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Radiation Therapy Services, 11%. 

I 

December l”, 2006 

h4rs. Sandy Gabncl 
Senior Health Physicist 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406- 14 15 

RE: Mail Control No.: 139593 
Radioactive Material License # 09-3 1 141 -0 1 

Dear Mrs. Gabriel: 

Jn response to your mail  dated Noveiiiber 09, 2006, requesting more information 
regarding the amendment TO OUI refcraiced License, please let me inform you :he 
following: 

1. At the present time we would like to includc Dr. Rafael Yankelevich as an 
Authorized Medical Physicist. Please find enclosed copy 01 NRC License # 37- 
01421 and a Letter from Geissenger Health System granting Dr. Yankelevich the 
status of Authorized Medical Physicist for HDR Brachytherctpy. 

2. Please find enclosed a letter form Dr. Constantine A. Mantz in which is described 
the clinical cases performed by Dr. Youssef under his super\!ision. Find also 
enclosed a copy of the outline ofthe Nuclelron training performed by Dr. 
Youssef, and a copy or State oTFlorida Radioactive Materials License in which 
Dr. Mantz is listed as an Authorized User. 

Should you have any questions or require more information, please reel rree to contact 
me at 239-768-7377. 

Sincerely, 

Director of Physics and RSO 
/ 7  s573  
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US. WCLEAR REGULATORY COMMISS[ON 

MATERIALS LICENSE Amendment No. 46 

p u r l ~ ~ ~ P K ~ ~ ~ ~ ~ ~ ~ P ~ ~ e r g y  Act of 1954. as amended. the Energy Reorganization Act of 1974 (f'ublic L3w 93-4383. snd Title lo, Code of 
Federal Regulations, Chapter 1. Parrs 30,31.32,33, 34.%,36, 39, 40, and 70, and in reliance on StaCcmCnE and repreSenlaIlOnS hcrcrofore made 
by [hc licensee. a licensc i s  hereby issued auihorizing the licensee to Itccive. acquire, possess. and trailsfcr byprodbcr. SOUICe. and special nuclear 
material dcsignatcd below; to use such material for rhc prposc(s) and at !he placc(s) designated below: I O  dcliver Or transfer such ma:erial 10 
pcrjons authorized tu icccive it in accordance with rhe mgulrtions of the applicablc Pm(s). This license shall be deemed to contain [he cond'ilions 
specified in Section 183 of rhc Aiomic Energy Act or 1954, as amended, and is subjccl to 211 applicable rules. rcgulatians. and orders of rhc 
Nuclear Regulacory Cornmission now or hcrcaficr in etroEtsnd IO any condirions specified below. 

In accordance w i t h  the l e t t e r  dated 
January 15, 1997, 

3. License Number 37-01421-01 is amended j n 
i t s  entirety to read as follows: 

I .  Gei  s i  n g e r  Medical Center  

2, 100 N o r t h  Academy Avenue 
Danvil le, Pennsylvania  17822-2408 ..-:4? Expiration Date j U l  ,, 31 , 2000 

2 7  

6. Byproduct, Source, andlor 
Special Nuclear Material 

7. Chemical and/or Physical 

Under This License 

A. 500 millicuries of each 
radionuclide w i t h  a t o t a l  
possession l i m i t  o f  
5 curies 

radionuc7ide w i t h  a t o t a l .  

A .  Any byproduct material w i t h  
Atomic Numbers 3 thro.ugh 83 
and h a l f - l i f e  l e s s  than 120 

A. Any 

8 .  6 ' c u r i e s  of each 

C. Carbon 14 C. 200 millicuries 
0. Calcium 45 D. 60 millicuries 

F. Phosphorus 32 

H. 5 curies 
I .  7 curies 

3. I o d i n e  131 J .  3 curies  

K. I o d i n e  125 K. 300 millicuries 
L. Cesium 137 L. Sealed sources (Isomedix L .  720 curies 

M. I r id ium 192 M. Sealed sources (Byk M. 2 sources, one source not 
Hodel I SO-1 000) 

Hal 1 i n c k r o d t  Model t o  exceed 10 curies and 
CIL SV) one source not t o  exceed 

1 2  curies 

N .  Cesium 137 N. Sealed source (Amersham N.. 200 millicurics 
Node1 77302) 

Model 1074 L X )  
0. Americium 2 4 1  0. Sealed source (Siemens 0. 2 millicuries 

A .  through K. Medical diagnosis, therapy, and research i n  humans 'in accordance w i t h  any 
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I-’ Amendment %x.?” 
appl  icable Food and Drug AdmSnIstratlon (FDA) requirements. 
development as defined i n  10 CFR 30.4, including instrument calibration and 
student  instruction. 

L. For use in an AECL Gammaccll 1000 Model A irradiator for the irradiation of material 
except explosives, flammables, or corrosives. 

M. For use in a Nucletron Corporation Microselectron HDR remote after1 oading brachytherapy 
u n i t  for  interstitial, intraluminal and intracavitary radiotherapy in humans. The 
source activity may no t  exceed 10 curies at the time o f  installation. 
i t s  shipping container f o r  source rep1 acement . 

Research and 

One source in 

N. and 0. F o r  instrument calibrations. 

10. 

11. 

c-7 i2 c .4? e jXOND1T;IDNS U 6/( 
, * A  

Licensed material  may 
Academy Avenue, Danvi Pennsylvania and 1000 East Mu Wilkes-Barre, 
Pennsyl vani a .  

6sCronly a t  the  licensee's^ located a t  100 North 

. .  
A 

A .  

8. 

C. 

D. 

o f ,  individuals 
dred Fleetwood, Ph.D. 

ysician, dentist, o r  

ed material  i n  o r  on 
35,  Subpart J and 

f e t y  Committee. 

igh dose rate remote 
i n  10 CFR 35.961 and 
f e t y  Committee. 

E. The Radiation Safety Office.&fo$ this  l i  e n s 9 s  C a t h e r i n e  M. Anderko. 
% &-c% 

12. Notwithstanding the requirements of  10 C F R  35.49(a)  and ( b ) ,  35.100,  35.200, 35,300, 
35.400 and 35.500 the licensee may use for any medical use any byproduct material or 
reagent kit. 
in accordance w i t h  the prescriptive and performance criteria in the other sections 
of 10 CFR 35.  
U.S. Food and Drug Administration (FDA) and other federal and S t a t e  requirements. 

The licensee shall conduct a physical inventory every three months t o  account f o r  
a l l  sealed sources and devices containing 1 icensed material rece ived and possessed 
pursuant t o  10 CFR 35.59, 35.400 and 35.500 and every six months f o r  a l l  o t h e r  
sealed sources and devices. 

The licensee shall possess and use byproduct material for medical use 

This does n o t  relieve t h e  licensee from complying with applicable 

13. 

14. Sealed sources or detector cells containing licensed m a t e r i a l  shall not  be opened or 
sources removed from source holders by the 1 icensee. 

A .  Sealed sources and detector cells containing licensed material shall be tested 
far leakage and/or contamination a t  intervals not t o  exceed s i x  months or at Such 
other  intervals as are specified by the  certificate O F  registration referred to 

9 
15. 
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in 10 CFR 32.210, not to exceed three years. 

8. Notwithstanding Paragraph A o f  t h i s  Condition, sealed sources designed t o  emit 
alpha particles shall be' tested for leakage and/or  contamination at intervals n o t  
to exceed three months. 

C. In the  absence o f  a cer t i f icate  from a transferor indicating t h a t  a l eak t e s t  has 
been made within s i x  months prior t o  the  transfer, a sealed source or detector 
cell  received from another person shall not be p u t  into use  u n t i l  tested.  

D. 

E. 

Each sealed source fabr ica ted  y . e <e shall be inspected and tested f o r  
construction defects, 1 eak~&$%%%k%t& t o  any use or t ransfer  as 
a sealed source. p' L. 

( i  1 

4. Bs 
Seal 

(i i) 

(iii 

("1 

I 

i 
I 
I 

9 
16. T h e  licensee shall possess and use byproduct material for  human research i n  

accordance wi th  t h e  prescriptive and performance c r i t e r i a  i n  a l l  s e c t i o n s  of 
10 CFR Part 35 except s e c t i o n s  35.49(a) and (b), 35.100, 35.200, and 35.300. 

F. The t e s t  shall be capable o e t  c t i  g t e p ence of 0.005 microcurie o f  
radioactive material on the es & a & e . k f % e  test  reveals the  presence o f  
0.005 microcurie or more o f  removable contamination, a r e p o r t  shall  be f i l e d  w i t h  
the U S .  Nuclear Regulatory Commission and the source or detector cell shal l  be 
removed immediately from service and decontaminated, repalred, o r  disposed o f  i n  
accordance w i t h  Commission regulations. The report sha l l  be filed within f i v e  
days of  the d a t e  the leak tes t  result i s  known w i t h  the U.S. Nuclear Regulatory 
Commission, Region I, AITN: Chief, Nuclear Materials S a f e t y  eranch,  475 
Allendale Road, King of  Prussia, Pennsylvania 19406. The report shall specify 
the source or detector ce l l  involved,  the t e s t  results, and corrective action 
taken. 

G. The licensee is authorized to collect leak t e s t  samples for analysis by the  
1 icensee. 
by persons specifically l i c e n s e d  by t he  Commission ur an Agreement State to 
perform such serv ices.  

Alternatively, t e s t s  for leakage and/or contamination may be performed 
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17. The licensee i s  author ized  to t r anspor t  l icensed material  i n  accoydance w i t h  the 
prov i s ions  of 10 CFR P a r t  71, “Packaging and Transportation o f  Radioactive 
M a t e r i  a1 . “ 
The l i c e n s e e  shall not acquire l i censed  material i n  a sealed source or device unless 
the source or device has been registered w i t h  t he  U.S. NuLlear Regulatory Comn;ission 
pursuant  t o  10 CFR 32.210 o r  equiva len t  regula t ions  o f  an Agreement S t a t e .  

The l j c e n s e e  i s  authorized t o  hold radioactive material with a physical h a l f - l i f e  o f  
l e s s  than 120 days f o r  i n  ordinary trash, provlded: 

18. 

19. 

A .  Waste t o  be disposed f o r  decay a minimum o f  ten 
hal f -1  ives .  

8. Before dispos 
surf ace w i t h  
and w i t h  no i 
d i s t i n g u i s h e d  
ob1 1 t e r a t e d ,  ,&.. 

r e t a i n e d  for 
on which the 
disposed, the 
measured a t  t 
who performed 

A. Access t o  the 
brachy t her apy 

6 .  Each en t r ance  
i n t e r l o c k  sys 
immediately u 
connected i n  , 
position until the  en t r ance  door  i s  closed and the source “on-o f f”  control  i s  
reset at. the con t ro l  panel. 

C .  A r eco rd  o f  e&% such d i  

a t e  af ter loading 

C .  E l e c t r i c a l  interlocks on each entrance d o o r  t o  the  treatment room shall be tested 
f o r  proper operation a t  least  once each day o f  use.  

0. In the  event o f  malfunction of the door  i n t e r lock ,  t h e  u n i t  shall be locked i n  
the ” o f f ”  position and n o t  used, except as may be necessary f o r  r e p a i r  or 
replacement o f  the interlock system, u n t i l  the  in te r lock  system i s  shown t o  be 
func t ion ing  properly. 

21. Prior t o  iniliation of a treatment program, and subsequent to each source exchange 
for each high dose rate remote af te r loading  brachytherapy u n i t ,  a r a d i a t i o n  survey 
shall be made of: 

A. The source housing, w i t h  t he  source i n  t h e  shielded pos i t ion .  The maximum ’ 

radiation levels a t  10 centimeters from the surface of the  main source safe shall 
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22.  

'23. 

5 . 1  , 

24.  

25. 

n o t  exceed 2 millirem per hour .  

The survey s h a l l  clearly e s t a b l i s h :  
B. A17 a r e a s  ad jacent  t o  the t reatment  room w i t h  the source i n  t h e  exposed p o s i t i o n .  

(1) 

( 2 )  

The fol lowing s h a l l  be perforngd.Dni3 bfikhcq c i f i c a l l y  authorized by the  
Commission o r  an Agreemen .%ate t o  perform such se&ife-: 

T h a t  r a d i a t i o n  doses t o  occupat ional ly  exposed ind iv idua ls  do  not  exceed t he  
l imits  specified i n  10 CFR 20.1201(a) ,  20.1207 and 20.1208. 

That radiation doses t o  individual  members o f  t he  public do not exceed t h e  
l i m i t s  spec i f i ed  in  10 CFR 20.1301(a) .  - d-+\ 

h t J  
A .  I n s t a l l a t i o n ,  and Sgacement of  the sealed sources ained i n  each h i g h  dose 

r a t e  remote a f te r&ing  brachytherapy unit. 

B. Maintenance o 
brachytherapy 
the source d r  
t he  sh ie ld ing  
i n  increased  

In l ieu of the s 

A .  Promptly dete 
a t  the  conclu 

B.  Promptly make a qP' 
m i  sp7 aced. 

C. Make a record of t used, dose r a t e ,  time, 
d a t e  and name o f  t h e  indivijdtal ,  aking the s q y e y .  

D. Retain the record of  the survey i n  l i e u  of t he  record required i n  
.& -i!k 

i o  CFR 3 5 . 4 a q d ) .  

In l i e u  of  10 CFR 35 .404(a ) ,  immediately a f t e r  r e t r ac t ing  the source from the 
patient i n t o  i t s  shielded position i n  the remote af te r lo i rd ing  d e v i c e ,  r ad ia t ion  
survey s h a l l  be made of  t h e  p a t i e n t  and the remote afterloading device w i t h  a 
po r t ab le  r a d i a t i o n  de tec t ion  survey instrument t o  confirtn t h a t  the  source  has been 
removed from the patient. Records o f  t he  survey s h a l l  be maintained i n  l i e u  o f  t h e  
record required i n  10 CFR 35 .404(b ) .  

The l i c e n s e e  s h a l l  no t  perform r e p a i r s  or a l t e r a t i o n s  o f  t h e  irradiator authorized 
in i n  i tem 9.L. involving removal o f  sh ie ld ing  o r  access t o  t h e  l i censed  mater ia l .  
Removal, replacement,  and disposal o f  sealed sources i n  the irradiator s h a l l  be 
performed by persons s p e c i f i c a l l y  1 icensed by the  Commission o r  an Agreement S t a t e  
t o  perform such s e r v i c e s .  

The procedures contained in  the manufacturer 's  i n s t ruc t ion  manual for t h e  i r r a d i a t o r  
authorized by this l i c e n s e  i n  i tem 9 . L .  shall  be followed and a copy o f  t h i s  manual 
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the  d e v i c e .  

Except as s p e c i f i c a l l y  provided otherwise i n  t h i s  license, t h e  licensee shall 27. 
conduct i t s  program in accordance wi th  the statements, representat ions,  and 
procedures contained i n  the documents, including any enclosures, l i s t ed  below, 
except far minor changes i n  the medical  use r a d i a t i o n  safe ty  procedures as provided 
i n  10 C F R  35.31. The U.S. Nuclear Regulatory Commiss ion 's  regula t ions  shall govern 
u n l e s s  the statements, representations, and procedures i n  t h e  1 icensee's application 
and correspondence are more restrictive t han  the regulations. 

A .  Letter dated January 15, I9f7&@pt &6& b a s e m e n t  Program 

C. Letter dated July 11 b97 
D. Letter dated Augus 4, 1997 
E. Letter dated O c t o 4  16, 1997 

B. L e t t e r  dated January 2 \9 7 Q 

F o r  t h e  U.S. Nuclear Regula tory  Commission 

F-4- ,-----7f2, 

Region I 
King o f  Prussia, Pennsylvania 19406 
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35.400 

35.400 

Permit for Use of Ionizing Radiation 
Therapy Physicist 

P E R M l T  #99115 
Amended on 2/12/01 

224.301 Brachytherapy 

228 Linear Accelerator 
HDR Brachytherapy 

intravascular HDR Brachytherapy (JVB) 
, .- J 

Expiration Date: February 26, 2005 

NRC License # 37-01421-01 

L 

Rafael Yankelevich, PhD. 
is hereby granted the status "Authorized 

Medical Therapy Physicist" for the  procedures 
listed below: 

Mildred Fleetwood, PhD. 
Chair, Radiation Safety Committee 
Geisinger Health System 

This permit is issued based on information submitted to the Medical Health Physics Office and 
is subject to the terms and conditions of the application materials and associated documents. 

The Geisinger Radiation Safety Committee reserves the right to withdraw this permit prior to the 
stated expiration date. 

Catherine M. Anderko, M S  
Senior Health Phy6iCkt, Radiation Safety Officer 
Gdsinger Health System 
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Century Oncology 
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ation Therapy Services, Inc. 

I 

December l s l ,  2006 

Sandy Gabriel 
Senior Health Physicist 
US. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-1415 

IRE: Mail Control No.: 139593 
Radioactive Material License X 09-31 141-01 

Dear Mrs. Gabriel: 

This is to inform that on October 11,2006, Dr. Ashraf Youssef, M.1). has perfomied 5 
HDR Brachytherapy cases under my supervision in our facility locaied a: 7341 Gladiolus 
Drive, Fort Myers, FL under St'dte of Florida Radioactive Materials License i# 476-2 in 
which 1 arn listed as an Authorized User. 
I confirm that Dr. Youssef has satisfdcloxily completed the requirements in 10 CFR 
35.960(b)(l), (b)(2), and (c) and has achieved a level of competency surficienr to function 
independently as an HDR aurliorized user. 

Should you have any questions, please feel free to contact me at 239-768-7377. 

Sincerely, 

Constantinc A. MGtz, M.D. 
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Nucletron Corp. 2006 

Physician mHDR Afterloader Training 

A prerequisite for physicians attending this course is a compiete understanding of the basics of 
Brachytherapy. The basics of Brachytherapy will not be taught. Treatment planning system 
knowledge is a plus. 

Advance scheduling with Nucletron Training Department is required. Please call: 443-545-2210. 
Course date and time will be confjrmed in writing upon receipt of participant registration. In event 
of an emergency, Nucletron reserves the right to cancel the course. 

Course Goals 
1, Increase understanding of the mHDR afterloading system 
2. Promote discussion of the mHDR afterloading system 
3. Presentation on applicators for bodysite solutions 
4. Promote understanding of data output 

Course Introduction 
Instructor and stukjent introductions 
Overview of the program and training material 

Topics Presented and Discussed 

Nucletron mHDR Afterloader 
Safety procedures 
mHDR Afterloader “do’s and don’ts’’ 

. Clinical Solutions 
Use of Applicators 
Types of Applicators 

Clinical Training mHDR Afterloader 

Physician’s Guide to Treatment Planning 
Overview of PLAT0 Treatment Planning System 
Graphical Optimization 

Review of QA and discuss anatomy of accidents and misadministrations 

Hands on practice with the mHDR afterloader 

4 Evaluation module 
Participants are required to complete the evaluation document 

Certificate citing attendee’s participation is issued at completion of course. 
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DEPARTMENT OF HEALTH 

, BUREAU OF RADIATION CONTROL 
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RADIOACTIVE MATERIALS LICENSE 
SUPPLEMENTAL SHEET 

IST CENTURY ONCOLOGY, INC. 
bla Radiatilon Therapy Regional Center 
!I65 Metro Parkway, Suite 198 
,rt Myers, FL 33912 

'ith reference to correspondence datad August 24,2008 and Sepfember 8,2006, State of Florida 
3dioadive Materials License Number 476-2 k hereby amended. 

. .I. . . . .  . .  , . .  . . . . .  
. . . . .  . . . . . . . .  .. . . .  . .  . . . . . .  . . .  . . . . . . .  .. I 

3 CHANGE CONDITION 12AND 22:fO,RE&3: ,,;, . . # .  
: 

. .  . . .  . . . .  . . ; . .  

. . . . .  
. .  . . , .  . . . . . . .  . .  :., . .  

. Nakfoor, Jr., M.D. . . ,  , .  . 

. . . . .  .. Michael C. Hanus, M.D. 
Keith L. Miller, M.D. 
Chaundre Cross, M . D .  

: 

€3. 

C. 

The radiation safely officer is Constantine A. Mantz, M.D. 

Radiologic technologists who use and administer radioactive materials or perform 
brachytherapy or teletherapy procedures under the general supervision of an authorized 
user shall hold a vafid certificate as required by Chapter 468, F.S. 

t i m e  Number: 476-2 LICENSEE COPY Category: WI 
Amendment No.: 36 
Control Number: 20060829-1320 Page 1 of3 Page@) Expiration Dale: 0.11311201 'I 
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DEPARTMENT OF HEALTH 

BUREAU OF RADIATION CONTROL 

RADIOACTIVE MATERIALS LICENSE 
SUPPLEMENTAL SHEET 

?. 0. The authorized medlcat physicists for medical physics support are: 

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

Names 
. .  

.. .. . . . .  .... , _  . . .i" 

Uaniel H. Galmarini, M.S.  
Mark D- Leete, M.S. 
'Carol Kesder, M.S. 

. .  
Iridium 192 

. .  . . , .  . 
. .. . . .  . .  

. . . . .  . .. .:, . :. 
I .  

.,*~.' , . . . .  . 
. .  .,. . . (  . . . ,  . . . . . .  . . .  

. ,  . .  
. ; . . :  .. . .  . .  

. .  . ' ' I  ' ' 

. .  . .. .. I . .  

2 .  A. ' thg IkeA- shall possess and 
:this,i'mse in  accordance with 

ipzig Application set), 

... 

Llcanse Number: 476-2 LCENSEE COPY Category: I S 1  
Amendment No.: 36 
Control Number: 20060829-1 320 Pa00 2 of 3 Pagefs) Expiration Date: OIB112Of 1 
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STATE OF FLORIDA 
DEPARTMENT OF HEALTH 

II BUREAU OF RADIATION CONTROL 

2. 8. 

RADIOACTIVE MATERIALS LICENSE 
SUPPLEMENTAL SHEET 

The licensee shall comply with all applicable requirements of Chapter 64E-5, Florida 
Administrative Code, and these regulations shall supersede the licensee's statements in 
applications or correspondence, unless the statements are more restrlctim than the 
regulations. 


