beyond 
the date when the licensee, certificate holder, and applicant for a CoC last 
engage in the activity for which the quality assurance program was 
developed. If any portion of the written procedures or instructions is 
superseded, the licensee, certificate holder, and applicant for a CoC shall 
retain the superseded material for 3 years after it is superseded. The records 
must [shall] include the following: 

 (1) instructions, procedures, and drawings to prescribe quality assurance 
activities, and closely related specifications such as required qualifications of 
personnel, procedures, and equipment; [.]  

 (2) instructions or procedures which establish a records retention 
program that is consistent with applicable regulations and designates factors 
such as duration, location, and assigned responsibility; and [.] 
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 (3) changes to the quality assurance program as required by subsection 
(u)(6) of this section. 

(bb) - (dd) (No change.) 

(ee) Appendices for determination of A1 and A2. 

 (1) Values of A1 and A2. Values of A1 and A2 for individual radionuclides, 
which are the bases for many activity limits elsewhere in these rules are 
given in Table 257-3 of paragraph (6) of this subsection. The curie (Ci) 
values specified are obtained by converting from the terabecquerel (TBq) 
value [figure]. The TBq [Terabecquerel] values are the regulatory standard. 
The curie values are for information only and are not intended to be the 
regulatory standard. Where values of A1 or A2 are unlimited, it is for 
radiation control purposes only. For nuclear criticality safety, some materials 
are subject to controls placed on fissile material.  

 (2) Values of radionuclides not listed. 

  (A) For individual radionuclides whose identities are known, but are 
not listed in Table 257-3 of paragraph (6) of this subsection, the A1 and A2 
values contained in Table 257-5 of paragraph (8) of this subsection may be 
used. Otherwise, the licensee shall obtain prior agency or NRC approval of 
the A1 and A2 values for radionuclides not listed in Table 257-3 of paragraph 
(6) of this subsection, before shipping the material. 

  (B) For individual radionuclides whose identities are known, but that 
are not listed in Table 257-4 of paragraph (7) of this subsection, the exempt 
material activity concentration and exempt consignment activity values 
contained in Table 257-5 of paragraph (8) of this subsection may be used. 
Otherwise, the licensee shall obtain prior agency or NRC approval of the 
exempt material activity concentration and exempt consignment activity 
values, for radionuclides not listed in Table 257-4 of paragraph (7) [Table 
257-3 of paragraph (6)] of this subsection, before shipping the material.  

  (C) The licensee shall submit requests for prior approval, described in 
subparagraphs (A) and (B) of this paragraph to the agency or the NRC. 

 (3) (No change.) 
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 (4) Determination for mixtures of radionuclides whose identities and 
respective activities are known. For mixtures of radionuclides whose 
identities and respective activities are known, the following conditions apply. 

  (A) For special form radioactive material, the maximum quantity 
transported in a Type A package is as follows: 

Figure: 25 TAC §289.257(ee)(4)(A) [Figure: 25 TAC §289.257(ee)(4)(A)] 

  (B) For normal form radioactive material, the maximum quantity 
transported in a Type A package is as follows:  

Figure: 25 TAC §289.257(ee)(4)(B) [Figure: 25 TAC §289.257(ee)(4)(B)] 

  (C) If the package contains both special and normal form radioactive 
material, the activity that may be transported in a Type A package is as 
follows: 

Figure: 25 TAC §289.257(ee)(4)(C) 

  (D) [(C)] Alternatively, an A1 value for mixtures of special form 
material may be determined as follows: 

Figure: 25 TAC §289.257(ee)(4)(D) [Figure: 25 TAC §289.257(ee)(4)(C)] 

  (E) [(D)] Alternatively, an [An] A2 value for mixtures of normal form 
material may be determined as follows: 

Figure: 25 TAC §289.257(ee)(4)(E) [Figure: 25 TAC §289.257(ee)(4)(D)] 

  (F) [(E)] The exempt activity concentration for mixtures of nuclides 
may be determined as follows:  

Figure: 25 TAC §289.257(ee)(4)(F) [Figure: 25 TAC §289.257(ee)(4)(E)] 

  (G) [(F)] The activity limit for an exempt consignment for mixtures of 
radionuclides may be determined as follows: 

Figure: 25 TAC §289.257(ee)(4)(G) [Figure: 25 TAC §289.257(ee)(4)(F)] 

 (5) Determination when individual activities of some of the radionuclides 
are not known.  
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  (A) When the identity of each radionuclide is known, but the individual 
activities of some of the radionuclides are not known, the radionuclides may 
be grouped and the lowest A1 or A2 value, as appropriate, for the 
radionuclides in each group may be used in applying the formulas in 
paragraph (4) of this subsection. Groups may be based on the total alpha 
activity and the total beta/gamma activity when these are known, using the 
lowest A1 or A2 values for the alpha emitters and beta/gamma emitters.  

  (B) When the identity of each radionuclide is known but the individual 
activities of some of the radionuclides are not known, the radionuclides may 
be grouped and the lowest [A] (activity concentration for exempt material) 
or A (activity limit for exempt consignment) value, as appropriate, for the 
radionuclides in each group may be used in applying the formulas in 
paragraph (4) of this subsection. Groups may be based on the total alpha 
activity and the total beta/gamma activity when these are known, using the 
lowest [A] or A values for the alpha emitters and beta/gamma emitters, 
respectively. 

 (6) A1 and A2 values for radionuclides. The following Table 257-3 contains 
A1 and A2 values for radionuclides. [:] 

Figure: 25 TAC §289.257(ee)(6) [Figure: 25 TAC §289.257(ee)(6)] 

 (7) Exempt material activity concentrations and exempt consignment 
activity limits for radionuclides. The following Table 257-4 contains exempt 
material activity concentrations and exempt consignment activity limits for 
radionuclides: 

Figure: 25 TAC §289.257(ee)(7) [Figure: 25 TAC §289.257(ee)(7)] 

 (8) General values for A1 and A2. The following Table 257-5 contains 
general values for A1 and A2: 

Figure: 25 TAC §289.257(ee)(8) [Figure: 25 TAC §289.257(ee)(8)] 

 (9) (No change.) 

(ff) Appendices for the requirements for transfers of LLRW intended for 
disposal at licensed land disposal facilities and manifests. 

 (1) - (2) (No change.) 
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 (3) Forms. NRC Forms 540, 540A, 541, 541A, 542 and 542A, and the 
accompanying instructions, in hard copy, may be obtained by writing or 
calling the Office of the Chief Information Officer, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555-0001; telephone (301) 415-5877; or 
by visiting the NRC's Web site at http://www.nrc.gov and selecting forms 
from the index found on the NRC home page or [from the NRC] at 
www.nrc.gov/reading-rm/doc-collections/forms/#NRC. 

 (4) - (11) (No change.)  

 
 


