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I.
INTRODUCTION
A.
PURPOSE OF GUIDE
This guide contains instructions to prepare a radioactive materials license application.  It is intended for applicants requiring licensure of the following portable gauging devices:
· Portable moisture/density gauges;
· X-ray fluorescence analyzers; and
· Other portable gauging devices.

Each of these devices contains radioactive material in the form of a sealed source.  There are numerous designs and uses of portable gauging devices.  The design of each is largely based on the intended use.  These uses range from analyzing lead-in-paint to measuring the moisture and density of construction materials and soils.
This guide contains appendices and exhibits, which are model procedures and forms.  As a whole, they represent the minimum information necessary to comply with the regulatory requirements.  They also serve as the foundation for an effective radiation protection program.  The model procedures are written to be stand-alone documents.  Therefore, acronyms, abbreviations, and other information may be repeated.
This guide also contains supplements.  They are intended to serve as resources for preparing the application.  The supplements also provide additional information and resources, including training resources.
License Type:  General and Specific

There are two license types: general license and specific license.  Certain concentrations, quantities, and items are exempt from the regulatory requirements and may be received without a general or specific license.  For additional information concerning exempt concentrations, quantities, and items, review section 64E-5.203, Florida Administrative Code (F.A.C.).
A general license does not require the filing of an application with the department or the issuance of a licensing document, although the filing of a certificate with the department is required of certain users as specified in subsections 64E-5.206(7) and (8), F.A.C.  The general license becomes effective upon receipt of the radioactive material.  The distributor is required to notify Florida whenever radioactive material has been delivered to a Florida customer.  While general licenses offer ease of acquisition, minimal documentation requirements and lower fees, they are subject to certain conditions, requirements, limitations and restrictions.  For additional information concerning issuance of a general license or the various types of general licenses, review section 64E-5.204, F.A.C., and section 64E-5.206, F.A.C.
Radioactive materials whose nuclear properties, chemical and physical form, and activity present a greater health and safety hazard or are not otherwise permitted under a general license require issuance of a specific license.  The specific license is a document issued to an applicant, authorizing a particular use of radioactive material.  The license identifies the radioactive material, chemical and physical form, maximum activity and the purposes for which it may be used.  Applicants must demonstrate that they have appropriately trained and qualified personnel, appropriate facilities, equipment and procedures to ensure safe operations.  The fees for a specific license are significantly higher than a general license.  The specific license application process is detailed, requiring establishment and implementation of a comprehensive radiation protection program.
Florida allows authorization for a general license to be included under a specific license.  Applicants seeking to include authorization for generally licensed radioactive materials as part of their specific license must include a written request for general license authorization as part of their application; see section III.7. of this introduction for additional guidance.  Once approved, authorization for generally licensed radioactive materials will be included as part of Items 6, 7, 8 and 9 of the license, and a general license condition describing requirements associated with generally licensed radioactive materials will be included in the license.  This condition does not provide an exemption from compliance with the current regulatory requirements.  Refer to Information Notice 2007-02, which summarizes additional requirements that were incorporated in Revision 6 to Part II, Subpart B, Chapter 64E-5, F.A.C., dated September 28, 2006.
This guide provides instructions for applicants seeking a specific license.  Unless otherwise noted, when used in this guide, the term “license” refers to a specific license.

Appendices, Exhibits and Supplements
Applicants must acquire and maintain appropriate facilities and equipment, have appropriately trained workers, and implement procedures that ensure compliance with regulatory requirements.  This guide provides a set of appendices, exhibits and supplements to assist in the development of a radiation protection program.

· Appendices are model procedures that may be used to address regulatory requirements.

· Exhibits are samples of the types of documents or forms that must be submitted as part of the application, and in some cases, are model forms that may be used to satisfy regulatory requirements.

· Supplements include resources for preparing the application and additional resources and reference material.
Model procedures and forms may be adopted by submitting them as part of the license application, or may be used as guides for developing equivalent procedures and forms.  Carefully review the regulations, model procedures and forms before deciding if the models are appropriate for the activities being requested.

IMPORTANT NOTICE:

The information provided in a license application must demonstrate that proposed equipment, facilities, personnel and procedures are adequate to protect public health and property in accordance with regulatory requirements.  Submission of incomplete or inadequate information will result in delays in the license approval process.  Additional information will be requested when necessary to ensure that an adequate radiation protection program has been established.  Such requests will delay completion of the application review, and may be minimized by a thorough study of the regulations and this guide prior to submitting the application.  
While adoption of the attached model procedures and forms should provide for a radiation protection program that complies with regulatory requirements, applicants may need to consider additional equipment, procedures and training that may be appropriate for the scope of their operations.
B.
APPLICABLE REGULATIONS
Florida is an Agreement State; it has an agreement with the U.S. Nuclear Regulatory Commission (NRC) to assume regulatory authority over most activities involving radioactive material within the state.  With certain exceptions, the Department of Health (department), Bureau of Radiation Control (bureau) regulates the possession and use of radioactive material within Florida.  Exceptions include nuclear power plants and federal agencies, and national security issues involving radioactive material, which remain under NRC jurisdiction.
Under authority of Chapter 404, Florida Statutes (the Florida Radiation Protection Act), the bureau issues licenses to users of radioactive material and performs inspections to ensure safe operations and compliance with Chapter 64E-5, Florida Administrative Code (F.A.C.), the department’s radiation control regulations.  Chapter 64E-5, F.A.C., is available on the Internet at http://www.doh.state.fl.us/environment/radiation.  The bureau amends these regulations periodically.  Licensees are notified of changes as they occur.  When applicable, licensees will need to revise their safety programs to address changes in regulatory requirements.

The following portions of the regulations are applicable to the use of radioactive material in the form of sealed sources in portable devices and should be used in conjunction with these instructions:

Part I
“General Provisions”

Part II
“Licensing of Radioactive Materials”

Part III
“Standards for Protection Against Radiation”

Part IX
“Notices, Instructions and Reports to Workers; Inspections”

Part XIII
“Radiation Safety Requirements for Possession and Use of Sealed or Unsealed 

 Sources of Radioactive Materials”

Part XV
“Transportation of Radioactive Materials”

Licensees engaging in transportation of radioactive materials or related activities are also subject to U.S. Department of Transportation (DOT) regulations, which are found in Title 49, Code of Federal Regulations (49 CFR), and are incorporated into Chapter 64E-5 by reference.  DOT regulations are available on the Internet at http://www.access.gpo.gov/nara/cfr/cfr-table-search.html#page1 and can be ordered from the U.S. Government Printing Office by calling (866) 512-1800 or writing P.O. Box 37954, Pittsburg, PA 15250-7954, Attn:  Superintendent of Documents.
C.
LICENSE REQUIREMENTS AND RESTRICTIONS
Licensees are required to confine use and possession of radioactive material to the locations and purposes authorized by the license.  The license is divided into two sections: Items and Conditions, which are described below.  The first section of the license lists Items 1 - 9.  The remainder of the document lists the license conditions, which may vary in number based on the authorizations provided by the license, but always begin with Condition 10.

License Items

	Item No. and Title
	Description

	1.
Name
	Lists the legal name of the licensee (individual or business).  If the license is issued to a business, Item 1 must list the company’s name as it is registered with the Florida Department of State, Division of Corporations; (800) 755-5111 or http://www.sunbiz.org/.  If a business operates under another name, Item 1 must list both the registered name and the fictitious name it is doing business as (d/b/a).

	2.
Address
	Lists the mailing address, which may be different from the physical address where records and portable gauging devices are stored.  If the two addresses are different, the physical address must be listed in Condition 10; if they are the same, Condition 10 will reference the address listed in Item 2.

	3.
License Number
	Lists the number assigned to the license by the bureau.  The number should be referenced in all license-related correspondence.

	4.
Expiration Date
	Lists the date the license is due to expire.  A radioactive materials license is valid for 5 years from the date of issuance.  A renewal application must be received by the bureau at least 30 days prior to the expiration date to ensure that the license remains valid.  The bureau sends out reminder notices as the license nears its expiration date.


	Item No. and Title
	Description

	5.
Category
	Lists the license category: 3L(I).  Activities involving possession and use of radioactive materials are divided into license categories.  Portable gauging devices (i.e., portable moisture/density gauges, X-ray fluorescence  analyzers, and similar devices) are covered under Category 3L(I).  Organizations seeking to conduct more than one category of licensed activity must obtain separate licenses for each category of use.  Refer to section 64E-5.204, F.A.C., or Regulatory Guide 6.20 for a complete listing of license types and fees.

	6.
Radioactive
Material
	Describes the type (element and mass number) of radioactive material the license authorizes for possession and use.  Many portable gauging devices contain dual sources, so one device may list two sources under separate subitems.

	7.
Form
	Describes the form of radioactive material the license authorizes for possession and use.  Virtually all portable gauging and measurement devices use sealed sources, so the source manufacturer’s name and model number are listed.

	8.
Possession Limit
	Lists the maximum possession limit for radioactive sealed sources.  In order to accommodate future business growth, a licensee may request authorization for a possession limit higher than the number of sources initially being obtained.  Possession of more sources than authorized is a license violation and may result in enforcement actions.

	9.
Use
	Describes the types of uses that are approved for the sources and devices listed in the previous items.  Improper use of radioactive material is a license violation and may result in enforcement actions.


License conditions describe requirements and limitations applicable to the radioactive materials authorized by the license.  Additional requirements and conditions may be incorporated as appropriate to protect public health and the environment.  If a licensee seeks added authorizations, supplementary license conditions may be added.  All Category 3L(I) licenses contain conditions addressing the following:

	· Authorized locations of use and storage
· Enforcement provisions
· Authorized User (AU) and Radiation Safety Officer (RSO) designations
· Radioactive material transfer limitations
· Radioactive material transportation requirements
	· Enforcement provisions
· Part III and IX provisions
· Leak testing requirements
· Inventory requirements
· Licensee commitments


II.
FILING AN APPLICATION
A.
GENERAL
Chapter 64E-5, F.A.C., this guide, forms, and other guidance documents are available on the bureau website: http://www.doh.state.fl.us/environment/radiation.
An application for a specific license requesting authorization to possess and use portable gauging devices, must be submitted on Form DH-1054, "Application For Radioactive Materials License, Non-Human Use."  The form is included as Supplement A of this guide, and is also available on the bureau website.  Space provided on the application form is limited, so 8.5” x 11” paper should be used to append additional pages.  Each page submitted with the application should be identified and keyed to the item number on Form DH-1054 to which it applies.  Three copies of the application and all attachments must be submitted (original and two copies), with another copy retained by the applicant.  
All application items must be addressed in sufficient detail to demonstrate that equipment, facilities, personnel qualifications and procedures are adequate to protect public health and safety or property.  Complete and submit the table provided as Supplement B to this guide to indicate whether model or equivalent procedures and forms have been included in the application.
	Mail to:
	If using an overnight delivery service, use:

	Florida Department of Health
Bureau of Radiation Control
Radioactive Materials Program
4052 Bald Cypress Way, Bin C21
Tallahassee, FL 32399-1741
	Florida Department of Health
Bureau of Radiation Control
Radioactive Materials Program
4042 Bald Cypress Way, Rm. 220.09
Tallahassee, FL 32399


With the exception of security-related information, all license applications and documents submitted to the bureau are available for review by the general public.  Do not submit proprietary information unless it is absolutely necessary for evaluation of the application.  Any request for withholding documents is subject to a determination by the department as to whether the document may actually be withheld in accordance with applicable laws and regulations.

Personal information about employees should not be submitted unless it is necessary.  Home addresses, home telephone numbers, dates of birth, and social security numbers should not be submitted unless the bureau specifically requests it.

When issued, the license will require that radioactive material be possessed and used in accordance with statements, representations and procedures provided in the application and supporting documentation (which are incorporated by referenced into the license).  Regulatory requirements specified in Chapter 64E-5, F.A.C., shall govern unless the statements, representations and procedures set forth in the license application and correspondence are more restrictive than the regulations.

B.
LICENSE FEES
The following fees are assessed:

Application fee
A non-refundable fee for processing the license application.  The amount is dependent on the category of license the applicant is seeking; refer to section 64E-5.204, F.A.C., or Regulatory Guide 6.20 for a description of application fees.  Review of the application will not begin until the proper fee is received by the department.  An application fee is also required to process an application for a new license replacing an existing license due to a change of ownership.

Annual fee
An annual fee covers department costs for administration of the materials licensing program.  The amount is dependent on the license category.  Refer to section 64E-5.204, F.A.C., or Regulatory Guide 6.20 for a description of annual fees.  Annual fees are due within 60 days of issuance of the new license; an invoice for this fee is included with the cover letter accompanying a new license.

Reclamation fee
In addition to the application and annual fees, a reclamation fee will be assessed for the Radiation Protection Trust Fund, established to pay department costs associated with a licensee’s abandonment of radioactive materials, default on lawful obligations, insolvency, or other inability to meet regulatory requirements, and to assure the protection of the public and environment.  Reclamation fees are equal to 5% of the annual fee.  Reclamation fees are due within 60 days of issuance of a new license; a fee invoice is included with the cover letter accompanying a new license.

Notes:
1.
Annual and reclamation fees are assessed on the anniversary of the license issuance date.  An invoice is sent to the licensee 30 days in advance of the due date.

2.
Fees are not assessed for license renewals, amendment requests, licensing actions, inspections initiated by the department, license terminations, or requests for regulatory information (except for document copying costs).
III.
CONTENTS OF AN APPLICATION
This section provides instructions on completing each item listed in Form DH-1054.

1.a.
NAME AND MAILING ADDRESS

List the name, mailing address, and telephone number of the individual or company to whom the license will be issued.  If available, please include an e-mail address and fax number.  An applicant corporation or other legal entity must be specified by legal name as registered with the Department of State, Division of Corporations.  If a fictitious name is to be included, it will be identified as the name the applicant is doing business as (d/b/a) and must also be registered with the state Division of Corporations.  For example, “ABC Corporation d/b/a ABC Enterprises of Florida.”  Business registration should be verified by contacting the Division of Corporations at (800) 755-5111 or on the Internet at http://www.sunbiz.org/.

To assist in identifying the proper legal entity, applicants should also list their business’ Federal Employer Identification (FEI) or Document Number if known or applicable; the FEI or Document Number is available on the Division of Corporations website.

If the mailing address is different from where radioactive material will be used and/or stored and where license-related records will be maintained, list that address in Item 1.b.

1.b.
STREET ADDRESS AT WHICH RADIOACTIVE MATERIAL WILL BE USED and/or 
  stored, IF DIFFERENT FROM 1.a.
Identify by street address any facilities or places of radioactive material use and/or storage other than described in Item 1.a.  Do not list an address by post office box.

Use of temporary job sites should be requested by adding the statement ”at temporary job sites.”  Use of licensed material at temporary job sites will become part of the license conditions.  Each separate location of temporary use does not need to be specified so long as the job sites are used only for a single job lasting less than two years.  

2.a.
LICENSE FEE CATEGORY
Indicate the appropriate license fee category; for moisture/density gauges, XRF analyzers, and other portable devices, list category 3L(I).  Refer to section 64E-5.204, F.A.C., or to Regulatory Guide 6.20 for a complete list.

2.b.
LICENSE FEE ENCLOSED
Indicate the amount of the enclosed license application fee in the space that is provided.  Refer to Section II.B., of this guide for a description of licensing fees.

3.
THIS IS AN APPLICATION FOR:
Mark the appropriate choice; if submitting an amendment request or a renewal application, indicate the applicable radioactive materials license number.

4.
INDIVIDUAL USERS
List each individual to be designated as an Authorized User (AU) of radioactive material 
(i.e., gauge operator) and attach a copy of their gauge training certificate.  A portable gauging device license does not typically list the name of each AU.  Instead, Condition 12 of the license typically states that “licensed materials shall be used by, or under the supervision and in the physical presence of, individuals who have successfully completed a training program for gauge users accepted by the department. . . .”  Maintaining documentation of training (including valid training certificates) for each user on file for inspection purposes is required to demonstrate that personnel are adequately trained. 

The training program (submitted as part of the radiation protection program under III.13.) must provide a commitment that all Authorized Users will complete either: 

· An approved radiation safety course provided by a third party (portable gauging device manufacturer or another training provider), supplemented by training in the licensee’s operating and emergency (O&E) procedures; or

· An approved in-house training program meeting the requirement of sections 64E-5.1307 and 64E-5.1312, F.A.C.  If this option is chosen, a detailed description of the in-house training program must be submitted.

5.
RADIATION SAFETY OFFICER (RSO)
Provide the name of the individual assigned the position of RSO.  This person is designated by, and responsible to, management for the coordination of the radiation safety program and for ensuring compliance with the applicable regulations and license provisions.  The RSO shall have sufficient training and experience to be an Authorized User of the requested radioactive materials.  Attach a copy of the RSO’s gauge operator training certificate.
6.
TRAINING AND EXPERIENCE IN RADIATION SAFETY
a.
FORMAL TRAINING IN RADIATION SAFETY

Submit documentation of radiation safety training for each individual listed in Item 4 of the application.  Restrict training documentation to relevant information; i.e., demonstrating that the individual has the radiation safety training and experience specific to the requested activities to be conducted.  Appropriate training certificates such as those provided by portable gauging device manufacturers or other approved third parties are acceptable, but may need to be supplemented with documentation of completion of training in company operating and emergency (O&E) procedures (third party trainers typically do not provide training in specific O&E procedures).  If seeking approval to conduct in-house radiation safety training, a detailed description of the training program must be submitted for review (refer to III.13 of this guide).

b.
EXPERIENCE
Describe any additional relevant work experience with radioactive materials indicating and include where the experience was obtained.  Descriptions of experience are typically unnecessary unless seeking approval to act as an instructor for in-house radiation safety training.

Note:
To prevent the potential for identity theft, never submit documentation that lists individuals’ social security numbers or birth dates.

7.
RADIOACTIVE MATERIAL
a.
ELEMENT AND MASS NUMBER

List each type of radioactive material requested.

b.
CHEMICAL AND/OR PHYSICAL FORM

Complete for each type of radioactive material requested.  State the name of the source manufacturer and the source model number.

c.
MAXIMUM AMOUNT TO BE POSSESSED AT ANY ONE TIME

Complete for each radioactive material requested.  Indicate the total number of sources and maximum activity per source.

Example:

	(a)
ELEMENT AND
MASS NUMBER
	(b)
CHEMICAL AND/OR 
PHYSICAL FORM 
	(c)
MAXIMUM AMOUNT TO BE POSSESSED AT ANY ONE TIME

	1.
Cesium 137
	Sealed source (XYZ, Inc.
Model 123 )
	2 sources; not to exceed
10 millicuries each

	2.
Americium 241:
beryllium
	Sealed source (XYZ, Inc.
Model 456 )
	2 sources; not to exceed
50 millicuries each


If authorization for generally licensed sources or devices is sought, include a request for generally licensed sources and devices.

Example:

	(a)
ELEMENT AND
MASS NUMBER
	(b)
CHEMICAL AND/OR 
PHYSICAL FORM 
	(c)
MAXIMUM AMOUNT TO BE POSSESSED AT ANY ONE TIME

	3.
Radioactive material distributed to a
general licensee per
64E-5.206(1) & (4), F.A.C.
	Sealed or contained source
	No single source to exceed that quantity authorized for the general license


Note:
Applicants seeking authorization for generally licensed sources and devices must comply with section 64E-5.1308, F.A.C., which describes requirements for generally licensed devices possessed under a specific license.  Annual inspections/inventories must include the generally licensed sources, and the sources must be leak tested at the interval specified by the manufacturer.

8.
PURPOSE FOR WHICH RADIOACTIVE MATERIALS LISTED IN ITEM 7 WILL BE USED
Complete for each radioactive material requested.  Include the name of the manufacturer of the device or source holder in which each source is used or stored.

Example:

1. and 2.
For use in XYZ Corporation Model 2000 moisture/density gauge(s) to measure properties of construction materials or soils.

If authorization for GL material, sources, or devices is requested, describe the intended use of the GL material, sources or devices.

Example:

3.
To be used in devices approved for receipt under general license provisions.

CURRENT INVENTORY

Applicants for renewal of an existing license must include an inventory of all sealed sources and devices currently possessed.  List all generally licensed and specifically licensed sources and devices, and indicate the licensing designations for each (i.e., general or specific).  If in possession of any exempt sources (e.g., check sources), it is recommended that they be included in the inventory in order to avoid any confusion over their licensing status.  If exempt sources are included, identify their exempt status on the inventory form.
9.
RADIATION DETECTION INSTRUMENTS
For licensees conducting routine portable gauging activities, possession of a survey instrument is not required, so this item may be marked “N/A.”  However, if a survey meter will be used, all requested information must be provided.  If authorization is sought to perform non-routine maintenance involving access to the sources, then at least one low range beta-gamma survey meter (with a minimum range of 0 – 50 mR/hr or 0 – 200 mR/hr) must be available for use.  Approval of non-routine maintenance also requires submittal of personnel qualifications and maintenance procedures for review.

There are other situations where a survey meter is needed to determine whether a portable gauging device’s radioactive source has been breached (e.g., receipt of a damaged portable gauging device, incidents involving a portable gauging device being run over at a construction site, etc.).  In most cases, the source will remain intact.  Nonetheless, such incidents necessitate seeking technical assistance to arrange for a timely evaluation of the source’s integrity following an incident or receipt of a damaged package.  Therefore, an arrangement must be made with the survey meter manufacturer/distributor, another third party or a local authority to obtain a calibrated survey meter in the event of an incident or when damage to a portable gauging device is suspected.  The RSO should maintain a list of manufacturer/distributors or other providers who could provide immediate access to a calibrated survey meter in the event that it should be required.
10.
CALIBRATION OF INSTRUMENTS
If radiation detection instruments will be used, mark the appropriate box to indicate how calibrations will be performed.  Additional guidance on each subitem is provided below.  Calibrations should be sensitive enough to detect all types of radiation emitted from the sources, and must meet all requirements identified in section 64E-5.314, F.A.C.

a.
CALIBRATED BY SERVICE COMPANY

If using a calibration service company, list their name, address, license number and the government agency that issued the company’s license (i.e., U.S. Nuclear Regulatory Commission or an Agreement State agency such as the Florida Bureau of Radiation Control).  Survey instruments identified in Item 9 must be calibrated annually, in accordance with subsection 
64E-5.314(2), F.A.C.

b.
CALIBRATED BY APPLICANT

If seeking approval to calibrate instruments in-house, submit detailed information describing the facilities, equipment, personnel, and procedures to be used to perform the calibrations.   Contact the bureau for additional guidance on equipment calibration requirements.  Note: In-house calibration requires use of reference sources; list each requested calibration/reference source in Item 7.

11.
PERSONNEL MONITORING DEVICES
Complete Items a., b., c., and d.  Unless otherwise authorized, subsection 64E-5.1310(1), F.A.C., requires individuals working with portable gauging devices to wear a whole body personnel monitoring (PM) badge.  Common PM badges include film badges, thermoluminescent dosimeters (TLDs) and optically stimulated luminescent dosimeters (OSLDs), which are described below.

Film badges are small pieces of x-ray film contained in a plastic holder.  The film darkens in proportion to the amount of radiation it has been exposed to, so measurements of the film’s density provides a measurement of the wearer’s radiation exposure.  Film badges must be exchanged on a monthly basis.

TLDs are PM badges that contain small crystals capable of storing some of the energy from radiation.  If the crystals are then heated to a specific temperature, they release the stored energy as light.  The amount of light released is proportional to the amount of radiation the TLD badge received, which can be measured to determine the badge wearer’s dose.  TLDs should also be protected from extreme environmental conditions which may affect their ability to accurately record radiation.  They must be exchanged at least every three months. 

OSLDs measure radiation through a thin layer of aluminum oxide.  A laser light stimulates the aluminum oxide after use, causing it to become luminescent in proportion to the amount of radiation exposure.  OSLDs must be exchanged at least every three months.

PM badges must detect beta, gamma and neutron radiation, so verify the capabilities of available badges before making a selection.  Dosimetry processors must hold accreditation from the National Voluntary Laboratory Accreditation Program (NVLAP) of the National Institute of Standards and Technology.  A list of NVLAP accredited dosimetry vendors is available on the Internet at http://ts.nist.gov/Standards/scopes/dosim.htm.
Each order of badges includes a control badge for measuring the amount of radiation the badges receive during shipment in the mail and the background radiation received while at the licensee’s facility.  This is then subtracted from the PM badges total reading to provide an accurate record of each worker’s occupational exposure.  When not in use, PM badges should be stored with the control badge away from radiation sources to ensure accurate dosimetry records.  The control badge must be returned with the other PM badges each monitoring period.

12.
FACILITIES AND EQUIPMENT
Submit an annotated diagram of the permanent portable gauging device storage facility, identifying all entrances and points of access, rooms, uses of the rooms, the location of the portable gauging device storage area, and its distance from occupied work areas.  Describe and label all areas adjacent to the permanent facility.  If the facility is a multi-story and/or multi-tenant building, identify floors above and below the storage area and their uses, including areas occupied by other tenants.  Exhibit A provides a sample facility diagram.

Provide evidence that the storage area is capable of storing at least the maximum number of portable gauging devices to be authorized by the license.  Describe the security measures to be used to prevent unauthorized removal of radioactive materials.  A minimum of two independent physical controls that form tangible barriers must be used to secure devices from unauthorized removal, whenever they are not under the immediate control and constant surveillance of an Authorized User.  Refer to sections 64E-5.320 and 64E-5.1311, F.A.C., for regulations on security of radiation sources.

13.
RADIATION PROTECTION PROGRAM
Submit a detailed description of the proposed radiation protection program, which must include the components as described below and continuing on the following pages.  The appendices and exhibits included with this guide are model procedures and forms that may be adopted by including them as part of the submitted radiation protection program, or used as guides for developing equivalent procedures and forms.  

Reminder: Complete Tables 1 – 3 of Supplement B of this guide to indicate whether model or equivalent procedures and forms have been submitted, and attach a copy to Form DH-1054.

Member of the Public (MOP) Dose Limit Compliance Study
Appendix A
Applicants for a new license must submit proposed procedures for demonstrating compliance with the public dose limits specified in section 64E-5.313, F.A.C. (2 millirem in any one hour and 100 millirem per year).  Applicants for renewal of an existing license must submit a completed study demonstrating compliance with the limits.  Appendix A is a model study.

ALARA Policy
Appendix B
Applicants must submit a policy describing management's commitment to the ALARA philosophy of maintaining doses as low as reasonably achievable, and a description of the commitments of management and workers for implementing the policy.  Appendix B is a model ALARA policy.

Duties and Responsibilities of the Radiation Safety Officer (RSO)
Appendix C
Applicants must submit a description of the RSO’s duties and responsibilities that includes the duties listed in section 64E-5.1305, F.A.C.  Appendix C is a model procedure.

Radiation Safety Training Program
Appendix D

Multiple training requirements apply to the use of portable gauging devices, as described below.

· Radiation awareness training (“Instructions to Workers”) must be provided to personnel engaged in licensed activities (Authorized Users and workers under their supervision).  This training is also recommended for individuals that work in the vicinity of radioactive materials.  Section 64E-5.902, F.A.C., specifies radiation awareness training requirements.  The rule does not specify the minimum duration for this training, because the amount of training needed will vary depending on the scope of the radiological hazards present in the applicant’s workplace.
· Hazmat employee training must be provided to any worker with job functions associated with portable gauging device shipments.  Hazmat employee training is specified in 49 CFR Part 172, Subpart H.  U.S. DOT regulations are incorporated by reference in Chapter 64E-5, F.A.C.  The rule does not specify the minimum duration for this training.

· Authorized User training must be provided to workers independently performing gauge operations or supervising such activities by other workers.  Training requirements are specified in subsection 64E-5.1312(1), F.A.C.  Authorized Users must complete a minimum of 8 hours training covering the subjects listed in section 64E-5.1307, F.A.C.

The training program must describe how the above training requirements will be addressed.  Because the topics that must be addressed to satisfy radiation awareness and hazmat employee training overlap with the topics that must be covered during Authorized Users training, these training requirements may be addressed concurrently.  Training can be provided by qualified third parties, in-house, or by using a combination of the two.  Appendix D is a model radiation safety training program aimed at licensees using an approved third party training course, supplemented by in-house training in the licensee’s Operating and Emergency (O&E) procedures.

Applicants seeking to conduct in-house training must address the requirements specified in subsection 64E-5.1307(2), F.A.C., by submitting a detailed description of the training program for review and approval, including a description of training reference materials, instructor qualifications, and a sample exam.  Supplement E is a model training course outline for users of portable gauging devices.
Personnel Monitoring Procedure
Appendix E
If PM is conducted, a procedure is required to provide instructions on proper use, exchanges, use of spare badges, lost or damaged badges, and PM record-keeping requirements.  Appendix E is a model PM procedure.  Exhibits E, F and G are model forms for addressing requirements regarding declared pregnant female workers.
Operating and Emergency Procedures

Sections 64E-5.208 and 64E-5.1302, F.A.C., require establishment and implementation of O&E procedures that provide instructions adequate to ensure safety to workers, the public and to property.  As a minimum, O&E procedures must include the procedures described below.

· Operating Procedure
Appendix F
Appendix E provides generic instructions on trained personnel, availability of procedures, personnel monitoring general rules of use/ALARA principles, radiation surveys, security, transportation, routine maintenance and posting requirements.  Operating procedures must include instructions on those topics; additional guidance is provided below.

Training
Proper training is the most important factor contributing to safe handling, transport and use of radioactive materials.  Individuals shall complete applicable training prior to handling or using radioactive materials.
Availability of Procedures

Operating procedures must include a commitment that Authorized Users will have access to the licensee’s O&E procedures, as well as the manufacturer operation/maintenance manual for each portable device possessed.
Personnel Monitoring Instructions to Workers

Individuals supplied whole body personnel monitoring devices must be provided instructions about when and how the device should be worn, stored and exchanged.
General Rules of Use/ALARA Principles

Instructions should be provided on techniques for minimizing dose, general precautions and the performance of radiation surveys if damage to a portable gauge or device is suspected.  The instructions may be supplemented by any specific instructions provided by the manufacturer or distributor of the radioactive source or device.
Security

Portable gauging devices must be used, transported and stored in a manner that secures them from unauthorized access or removal.  A minimum of two independent physical controls must be used to prevent unauthorized access or removal of portable gauging devices in transport or storage.
Routine Maintenance

Portable gauging devices require periodic maintenance.  Maintenance must be performed in accordance with the manufacturer’s procedures and recommendations.  Typically, the manufacturer’s procedures allow for the performance of routine maintenance by authorized users.  However, the performance of non-routine maintenance is restricted to the manufacturer and third parties licensed by the bureau.
· Emergency Procedures
Appendix G
The procedures must provide instructions for responding to the loss, theft or damage of a portable gauging device, and must include emergency notification numbers for the RSO and the Florida Bureau of Radiation Control.   Appendix G is a model emergency procedure.

· Procedures for Ordering, Receiving, Opening and Shipping
Appendix H
  Packages Containing Radioactive Material
Exhibits D and E
Procedures must address preparation and handling of incoming and outgoing shipments of radioactive material transported by common carriers and by private motor carrier.  The instructions must conform to the U.S. Department of Transportation regulatory requirements specified in 49 CFR.  Sample shipping papers and emergency response information must be provided.  Appendix H is a model procedure, Exhibits D-1 and D-2 are sample shipping papers for common carrier and private use shipments, and Exhibit E is a model emergency response information sheet.

· Posting Procedure
Appendix I
Areas where radioactive materials are used and stored must be posted with appropriate radiation warnings as described in section 64E-5.323, F.A.C.  This procedure also addresses the posting of documents specified in section 64E-5.901, F.A.C.  Appendix I is a model posting/
labeling procedure.
· Record Retention Procedure
Appendix J
Certain records must be retained for specified periods for compliance purposes.  These intervals have been established for bureau inspection staff and other authorized entities (e.g., U.S. DOT) to have access to the documents as required by the regulations.  Appendix J provides a model procedure addressing record retention requirements.

Leak Testing Procedures
Appendix K
Sealed sources must be tested at regular intervals to ensure that the radioactive material is not leaking contamination.  Leak test requirements are specified in section 64E-5.1303, F.A.C.  If a leak test kit is used, indicate the manufacturer and model number.  The procedure must specify the leak test interval and include instructions on collecting leak test samples.  This information may be obtained from the manufacturer.  The procedures must identify the vendors who will be contracted to conduct leak test analysis or include a commitment to have analysis performed by licensed vendors.  The procedures must provide instructions for retention of leak test records.  Appendix K is a model leak test procedure.
Inventory Procedure
Appendix L
The procedure must provide instructions for performing annual physical inventories and inspections of all generally and specifically licensed sealed source or devices.  Inspections must evaluate the physical condition of the sealed source and/or device and the associated labels.  
A sample inventory form is also required.  Appendix L is a model inventory procedure; Exhibit B is a model inventory form.

Notification and Reporting Procedure
Appendix M
Notification and reporting requirements are specified in Parts II and III of Chapter 64E-5, F.A.C.  Appendix M provides a model procedure summarizing notification and reporting requirements.

14.
WASTE DISPOSAL
Appendix N
Submit a procedure describing how the licensed radioactive materials contained in portable gauging devices will be disposed.  Procedures must include a commitment that sealed sources will be disposed of either by return to the manufacturer or by transfer to a specifically licensed recipient.  Refer to Appendix N for a model waste disposal procedure.  Note:  Low level radioactive waste brokers and most portable gauging device manufacturers require a fee to accept gauges for disposal.

15.
CERTIFICATE
A radioactive materials license is a legal document.  License applications and all future correspondence must be signed and dated by an individual authorized to make legally binding statements for the applicant (i.e., a certifying official).  Exhibit J is a model delegation of authority.
IV.
LICENSE AMENDMENTS
Licensees are required to conduct operations in accordance with applicable regulations and the statements, representations and procedures contained in the license application and supporting documents.  The license must be amended if any changes are planned.  Submittal of an amendment request does not allow immediate implementation of proposed changes.  Until the license has been amended to reflect approval of the change(s), the licensee must comply with the original terms and conditions of the license.  Applications for license amendments may be filed in letter form or on Form DH-1054, "Application For Radioactive Materials License, Non-Human Use."  The request must be dated and signed by a certifying official, identify the license by name and number, be submitted in triplicate, and clearly describe the nature of the changes, additions or deletions requested.  Attach all supporting documentation, including facility diagrams, survey measurements, dosimetry data and calculations.  References to previously submitted documents must be specific and identify the applicable information by date, page and paragraph.  The licensee must maintain a copy of the submitted and referenced documentation on file for inspection.  Note:  To prevent the potential for identity theft, never submit documentation that lists individuals’ social security numbers or birth dates.

V.
LICENSE RENEWAL
Absent any actions by the department or the licensee, a license remains in effect for five years.  An application for license renewal must be received by the department at least 30 days prior to the expiration date.  This filing will ensure that the license does not expire until final action on the application has been taken, as provided for by subsection 64E-5.207(3), F.A.C.  If the application is received less than 30 days before the expiration date, the facility or individual may be without a valid license when the license expires.  Renewal applications should be filed using Form DH 1054, "Application For Radioactive Materials License, Non-Human Use."  The renewal application should be completed as if it were an application for a new license, with complete and up-to-date information about the applicant's radiation protection program, demonstrating compliance with all licensing and regulatory requirements in effect at the time of renewal.  Renewal applications should be submitted without reference to documentation and information submitted previously.  Eligible participants in the department’s pilot program, which is described in Information Notice 2007-04, may submit a renewal attestation in lieu of the above.

VI.
LICENSE TERMINATION
Prior to license termination, the licensee must properly dispose of all licensed radioactive material.  Complete Form DH-1059, “Certificate – Disposition of Radioactive Material“ to satisfy the requirements of section 64E-5.214, F.A.C., and submit it to the Bureau before the expiration date of the license with a request that the license be terminated.

	Regulatory guides are issued to describe and make available to the public acceptable methods of implementing specific parts of Chapter 64E-5, Florida Administrative Code (“State of Florida Control of Radiation Hazard Regulations”) to delineate techniques used by the staff in evaluating specific problems or postulating accidents, or to provide guidance to applicants or licensees.  Regulatory guides are not a substitute for regulations and compliance with them is not required unless specifically referenced in a radioactive materials license.  Methods or solutions different from those set forth in the guides will be acceptable if they provide a basis for the Bureau of Radiation Control to make necessary determinations to issue, renew, amend, or terminate a license, or to establish standards of protection.
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