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Section 1:
  INTRODUCTION

The purpose of this Standard Operating Procedure guide is to provide a consolidated reference document for use in training and orientation of employees.  This guide will also be a useful reference tool for more experienced employees.  The SOP identifies the technical information and application requirements for the General Radioactive Materials License.(name of process here) This SOP will delineate all steps in the process, including responsible personnel, and approximate process milestones.  Additional information includes statute and rule authorization, a process flow chart, and supporting documentation (when necessary).  This SOP is only intended to describe routine conditions normally encountered with a General Radioactive Materials License.(name of process here)  Additional processes and/or irregular conditions that could be involved with a General Radioactive Materials License(name of process here) will be considered independently of this SOP.

Certain types of radioactive sources and devices containing radioactive material, as reviewed and licensed by the U.S. Nuclear Regulatory Commission, Tennessee or another Agreement State, or a Licensing State (1200-2-4-.04(ddd)), require the possessor to have a General Radioactive Materials License, a copy of which is provided by the manufacturer.  The possessor does not need to provide any information.  Federal or State regulations require distributors of generally-licensed radioactive devices and/or sources to provide sales and transfer information to the U.S. Nuclear Regulatory Commission or the appropriate Agreement State program.  Possessors of generally-licensed radioactive devices and/or sources are required to pay a fee.  Fees are assessed annually for each facility or individual in possession of a generally-licensed device.

(Describe the specific process & it’s purpose in the most general terms possible.)

Section 2:
  STATUTORY AND REGULATORY AUTHORITY FOR PROCESS

2.1 
Tennessee Statutory Authority

(list all applicable statutes, e.g., T.C.A. Section 68-25-115 (c))
· T.C.A. Section 68-23-101

2.2
Tennessee Regulatory Authority

(list all applicable rules to the rule number, e.g., Rule 1200-1-11-.06)
· Chapter 1200-2-10-.09

· Chapter 1200-2-10-.10

2.3
Federal Statutory Authority

(list all applicable equivalent EPA citations to the rule number, e.g., 33 USC §1342)
· U.S. Atomic Energy Act of 1954

2.4 Federal Regulatory Authority

(list all applicable equivalent EPA citations to the rule number, e.g., 40 CFR Part 122)

· 110 CFR Part 1

2.5
Applicable Division Policy

(list all applicable policies, note:  for this section list only policies that make rule and/or statute interpretation.  Any policies that are listed here will be incorporated into a unique appendix. Include the date and title of the policy.)
· Not Applicable

Section 3:
  DEFINITION OF TERMS

Accelerator–produced material. Means any material made radioactive by an accelerator.

Act. Means the Tennessee Code Annotated Chapter 23.

Activity. Means the rate of disintegration (transformation) or decay of radioactive material.  The units of activity are the curie (Ci) and the becquerel (Bq).

Agreement State. Means any state with which the United States Nuclear Regulatory Commission has entered into an effective agreement under Section 274 b. of the Atomic Energy Act of 1954, as amended (73 Stat. 689).
Adult. Means an individual 18 or more years of age.

ALARA (acronym for "as low as is reasonably achievable"). Means making every reasonable effort to maintain exposures to radiation as far below the dose limits in these Basic Standards as is practical consistent with the purpose for which the activity is undertaken and taking into account: 


(a)
The state of technology;


(b)
The economics of improvements in relation to:



(1)
The state of technology;



(2)
Benefits to public health and safety, and other societal and 





socioeconomic considerations; and



(3)
Utilization of radiation and radioactive materials in the public interest.

Background radiation. Means radiation from cosmic sources, naturally occurring radioactive materials, including radon (except as a decay product of source or special nuclear material) and global fallout as it exists in the environment from the testing of nuclear explosive devices.  "Background radiation" does not include radiation from sources of radiation subject to licensing or registering by the Division.

Byproduct material. Means any radioactive material (except special nuclear material) yielded in or made radioactive by exposure to the radiation incident to the process of producing or utilizing special nuclear material.

Department. Means to the Tennessee Department of Environment and Conservation. 

Division. Means the Division of Radiological Health of the Tennessee Department of Environment and Conservation.

Dose or radiation dose. Refers to a generic term that means absorbed dose, dose equivalent, effective dose equivalent, committed dose equivalent, committed effective dose equivalent, or total effective dose equivalent, as defined in other paragraphs of this Rule.

Entrance or access point. Means any location through which an individual could gain access to radiation areas or to sources of radiation.  This includes entry or exit portals of sufficient size to permit human entry, irrespective of their intended use.
Emergency procedure. Means the written pre–planned steps to be taken in the event of actual or suspected exposure of individuals to excessive radiation.  This procedure should include the names and telephone numbers of individuals to be contacted as well as directives for processing the film badge or other personnel monitoring device.

Exposure. Means being exposed to ionizing radiation or to radioactive material.

Former U.S. Atomic Energy Commission (AEC) or U.S. Nuclear Regulatory Commission (NRC) licensed facilities. Means nuclear reactors, nuclear fuel processing plants, uranium enrichment plants, or critical mass experimental facilities where AEC or NRC licenses have been terminated.

Generally applicable environmental radiation standards. Means standards issued by the 

Environmental Protection Agency (EPA) under the authority of the Atomic Energy Act of 1954, as amended. Impose limits on radiation exposures or levels, or concentrations or quantities of radioactive material, in the general environment outside the boundaries of locations under the control of persons possessing or using sources of radiation.

Government agency. Means any executive department, commission, independent establishment, corporation wholly or partly owned by the United States of America, which is an instrumentality of the United States, or any board, bureau, division, service, office, officer, authority, administration, or other establishment in the executive branch of the Government.

Gray (Gy). Refers to the SI unit of absorbed dose.  One gray is equal to an absorbed dose of 1 joule/kilogram (100 rads).

Individual. Means any human being.

Licensing State. Means any state with regulations equivalent to the Suggested State Regulations for Control of Radiation relating to, and an effective program for, the regulatory control of NARM.

License. Except where otherwise specified means a license issued pursuant to Chapter 1200–2–10.

Licensed material. Means radioactive material received, possessed, used, transferred or disposed of under a general or specific license issued by the Division.

Licensee. Means the holder of a license.
Limits (dose limits). Means the permissible upper bounds of radiation doses.

Lost or missing radioactive material. Means radioactive material whose location is unknown.  It includes material that has been shipped but has not reached its destination and whose location cannot be readily traced in the transportation system.

Minor. Means an individual less than 18 years of age.

NARM. Means any naturally occurring or accelerator–produced radioactive material.  It does not include byproduct, source, or special nuclear material.

Natural Radioactivity. Means radioactivity of naturally occurring nuclides.
NRC. Means the Nuclear Regulatory Commission or its duly authorized representatives.

Occupational dose. Means the dose received by an individual in the course of employment in which the individual's assigned duties involve exposure to radiation and/or to radioactive material from registered, unregistered, licensed and unlicensed sources of radiation, whether in the possession of the licensee, registrant or other person.  Occupational dose does not include dose received from background radiation, as a patient from medical practices or as a member of the general public.

Operating Procedures. Means detailed written instructions including but not limited to the normal operation of equipment and movable shielding, closing of interlock circuits, manipulation of controls, radiation monitoring procedures for personnel and areas, testing of interlocks, and record keeping requirements.

Person. Means an individual, trust, firm, joint stock company, corporation (including a government corporation), partnership, association, state, municipality, commission, political subdivision of a state, any interstate body, any governmental agency of this state and any department, agency, or instrumentality of the federal government.
Rad. Refers to the special unit of absorbed dose.  One rad is equal to an absorbed dose of 100 ergs/gram or 0.01 joule/kilogram (0.01 gray).

Radiation. Means all ionizing electromagnetic waves and corpuscular emissions such as, but not necessarily limited to, gamma rays and x–rays; alpha and beta particles; high speed electrons; neutrons; protons; and other nuclear particles but not radiowaves or visible, infrared, or ultraviolet light.

Radioactive Material. Means any material, solid, liquid, or gas, which emits radiation spontaneously.

Radiological Safety Officer. Means the qualified individual directly responsible for the safety of all persons at an installation utilizing sources of radiation from hazards associated with such sources.  This individual shall have the authority to stop operations whenever he believes that persons are being endangered.  (Some other commonly used titles to identify this individual are Radiation Protection Officer and Radiation Safety Officer.)
Rem. Refers to the special unit of any of the quantities expressed as dose equivalent.  The dose equivalent in rems is equal to the absorbed dose in rads multiplied by the quality factor (1 rem = 0.01 sievert).

Roentgen (R). Means the special unit of exposure.  One roentgen equals 2.58 x 10–4 coulomb per kilogram of air.

Sealed Source. Means any radioactive material that is permanently bonded or fixed in a capsule or matrix designed to prevent release or dispersal of the radioactive material under the most severe conditions which are likely to be encountered in normal use and handling.

Sievert. Refers to the SI unit of any of the quantities expressed as dose equivalent.  The dose equivalent in sieverts is equal to the absorbed dose in grays multiplied by the quality factor (1 Sv = 100 rems).
Source Material. Means:  (a) uranium or thorium, or any combination thereof, in any physical or chemical form, or (b) ores which contain by weight, one–twentieth of one percent (0.05 %) or more of (i) uranium, (ii) thorium or (iii) any combinations thereof.  Source material does not include special nuclear material.

Source of Radiation. Means material which emits radiation spontaneously, or apparatus which produces, or may produce when the associated controls are operated, one or more forms of radiation. 

These Regulations. Means “State Regulations for Protection Against Radiation.”
Unrefined and Unprocessed Ore. Means ore in its natural form prior to any processing, such as grinding, roasting, or refining.

Worker. Means an individual engaged in work under a license or registration issued by the Division and controlled by a licensee or registrant, but does not include the licensee or registrant.(Define key terms following the format that is presented in the regulations.)
Section 4:
  PROCESS FLOW DIAGRAM

(This portion shall be completed in SmartDraw®)

Section 5:
  PROCESS CHECKLIST

STEP #
ACTIVITY
DATE/INITIAL
MANDATED DUE DATE

1
Receive general license (GL) transfer from (GL) manufacturer

     

2
GL transfer notification forwarded to Registration / Device / Machine Permitting -RI Evaluation Supervisor

     

3
Forward GL transfer notification to GL reviewer

     

4
GL reviewer compares transfer notification to current GL list

     

5
If GL transfer notification identifies a current GL, a copy of the GL transfer notification is added to current GL file and original GL transfer is placed in specific GL manufacturer’s file 

     

6
If GL transfer identifies a new GL, then the GL reviewer returns a copy of the GL transfer to the Registration / Device / Machine Permitting -RI Evaluation Supervisor and the original GL transfer is placed in the specific GL manufacturer’s file

     

7
GL reviewer assigns new GL an identification number and adds to database.  The new GL file is returned to the GL reviewer for filing



     

8
The GL reviewer prepares an invoice for the new GL.  The invoice is forwarded to Accounts Receivable for mailing and payment tracking

     

(The process checklist should include and be consistent with all steps in the process description (section 6).  The purpose of the checklist is to document the transitions from step to step.  The format for Step # should be 1, 2, 3, etc.  The activity should be described as it appears in Section 6.  The Date should be in the following format 1/1/97 followed by the initial of the individual responsible for completing the step.  The mandated due date should describe the statutory and/or regulatory timeframe where applicable.)

Section 6:
  PROCESS PROCEDURES

Responsible Person
Steps

Central Office (CO) Clerical Staff
1. Receive General License Transfer Notification(title of step- consistant with flow diagram)
· Date stamp all materials received

· Forward information to Licensing Manager(sub-steps)
Level of Effort for this step:  0.1 hours (historical time)(level of effort documents the amount of time to complete this step without interruptions, e.g., .4, or 1.5)

CO Registration / Device /Machine Permitting - RI Evaluation Section Supervisor
2. Receive Notification(title of step- consistant with flow diagram)
· Assign general license transfer notification to general license reviewer(sub-steps)
Level of Effort for this step:  0.1 hours (historical time) (level of effort documents the amount of time to complete this step without interruptions, e.g., .4, or 1.5)

CO General License Reviewer
3. Review General License Transfer Notification(title of step- consistant with flow diagram)
· Compare general license transfer notification to current general license list

· 3a.  If general license transfer notification identifies a current general license holder, place a copy of the general license transfer notification in the current general license file and the original in the specific general license manufacturer’s file.

· 3b.  If general license transfer notification  identifies a new general license, prepare a general license file and place a copy of the general license transfer notification in the file and  file the original general license transfer notification in the specific manufacturer’s file.

· 3c.  Assign General License new identification number and new file is labeled. Forward the new identification number to the Registration / Device / Machine Permitting - RI Evaluation Supervisor to update data base.(sub-steps)
Level of Effort for this step:  1.5 hours (historical time)

(level of effort documents the amount of time to complete this step without interruptions, e.g., .4, or 1.5)

CO General License Reviewer
4. Prepare invoice for the new general license(title of step- consistant with flow diagram)
· 4a.  Forward invoice to Accounts Receivable for annual billing

· File general license transfer notification in the appropriate section of  Licensing and File Document Room(sub-steps)
Level of Effort for this step:  1.0 hours (historical time)(level of effort documents the amount of time to complete this step without interruptions, e.g., .4, or 1.5)

(note: copy and paste the above at the designated spot [****] before filling in  for each subsequent section needed)
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