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September 4, 2018 

U.S. Nuclear Regulatory Committee 
Material Licensing Section 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

Re: Radioactive Material License 13-35276-01 
Radiotherapy Centers of Kentuckiana 

To Whom It May Concern: 

This is a notification to revise the radioactive material license above. Please revise the license as 
listed below: 

I. We respectfully request that Dr. Don Stacey be removed as an authorized user on radioactive 
material license; he is no longer with the organization . 

2. Please add Dr. Lawrence Hochman to the license for material use in 10 CFR 35.300 

a. Please see the enclosed State of Florida radioactive material license 4386-1, page 2, 
listing Dr. Hochman as authorized for: 

i. 64E-5 .630(2) and (4) corresponding to NRC 10 CFR 35.300 forI-131 less 
than or equal to 33 mCi ofI-131 and parenteral use ofradioactive material 

b. Please see the enclosed State of Florida Administrative Code 64E-5 .630 

If you require further information, please contact the Radiation Safety Officer, Sarah Hughes, at 502-552-
5454 or sarahch72@yahoo.com 

3920 B Dupont Square I Suite B I Louisville I KY I 40207 I 502-409-9701 I 502-409-9717 I KentuckianaRadiationOncology.com 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

BUREAU OF RADIATION CONTROL 

RADIOACTIVE MATERIALS LICENSE 

Pursuant to Chapter 404, Florida Statutes, and Chapter 64E-5, Florida Administrative Code (F.A.C.), and in reliance on statements and 
representations heretofore made by the licensee designated below, a license is hereby issued authorizing such licensee to receive, 
acquire, possess and transfer the radioactive material(s) designated below and to use such radioactive material(s) for the purpose(s) 
and at the place(s) designated below. This license is subject to all applicable rules, regulations and orders of the state of Florida, 
Department of Health now or hereafter in effect and to any conditions specified below. 

Licensee 

1. Name: 

2.Address: 

6. 

B. 

9. Authorized Use 

Any medical use described in section 64E-5.627(1), F.A.C. 

B. Any medical use described in section 64E-5.630(2) and (4), F.A.C. 

License Number: 4386-1 
Amendment No.: 3 
Control Number: 20141126-1697 

LICENSEE COPY 
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Category: [5F(l)J 

Expiration Date: 8/31/2018 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

BUREAU OF RADIATION CONTROL 

CONDITIONS 

10. A. The authorized place of storage is the licensee's facility located at 3611 Little Road, 
New Port Richey, Florida, 34655. This location can be used for quality assurance and 
quality control testing. 

B. 

11 . 

12. 

64E-5.627(1) 

License Number: 4386-1 
Amendment No.: 3 
Control Number : 20141126-1697 

LICENSEE COPY 

Page 2 of 4 Page(s) 

Category: [5F(I)] 

Expiration Date: 8/31/2018 



STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

BUREAU OF RADIATION CONTROL 

12. A. Continued: 

13. 

14. 

15. 

16. 

17. 

18. 

Authorized Material and Uses as 
Described in Items 6, 7, 8 and 9 

Names 

Any dose of iodine 131 shall be received in capsule form only. 

The licensee is required to retain all records specified in condition 19 and as required by 
Chapter 64E-5, F.A.C., in the mobile, nuclear medicine facility vehicle for at least 2 years for 
inspection by the department. All records that exceed 2 years will be kept at the licensee's 
permanent facility for the duration specified in Chapter 64E-5, F.A.C. 

The licensee shall implement the quality management program (QMP) as stated in 
Condition 19 and section 64E-5.611, F.A.C. 

License Number: 4386-1 LICENSEE COPY 
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Expiration Date: 8/31/2018 
Amendment No.: 3 
Control Number : 20141126-1697 



19. A. 

B. 

C. 

STATE OF FLORIDA 
-·· 'DEPARTMENTOF HEALTH 

.. ,,.;; . .,.:: ,;,.; .. 'l~JJR£~UQfE1\DIATIQNCONTJ{OL 

Except as specifically provided otherwise by this license, the licensee shall possess and 
use licensed material described in Items 6, 7, 8 and 9 of this license in accordance with 
statements, representations and procedures contained in the licensee's application 
dated June 26, 2013, signed by Thomas Cartwright, M.D., Manager. 

FEB O 4 2015 
Issuance Date: ________ _ 

License Number: 4386-1 
Amendment No.: 3 
Control Number: 20141126-1697 
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9/4/2018 64E-5.630. Use of Radiopharmaceuticals for Therapy, 64E-5. Control Of Radiation Hazards, 64E. Division of Environmental Health, 64. D ... 

I elaws us 

[[] Florida Administrative Code (Last Updated: August 28, 2018) 

64. Department of Health 

• 64E. Division of Environmental Health 

64E-5. Control Of Radiation Hazards 

64E-5.630. Use of Radiopharmaceuticals for Therapy 

Effective on Thursday, December 26, 2013 

A licensee is allowed to use any unscaled radioactive material in a radiopharmaccutica} that requires a 

written directive as described in subsection 64E-5.607(3), F.A.C. , and for a therapeutic medical use 

provided the following is met: 

(\) For any unscaled radiopharmaccutical including parenteral use listed in subsection 64E-5.630(4), 

F.A.C. , and sodium iodide 1-131 use listed in subsections 64E-5.630(2) and (3), F.A.C., the licensee must 

satisfy the following: 

(a) Radioactive material is obtained from a manufacturer or pharmacy licensed as specified in 

subsection 64E-5.210(10), F.A.C., or in equivalent NRC or agreement state regulations: or 

{b) Radioactive material is obtained from and prepared by an NRC or agreement state licensee for 

use in research in accordance with a Radioactive Drug Research Committee-approved protocol or 

an IND protocol accepted by FDA; or 

(c) Radioactive material is prepared by the licensee for use in research in accordance with a 

Radioactive Drug Research Committee-approved application or an IND protocol accepted by 

FDA: or 

(d) Radioactive material is prepared by: 

I . An authorized nuclear pham1acist; 

2. A physician who is an authorized user and meets the training requirements specified in 

Ruic 64E-5 .650 or 64E-5 .660. F.A.C.; or 

3. An individual wider the supervision of a physician who is an authorized user under 

subparagraph 64E-5.630(1 )(d)2 ., F.A.C., as specified in paragraphs 64E-5.601 (3)(a) 

and (b), 64E-5.607(3)(e) or subsection 64E-5.608(1), F.A.C. 

(c) The authorized user must satisfy the applicable training and experience specified in Ruic 64E-

5 .660 or 64E-5.657, F.A.C. 

(2) For oral administration of sodium iodide 1-131 in quantities less than or equal to 33 millicurics (I .22 

gigabccqucrcls) the licensee must satisfy the following: 

(a) Radioactive material is obtained from a manufacturer or pharmacy licensed as specified in 

subsection 64E-5.210(10), F.A.C., or in equivalent NRC or agreement state regulations; or 

(b) Radioactive material is obtained from and prepared by an NRC or agreement stale licensee use 

in research in accordance with a Radioactive Drug Research Committee-approved protocol or an 

IND protocol accepted by FDA; or 

(c) Radioactive material is prepared by the licensee for use in research in accordance with a 

Radioactive Drug Research Committee-approved application or an IND protocol accepted by 

FDA;or 

(d) Radioactive material is prepared by: 

http://flrules .elaws.us/fac/64e-5.630 

I . An authorized nuclear pharmacist; 

2. A physician who is an authorized user and meets the training requirements specified in 

Ruic 64E-5 .650 or 64E-5.660, F.A.C.; or 

3. An individual under the supervision of a physician who is an authorized user under 

subparagraph 64E-5.626(1)(d)2 ., F.A.C., and as specified in paragraphs 64E-5.601(3) 

(a) and (b), 64E-5.607(3)(e) or subsection 64E-5.608(1 ), F.A.C. 
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9/4/2018 64E-5.630. Use of Radiopharmaceuticals for Therapy, 64E-5. Control Of Radiation Hazards, 64E. Division of Environmental Health, 64. D ... 

(c) The authorized user must satisfy the training and experience specified in Ruic 64E-5 .661 or 

64E-5 .657, F.A.C. 

(3) For oral administration of sodium iodide l-1 31 in quantities greater than 33 millicurics (1 .22 

gigabecqucrcls) the licensee must satisfy the following: 

(a) Radioactive material is obtained from a manufacturer or pharmacy licensed as specified in 

subsection 64E-5.210(10), F.A.C., or in equivalent NRC or agreement state regulations; or 

(b) Radioactive material is obtained from and prepared by an NRC or agreement state licensee for 

use in research in accordance with a Radioactive Drug Research Committee-approved protocol or 

an [ND protocol accepted by FDA; or 

(c) Radioactive material is prepared by the licensee for use in research in accordance with a 

Radioactive Drug Research Committee-approved application or an IND protocol accepted by 

FDA; or 

(d) Radioactive material is prepared by: 

I . An authorized nuclear pharmacist; 

2. A physician who is an authorized user and meets the training requirements specified in 

Ruic 64E-5.650 or 64E-5.660, F.A.C.; or 

3. An individual under the supervision ofa physician who is an authorized user under 

subparagraph 64E-5 .626(1)(d)2., F.A.C., and as specified in paragraphs 64E-5 .601 (3) 

(a) and (b), 64E-5 .607(3)(e) or subsection 64E-5 .608(1 ), F.A.C. 

(e) The authorized user must satisfy the training and experience specified in Ruic 64E-5.662 or 

64E-5 .657 , F.A.C. 

( 4) For parenteral use of radioactive materials the licensee must satisfy the foll owing: 

(a) Radioactive material is obtained from a manufacturer or pharmacy licensed as specified in 

subsection 64E-5.210(10), F.A.C., or in equivalent NRC or agreement state regulations; or 

(b) Radioacti ve material is obtained from and prepared by an NRC or ab>rccmcnt state licensee for 

use in research in accordance with a Radioactive Drug Research Committee-approved protocol or 

an IN D protocol accepted by FDA; or 

(c) Radioactive material is prepared by the licensee for use in research in accordance with a 

Radioactive Drug Research Committee-approved application or an IND protocol accepted by 

FDA; or 

(d) Radioactive material is prepared by : 

I . An authorized nuclear pharmacist; 

2. A physician who is an authorized user and meets the training requirements specified in 

Ruic 64E-5.650 or 64E-5.660, F.A.C. ; or 

3. An individual under the supervision of a physician who is an authorized user under 

subparagraph 64E-5 .626(1 )(d)2., F.A.C., and as specified in paragraphs 64E-5.601 (3) 

(a) and (b), 64E-5.607(3)(e) or subsection 64E-5 .608(1 ), F.A .C. 

(e) The authorized user must satisfy the training and experience specified in Ruic 64E-5 .663 or 

64E-5.657, F.A.C. 

Rulemaking Authority 404.051, 404.061, 404.071, 404.081, 404.141 FS. Law Implemented 

404.022, 404.051(1), (4) , (5), (6) , (8) , (9) , (JO) , (II) , 404.061(2), (3) , 404.071(1), 404.081, 

404.141 FS. flistory-New 8-25-9 1, Amended 5- 12-93, Formerly IOD-91.739, Amended 8-6-01, 

2-11-/0, 12-26- 13. 
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