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State of California - Health and Human Services Agency
California Department of Public Health  Radiologic Health Branch
APPLICATION FOR MATERIALS LICENSE - MEDICAL
INSTRUCTIONS: Refer to U.S. NRC NUREG-1556, Volume 9, Revision 2 and RHB Supplemental Document to NUREG-1556 Volume 9, Revision 2 for more information.
 
Complete items 1 through 13, as applicable. Use supplemental pages where necessary. Item 14 must be completed on all applications.
 
Submit the application electronically by clicking the Submit by Email button at the end of item 14, or submit the original, including supplemental pages, of the entire application by mail to: 
U.S. Mail: California Department of Public Health 	  Radiologic Health Branch, Medical Licensing Unit 	  MS 7610, P.O. Box 997414 	  Sacramento, CA 95899-7414
FEDEX:	California Department of Public Health 	Radiologic Health Branch, Medical Licensing Unit 	1500 Capitol Avenue, Suite 520, MS 7610, Bldg. 172 	Sacramento, CA 95814-5006
For additional information, go to the RHB website at https://www.cdph.ca.gov/Programs/CEH/DRSEM/Pages/RHB-RML/Licensing.aspx or telephone   (916) 327-5106. Upon approval of this application, the applicant will receive a Radioactive Materials License issued in accordance with the requirements contained in Title 17, California Code of Regulations.
 
NOTE:         A Radioactive Materials License issued by the Department of Public Health to the applicant, pursuant to approval of the
application, will contain terms and conditions based on information provided therein. Each licensee will restrict possession of licensed
material to the terms and conditions of the use authorized in the license. Violation of any term and condition may result in a license
suspension or revocation. The terms and conditions may not be modified except by license amendment.
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Application and Annual Fees for Radioactive Materials Licensing
 
RAM License Fee Worksheet**
 
**This worksheet is for guidance only and the annual fee schedule is subject to change. Check the RHB Website athttps://www.cdph.ca.gov/Programs/CEH/DRSEM/Pages/RHB-RML/Licensing.aspx for updates.
 
(1) License Fee is $1,658.00
(2) Fee for “authorized unsealed sources” greater than 10 mCi. Enter only one fee amount in the right column for the corresponding authorized combined total source activity. If total source activity is 10 mCi or less, enter zero.
 
         Source activity range                  Fee Amount
         >10 mCi ≤ 100 mCi         $   948.00
         >100 mCi ≤ 500 mCi                  $1,896.00
         >500 mCi ≤ 1,000 mCi                  $3,793.00
         >1,000 mCi ≤ 10,000 mCi                  $5,689.00
         >10,000 mCi ≤ 100,000 mCi                  $7,585.00
         >100,000 mCi                  $9,482.00
 
NOTE: For annual fee calculation purposes, the marker and calibration sources category any radionuclide with atomic numbers 3-83, inclusive, except Strontium-90 and Lead-210 is considered unsealed.
(3) Fee for “authorized sealed sources” greater than 100 mCi. Enter only one fee amount in the right column for the corresponding authorized combined total source activity. If total source activity is 100 mCi or less, enter zero.
 
          Source activity range                  Fee Amount
         >100 mCi ≤ 1,000 mCi         $   948.00
         >1,000 mCi ≤ 5,000 mCi                           $1,896.00
         >5,000 mCi ≤ 10,000 mCi                           $3,793.00
         >10,000 mCi ≤ 100,000 mCi                           $5,689.00
         >100,000 mCi ≤ 1,000,000 mCi                           $7,585.00
         >1,000,000 mCi                           $9,482.00
(4) Enter in the right column the sum of the License fee, Unsealed Source fee, and the Sealed Source fee. 		Line 1 + Line 2+ Line 3
(5) Specify the requested number of use locations or the number of use locations specified on the license, complete the calculation and use the result in line (6). 		(5a) = Number of use locations - 1
(6) Perform the following calculation and enter it in the right column:
         [Line (5a) x Line (4) x 0.2]
(7) Add Line 4 to Line 6 and round to the nearest dollar. 	(i.e., 0 to 49 cents, drop the cents; 50 to 99 cents, add $1)	

(8) If Line 7 is less than $37,290, enter the value of Line 7. If Line 7 is greater than $37,290, enter $37,290. This is your annual fee.
1.     THIS IS AN APPLICATION FOR
2.     APPLICANT INFORMATION - Legal Name of Entity
TYPE OF BUSINESS
PROVIDE A COPY OF A LEGAL DOCUMENT WHICH IDENTIFIES THE APPLICANT'S LEGAL NAME AND TYPE OF BUSINESS (ARTICLES OF INCORPORATION, PARTNERSHIP AGREEMENT, BUSINESS LICENSE, ETC.)
3.     STREET ADDRESS WHERE RADIOACTIVE MATERIAL WILL BE POSSESSED OR USED  
Number, Street
City
County
Table of use location address different from mailing address.
4.     CONTACT PERSON FOR THIS RADIOACTIVE MATERIALS LICENSE
USE THE FOLLOWING PAGES OF THIS FORM TO ANSWER ITEMS 5 THROUGH 14. YOU MAY USE ANY "ATTACH FILE" BUTTON TO ATTACH ADDITIONAL INFORMATION FROM ANY ITEM THROUGHOUT THE FORM. IF SUBMITTING BY MAIL, SUBMIT ADDITIONAL INFORMATION AS REQUIRED FOR REMAINING ITEMS ON 8-1/2” X 11” PAPER. 
 
THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN NUREG-1556, Volume 9, Revision 2 (NUREG-1556), Code of Federal Regulations, Title 10 (10 CFR), Title 17, California Code of Regulations (17 CCR) and RHB Supplemental Document to NUREG-1556 Volume 9 Revision 2 (Supplemental Document). Refer to the sections listed in brackets.
 ----- Remainder of page intentionally left blank. -----
5.-6. RADIOACTIVE MATERIAL [NUREG-1556 8.5-8.8] and PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED [NUREG-1556 8.9]
 
Check the appropriate boxes for the authorizations requested and provide the required possession limit for each below.  If necessary, attach a separate sheet and provide any additional information; include radioactive material, form, possession limit and proposed use.
RADIOACTIVE MATERIAL FOR MEDICAL USE
(Check requested authorizations)
POSSESSION LIMIT
(Check requested radionuclide and/or sources as applicable)
Total Possession Limit for:
35.100
35.200
35.300
Generators:
       Or
Radionuclide
Activity
Unit
Table of additional radionuclides for 35.300
Radionuclide
Form
Possession Limit (mCi)
Possession Limit 
per source/seed
(mCi)
Manufacturer and Model Number
Table of sealed sources for 35.400
Radionuclide
Form
Possession Limit (mCi)
Possession Limit 
per source/seed
(mCi)
Manufacturer and Model Number
Table of sealed sources for 35.500
Radionuclide
Form
Possession Limit (mCi)
Possession Limit 
per source/seed
(mCi)
Manufacturer and Model Number
Table of sealed sources for 35.600
Radionuclide
Form
Possession Limit (mCi)
Possession Limit 
per source/seed
(mCi)
Manufacturer and Model Number
Table of sealed sources for 35.1000
Radionuclide
Form
Possession Limit (mCi)
Possession Limit 
per source/seed
(mCi)
Manufacturer and Model Number (for transmission sources)
Table of marker and calibration sources
Radionuclide
Possession Limit (Ci)
Possession Limit 
per source
(Ci)
Manufacturer and Model Number
Table of blood irradiator sources
Radionuclide
Possession Limit (mCi)
possession limit in milliCuries
Possession Limit 
per source
(mCi)
Manufacturer and Model Number
Proposed Use
Table of other sealed sources
Radionuclide
Possession Limit (mCi)
Possession Limit 
per source
(mCi)
Manufacturer and Model Number
Table of sealed sources for mobile use
ADDITIONAL INFORMATION REQUIRED FOR ITEMS 7. THROUGH 11. 
Check the appropriate boxes and attach all supporting documents. 
You may use any "Attach File" button to attach additional information from any item throughout the form. 
7.    INDIVIDUALS RESPONSIBLE FOR THE RADIATION SAFETY PROGRAM [NUREG-1556 8.10-8.11]
        a. Radiation Safety Officer
        b. Radiation Safety Committee if applicable [10 CFR 35.24]
        c. Authorized Users [NUREG-1556 8.10, 8.12-8.14]
8.     PERSONNEL TRAINING PROGRAM [NUREG-1556 APPENDIX J]
9.     FACILITIES AND EQUIPMENT [NUREG-1556 8.15-8.20]       
        Instrumentation       
        Instrument Calibration
        Therapy Unit
10.   RADIATION SAFETY PROGRAM [NUREG-1556 8.21-8.28 and Appendices as follows]
        a. Annual Radiation Protection Audit Program
        b. ALARA and Occupational Dose Program
        c. Spill/contamination, Emergency Surgery and Autopsy Procedures
        d. Ordering and Receiving Packages
        e. Opening Packages
        f. Leak Test
        g. Area Surveys
        h. Procedures for Administrations When a Written Directive is Required
        i. Safe Use of Unsealed Licensed Materials
        j. Release of Patients or Human Research Subjects
        k. Therapy [NUREG-1556 8.47]
        l. Recordkeeping Requirements
11.   WASTE MANAGEMENT [NUREG-1556 8.29]
        Decay in Storage Program [Guidance for the Decay-in-Storage (DIS) Method of Waste Disposal]
12.   LICENSE FEES [17 CCR 30230-30231]SEE THE RAM License Fee Worksheet at the end of the application.
 
        For annual fee calculation purposes, the marker and calibration sources category any radionuclide with atomic numbers 3-83, inclusive, except Strontium-90 and Lead-210 is considered unsealed.
        For NEW LICENSE APPLICATIONS, submit the payment by mail and include a copy of page 1 only of the RH 2000 form.
13.   FINANCIAL ASSURANCE  [17 CCR 30195.1]
Provide supporting documents       
14.   CERTIFICATION: THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING UPON THE APPLICANT. THE APPLICANT CONFIRMS THAT THIS APPLICATION IS PREPARED IN CONFORMITY WITH THE CALIFORNIA CODE OF REGULATIONS AND ALL INFORMATION CONTAINED THEREIN, INCLUDING SUPPLEMENTS ATTACHED THERETO, IS TRUE AND CORRECT TO THE BEST OF HIS/HER KNOWLEDGE AND BELIEF.
		Click here to insert a signature image.
*  Examples of Management representative with signature authority are: Owner,Chief Executive Officer, Chief Operating Officer, President or Vice President of the organization.
State of California - Health and Human Services Agency
California Department of Public Health  Radiologic Health Branch
Duties and Responsibilities of the Radiation Safety Officer
And Delegation of Authority 
RSO Duties and Responsibilities for Medical Use 
RSO duties and responsibilities include ensuring radiological safety and compliance with California, US Nuclear Regulatory Commission (NRC) and Department of Transportation (DOT) regulations and the conditions of the license. These duties and responsibilities include ensuring that: 
Radiation exposures are ALARA.10 CFR Part 20 and investigational levels are followed.Radiation protection procedures in the daily operation of the licensee's radioactive material program are developed, distributed, implemented and are up-to-date.Possession, use, and storage of licensed material are consistent with the limitations in the license, the regulations, the NSSDR Certificate(s), and the manufacturer's recommendations and instructions.Individuals installing, relocating, maintaining, or repairing devices containing sealed sources are trained and authorized by a NRC or an Agreement State license.Training of personnel is conducted and is commensurate with the individual's duties regarding licensed material.Any activity involving licensed material, that the RSO considers unsafe, is stopped.Determinations that individuals are not likely to receive, in one year, a radiation dose in excess of 10% of the allowable limits.Documentation as to issuance of dosimetry if an individual(s) is determined to be likely to receive, in one year, a radiation dose in excess of 10% of the allowable limits.When necessary, personnel monitoring devices are used and exchanged at the proper intervals, and records of the results of such monitoring are maintained.Licensed material is properly secured.The RSO is to verify that the total effective dose equivalent does not exceed the annual limit for members of the public. This determination is to be documented by measurement or calculation.Proper authorities are notified of incidents such as loss or theft of licensed material, damage to or malfunction of sealed sources, and fire.Medical Events are investigated and reported to the California Department of Public Health, Radiologic Health Branch as specified in title 10, Code of Federal Regulations, Part 35, section 35.2, and section 35.3045.Audits of the radiation protection program are performed and documented at least annually.Violations of regulations or license conditions or program weaknesses are identified, effective corrective actions are developed, implemented, and documented, as needed.Licensed material is transported in accordance with all applicable DOT requirements.Licensed material is disposed of properly.Appropriate records are maintained.An up-to-date license is maintained and that amendment and renewal requests are submitted.On-site evaluations of the Radiation Safety Program are made by the RSO physically visiting the site on a monthly basis and more frequently as needed.Dose records and surveys are reviewed quarterly.ALARA practices are being followed.The qualifications of new users are reviewed prior to their first use of licensed materials.When considering a new use of radioactive material or radiation-producing equipment, the RSO will review to assure that exposure is ALARA.Commitments made in the license submittal and Radiation Safety Manual are implemented.In the event of a RSO ending employment at a facility, the licensee must immediately notify the RHB of the event. Additionally, the facility must find a qualified individual to serve as the acting RSO and submit a completed Delegation of Authority to the RHB.
Delegation of Authority
Memo To: Radiation Safety Officer
*Management Representative
Subject: Delegation of Authority
, have been appointed Radiation Safety Officer and are 
responsible for ensuring the safe use of radiation and radioactive materials. You are responsible for managing the radiation protection program; identifying radiation protection problems; initiating, recommending, or providing corrective actions; verifying implementation of corrective actions; stopping unsafe activities; and ensuring compliance with regulations. You are hereby delegated the authority necessary to meet those responsibilities, including prohibiting the use of radioactive material by employees who do not meet the necessary requirements and stopping operations where justified.
 
 
You are required to notify management of situations where staff are not cooperating or not addressing radiation safety issues. In addition, you are free to raise issues with or seek guidance from the Radiologic Health Branch at any time. You are directly responsible for the radiation safety program and shall be physically present at this facility (and any other use locations listed in the Radioactive Materials License) as necessary, and no less than once a month, so as to ensure that radiation protection activities are performed as specified by the regulations of the State of California and the facility Radioactive Materials License. 
		Click here to insert a signature image.
I accept the above responsibilities,
		Click here to insert a signature image.
cc: Affected department heads 
*Examples of Management representative with signature authority are: Owner,Chief Executive Officer, Chief Operating Officer, President or Vice President of the organization.
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Medical License Application
Application for Materials License - Medical
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