
Elkhart 
General 

H ea lthca re System’” 

May 12,201 1 

U.S. Nuclear Regulatory Commission 
Region I11 
2443 Warranville Road, Ste 210 
Lisle, IL 60532-4352 

Re: NRC License 13-188879-01 

Dear Sir/Madam: 

We would like to amend our NRC License No. 13-1 8879-01 to include the following 
physicians as authorized users: 

Michael W. Dye Jr., M.D. as authorized user for 10 CFR 35.100,35.200 and 35.300 (for 
oral administration of sodium iodide- 13 1 in quantities less than or equal to 33 
millicuries). To support this request we have included here the preceptor form for Dr. 
Dye. 

Sridevi Sompalli, M.D. as authorized user for 10 CFR 35.100, 35.200 and 35.300 (for 
oral administration of sodium iodide-13 1 in quantities less than or equal to 33 
millicuries). To support this request we have included here Dr. Sompalli’s ABR 
Certification in Diagnoctic Radiology and record of his training and experience. 

Thomas Kang Rhee, M.D. as authorized user for 10 CFR 35.100,35.200 and 35.300 (for 
oral administration of sodium iodide-13 1 in quantities less than or equal to 33 
millicuries). To support this request we have included here Dr. Rhee’s ABR Certification 
in Diagnoctic Radiology and record of his training and experience. 

Luisito Gonzales, M.D. and Wai Hung Lee, M.D. as authorized users for 10 CFR 35.200. 
Both physicians are currently authorized for the same under NRC License No. 13-325 15- 
01 (copy attached). 

We would also request to remove Janaki Moni, M.D. from our users’ list. 

If you have any question please contact me at (574) 523-7857. 

S. Steven Leung,‘Ph.D. 
Radiation Safety Officer 

Elkhart General Healthcare System 
600 East Boulevard 
Elkhart. IN 46514 

Phone: 5741294-2621 
www.egh .org 
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Universiq of South Alabama Medical 
Center dk University of South Alabama 
College af Medicine 

and 

: O M  RUS(U(AU0) 

July 2006 to 
. 66 . June 2010. 
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L 

University of South Alabama Medid  
Center & University of Soutb Alabama 
College of Medicine RaglaSon pmedion 

AUTHORIZED USER TRAINING AND EXPEIZIENCE ANI) PRECEPTOR ATESTATION (caminued) 

July 2006 to 
42 June 201 0 

~ - 

53 3. Tmjnina and ExDerience for ~rooos e4 AutholSz ed l f ~  

a. Clas~raom and Laboratory Imining. 

blathematics pemng to me 
and measurement of raCiiaactiVrty 

R a d h o n  physics 
tstrurnenmion 

University of South Alabama Medical 
Center & University of South AIabama 24 Juue 2010 
College of Medicine 

July 2006 to 

Snemw Of bmmucf: 
bat medicat use (notmpt&xj ibr 
071701J 

Univemity of Sorxtb Alabama Medical 
Center & University of South Alabama 77 June 2010 
College of Medicine 

July 2006 to 

Udi3tiun biobgy 

~ ~- 

University of South Alabama Medical 
Center & University of South Alabama 62 June 2010 
College of Medicine 

July 2006 to 

L~~di~~dExp%rtenceh ic :en~  or Clock D*Qf 
Permit Number d Fecihty Hours GqMence* 

Description of bpetience 

radioacbve rnaQxiats safely and 
the r e m d  mdatim 

=mfi Materials License No. 584 
Pwfbming quari mtmi 
procedures on insmmts  used to 
determine the ;rctivity af dosages 

PfapOrmjng checks fw mer 
Operarian C f s w e y  mws 

Cakuf3tjtinp. measuring, and =rely 
preparfns W-eM human Center / Alabama Radioactive 
subject dosages 

rewiuinpm and U*F4ckm9 University of Sou& Alabama Medical Jury 2006 to 
1 June 2010 Center /Alabama Radioactive 

University of Soutb Alabama Medical 
Center I Alabama Rstdioactive 
~s ter ia~~ License NO. 584 

University of South Alabama Medical 

Ma tends License No. 584 

July 2006 to 
I June 2010 

July 2006 to 
1 June 201 0 

1 

_.  .. 

I 



AUTHORIZED USER TRAlNlNG AN0 EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

D w ~ ~  

July 2006 to 
June 2010 

Type of Training Location and Dates 

July 2006 to 
lune 2010 

I '  
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'ORM R W H M  

AlSMORiZED USER TRAINING AND EXPEWENCE AND PRECEPTOR ATTESTATION {cantInuedl 

RadiaUon pmectkm 

I 
University of South Alabama Medical Center 66 July 2006 to 

1 
University of South Alabama Medical Center 42 July 2006 to 
University of South Alabama College of Medicine 

University of South Alabama Medical Cemter 24 July 2006 to ' University of South Alabama College of Medicine 

University of Sonth Alabama Medical Center 77 July 2006 to 
UniverSily of South Alabama College of Medicine 

~ U~verpity of South Alabama Colkge of Medicine June 2010 

June 2010 
I 

June 2010 

June 2010 

Umiverdty of South Aiabamr Medical Center 62 Ally 2006 to 
University of Sooth Glabamr C o m e  oCMediine June 2010 

premng m n t  or Unlversify of South Alabama Medics1 Center 
Alabama Radionetmc Materfab License # 584 I I 

Jnly 2M)6 to 1 June2010 1 Cstlcutabhrp. rnaasuring. anb 
human reseam subject 

I I I 
July 2006 to 
June 2010 I Univusity of South Alabama Medical Center 1 

Alabama Radioactive Materials License # 584 

~ ~ ~ I 
Uslng pmcdums to cbrrhm 
s $ M  b-produd ma%dal Unhcrsiy ofSouth Alabama Medical Cenkr 1 July 2006 to 
sa:eiy and using prover Alabama RadIoattive Mnterials License # 584 
deconmminatran procedures 

June 2010 
I 

Total Hours of Supervised Work Experience: - 5 
A 

11-91 : 
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AUWURIED USER TRA1NIN G AND EXPERENCE AND PRECEPTOR ATTESTATION (continued] 

!asananth&!f?Auser i University of Soutb Alabama / Alabama 
I Radioact& Materials License No. .534., ........ ..................................................................................................... 

%F€Jnlhf meets the requirements below (or mlvarent 3 m  NRC or Agreement State). (check a# that m y r :  

................................................................................................................... 
l@.O7(56] i Win experience acJrWiistering do- of: 

I 

I 
On d any QthW mbkMWdm w m  a Wlkbl l  d i m  ........... ..:, ...................................................................................................... , -* %mPi#i?qbhwud uwrnruz ham m u x e  in ad+rl%m+g dosgcsin hesame c b s a p s ~ l y o r ~ e s  as mE in&uihrd 

am0lizEd~erStd;s. ~ 

University o f  South Alabama Medic I 

Alabama Radioactive Mattrisls June 2010 
JRIY 2006 to I 10 Cent= 

Oral Aminismtian d sadium 
Mde I-$3t 18quirlng a written 
directlvebwan-fessthan 

f33 nrilharries) License No. 584 
W WltS t0 I.= g l g w W b  

University of South Alabama Medi 

Alabama Radfoactive Materials 
License No. 584 

July 2006 to 7 Center 



'ORM R W ( a v r )  

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3, Troinina q d  Exaeri- for Pmwed Autho rired Usg (contin- 
c. ScpenriseQ Clfntml Case Experience (continued) 

: t i c e r r a e l P m k N u m b e r l ~ ~ ~ ~ r & ~ 1 1 5 B n  

I s i t y  of South Alabama Radioactive 
. w  

Shikha Khulinr, MD, MPH 
......................................................... i Mat.e.drals.LtCeFe.N!?-. 584 ........................ 
Supervisor meets &e requlmmts bdua (3r equivalent rWm NRC or &reenen! State). [check ah that a@#*: 

.......... "... ................................................................................ ,................ ..... 

............ !. ..................................................................................................... 
p. -zd k ~ m c  M ~ m c e  atim%itt?ti% -in *le same d m a ~ c x e p r y o r ~ e s  3s tka ind'vydud 

m q d g - a v -  

%r!5t section 
:heck one of th% k l l w i n q  for each requested authoriaj'on: 

OR 
Tratttina and EwDerlence 
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; O W  RWW(AUT) 

AUTHORIZED USER TRAlNlNG AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

-stat ion [continued! 

First Section fcantlnued) 

For .07(57) Ilclestical Attestation Statement Regardless of Training and Experime P a t h w a  

For .07(58) (Identical Attestation Statemern R e u ~ n d l e s s  of Trainina and Exwrimce Pathmvk 
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For .07(59): 

Currem .07L6.8# or ,07189) auth arized user 

Parenteral admmlstmtion d my other radbnucade rsqulrmg a wrjtten dIrec3de 

Telephone Mpnuet Cnte * (251) 471-7128 I ' '* I ' m of Prsceptor sipww6 

censdPemttt P4umtrlFeci Nyns 
hiversity of South Alabama / Alabama Radioactive Materials License No. 584 

Shfkha Khullar, MJI, MPH J W  / 



I Fax sent by : 5742581181 RADIOLOGY INC. 84-84-11 89:54a Pg: 12/13 

b ... Form A 

American Board of Radiolow - Program Director Attestation 

COMPLIANCE WITH NRC TRAlQViNG GND EXPERIENCE REQUIREMENTS 
I 

More information can be found at the folIawing link: 
htt p : / / w .  nrc, aov/read ina-rm /doc-cokctio ns/cfr/~a rt035/pa rtO35-0290. htm I 

YES NO 

By the time of the ABR oral examination, this applicant will have successhtly completed the hours of 
mining and experience as outlined in I O  CFR 35.290 and 35.392 .............................................. 

This applicant has taken part in 2 3 cases of oral administratim of I- 13 1 therapy (5 33mC13.. ............ 

The resident's logbook of these therapy experiences (date, dose, and preceptor) is attached... ............ m n  u u  
The work and experience cited above for $35.290 was obtained under the supervision of an 
Authorkcd ZJser (AU) who meets the requirements under relcvant sections of 5 35.290 or equivalent 
Agreement State requiremen ts... .............. .......................................................................................... 
The work and experience circd above for 5 35.392 was obtained under the supervision of an 
Authorized User (AU) who meets the requirements under 8 35.390,35.392 or 35.394 or 
equivalent Agreement State requirements.. ...................... ......................................... 

Residency ProgEh Director 
(h int  Name) 
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- 8 7  .. . * 

Fonn B 

' .  

1. 

2. 

3. 

4. 

1-131 Therapy ExDerience 

- Date Dose Administered 

" 
Sign Name 
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Form A .\. 

American Board of Radiolow - Program Director Attestation 

COMPLIANCE WITH NRC TRAINiNG A N D  EXPERIENCE REQUIREMENTS 

More information can be found at the following link: 
http://www.nrc.aov/~~djnQ-~ /doc-collections/cfr/partO35/part035-0290. html 

YES NO 

By the time of the ARR oral examination, this applicant will have successfully compIeted the hours of 
training and experiencc as outlined in 10 CFR 35.290 and 35.392 .............................................. 

This applicant has taken part in 1 3 caes of oral administrarion of 1-13 I therapy (5 33mC0.. ............ 

The resident's logbook of these thcrapy experiences (date, dose, and preceptor) is anached. .............. 
The work and experience cited above for 5 35.290 was obtained under the supervision of an 
Authorized CJser (AU) who meets the requirements under relevant sections of 5 35.290 or equivalent 
Agreement State requirements.. ......................................................................................................... 
The work and experiencc cited above for 5 35.392 wets obtained under the supervision of 811 
Authorized User (AU) who meets thc requirements under 9 35.390,35.392 or 35.394 or 
equivalent Agreement State rquiremcnts. .............................. ........................................ 

d o  
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,, . - 
Form B 

L... 

i 

1-131 Therapy Experience 

Resident Name' 
420 -01 - I / -  00 9' 

Program & Number 

- Date Dose Administered Precerrtor (AU) Print & Sign Name 
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Form A 

Arnarlcan Board of R a d i o m  - Proprnn Directat Attetration 

COMPLIANCE WITH NRC TRATNING AND EXPERUZNCE REQUIIZIEMENTS 

More information can be found ae the following ! i l k  
http://www.nrc.qcrvlraadil~~-rn~ /doc-cotle?c~ions/c~~/pal-t035/part035-02nl 

By the rimc ofihe ABRoml exmination, this appiiciinl will have srrccessfirlly coinplctcd rhe houm o r  
trJinib~QnPexpericnccaoDutlihcd in 10 CFR35290and35,391 .............................................. 

The residcnt's logbaak of hc$e rhrmpy uprriencrs (datc, dosq and preccpmr) is mched., ............. 
The wark and txpcriarcc ciiccl above for 8 3 5 2 9 1  urds obmined undcr rht supervision of ai1 
Aulbori22d Uccr (AU) who nieets the raquircmcnu; under relcvrni &?ctiom o r 4  33.290 or tquivdcnl 
ArgwnLztt sum requirrmtnrs., ......................................................................................................... 
The work and cxpdcnce citcd above for 8 35-39? was ob1sin:d under Lhc mpervinon or'm 
Aurhorizcd USW (AU) who mitts djt rcquirmcncs unda 35394,35.392 or 35.194 bf 
cqiiivalent Agrvcmctrr S ~ L '  reqrriremem. ......................................................................... 
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T-153 P. OO3/003 F119 

1431 ThcrsPv Experience 

1. 

2. 

3, 

4. 

Data 
7 
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..... ..... . . . . .  
I.. . . . . . . . . .  U.S. MUCWREGUWTORY'COMMISSIQN * - 

, , .  
RC FORM 313A (AUD) 
-=Y 

AUTHORIZED USER TRAINING AND EXPERENCE ' .APPROVEP BY OMB: NO. 3156-01; 
AN0 PRECEPTOR ATTESTATION :EXPIRES: 3/3v2012 

(far uses defined under 35.100,35.200, and 35.500) 
[ I O  CFR 35.190,35.290, and 35.$90] 

. . . .  , .  . .  . . .  

:me of Propo$~ddrr;;uthor&d~ser 

laquested Authorization(s) (check all that apply) 

rj _,_( 35.100 Uptake, dilution, and excretion studies a 35.200 imaging and localization studies 

-.! - 35.500 Sealed sources for diagnosis (specify device 

' ' 

. ... %,,*.. . . " . % _ I . *  .,... . -- --.--...,. . . .  

1. -. -IlW-*...-"-. 

PART I - TRAINING AND EXPERIENCE 
(Select one at the fhm mefhads below) 

' Training and Experience. including board certification, must have been obtained within the 7 years preceding 
the date of application M the indlviduaf must have obtained dated continuing education and experience since 
the required training and experience was completed. Provide dates, duration, and description of continuing 
education and expsrience related lo the uses checked above. 

4 1. Board Certification 

a. Provide a copy of the board certification. 

b. If using only 35.500 malerials, stop here. If using 35.100 and 35.200 materials, skip io and complete Part I I  
Preceptor Attestation. 

'..I 

j 2. Current 35,390 Authorized User Seeking Addltiam&5.290 AuthWizatipn 

meeting 10 CFR 35.380 or equivalent Agreement 
_______I --rr"-_---- 

a. Authafired user on Materials License 
State requirements seeking authorization for 35.290. 

( l f  more than one supervising individual is necessary to documerif supwised wurk experience, provide multiple 
copies of this sectkm.) 

tx Supervised Work Experience. 

, Description of i Location of Enperlence/License or j Clock Datesaf 
I Permit Number af Facility 1 Hours f +Zxxxknce* I - .  -,-"------,--. .. ..... .--I..- -- 

i I 
i 

! i ! 
! i 

-. . ........... . i 

Eluting generator systems 
appropriate far the preparation of 
radioactlve drugs for imaging and 
localization studies, measuring and 

:purity, and processing the eluete 
iwith reagent kits to prepare labeled ! 
i radioactive drugs 

I Total Hours of Experience: 

j LicensePermit Number listlng supervising individual as an 
i authorized ussr 

p -.--.- 

1 testing the eluate for radionuclidic 

-----4.--11.-______.___. - 
I 

i 
.---.I".- L . . I O . * * , Y  . . .rr_.._l.. .... ,--, ........_..__ .-.,,."",",-.".,.-.-. .L.*IU-. .... . . .... ! Supervising Individual 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ! . . I . . . .  ......... ................................................................. : ............... :... .......... 
Supervisor meets he requirements below, or equivalent Agreement State requirements (check 3ll that apply). 

1 35.290 35.390 generator experience in 32.290(cXl)(ii)(G) 
i -.,.. C L - . L L Y U _ . . * I J - " " ~ U _ _ _ _ . I I .  . , , ..I.----.---,_.,.-.-- 
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RC FORM 313A (AUO) U.8. NUCLEAR%%UUTWW COMklWON 
-O AUTHORURD USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

- -  "_ 

PART I1 - PRECEPTOR ATTESTA'IION 
lose: This part must be completed by the individual's preceptor. The preoeptor doss not have to be the supetvislng 

individual a3 bng as the preceptor provides, directs. or verifms training and experience mqulred, If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not 
required to meet balnlng requirements in 35.590) 

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fuMll the duties of tht 
position sought and not attesting to the individual's 'general dlniml cornpew.' 

4rst Swtlon 
Mck one d the following for each use requestad: 

Board Certifiithn 

glatleslthat pch has satisfactorily completed the requirements in 
Npm d Pmpwd'/&hodmd Ullar 

I O  CFR 35.190(a)('I) and has achleved B level of competency suffcient to function independently as an 
authorized user for the medical uses authorized under I O  CFR J5.100. 

OR 
Trainina and Exoerlencq 

c '1 I attest that has satisfactorily completed the 60 hours of bainlng 8nd 
---...?"I " 

N s m d P r o p o a o d ~ e d h -  

experience, including a minimum of 8 hours of classroom and laboratory training, required by I O  CFR 
35.19O(c)(l), and has achieved a level of competency sufhient to function Independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100, 

Dr 35.290 
Board Certjcation 

10 CFR 35.290(a)( 1) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medicsl use6 authorized under 10 CFR 35.1 00 and 35,200. 

OR 
m n i n a  and Experim,cg 

0 I attestthat has satisfactorily Completed the 700 hours of training 

and experience, lncludlng a minimum of 80 haurs of classmom and laboratory training. required by 10 
CFR 35.290(~)(1), and has achieved a kvel of competency sufficient to function independently as an 
authorized user for the medical uses autharized under I O  CFR 35.1 00 and 35.200. 

Neme d P q o w t  AuUwrl% 
G"""' 

r m u l d l ; h * l l r y * * p e r w ~ - - ~ ~ ~ ~ ~ ~  
iecond Section 
;ornplete the tollowlng for prec;aptor attestation and slgneture: 

meet the requirements below, or equivalent Agreement State requirements, as en authorized user for: 
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Form A 

krnerian Board af&d’i&o&v -Ptq@gp R Srecetor Artctstarian 

COMPLIANCE W I T H  NRC TKAIIVING AND EXPERIENCE REQUIREMENTS 

More: information c3n be found at the following link; 
httu:l/www. nrc . govheadinq-rm /doc-to 1 kctron sf cJr~~d20351~srVl 35-02901 html 

B y  the time ofthe A B R  oral examination, this applicant will have successfully compleled the hours of 
Lraining and experience as outlined in IO CFR 35.290 and 35.392 .. ...,. ”,”., + .,_, ,.......__. ,. ...,,, 1 

This applicant has taken pad in 2 3 caw. of oral dministration of 1-131 therapy (5 33mCi).. I ...., ._ ,  

The resident’s logbook of thwc therapy cxpcricnccs (date, dose, and preceptor) is  attached. ... . . . . . . . . . . 
‘Ibe work and experience cited above for $35.290 wm obtained under the supervision ofan 
Authorizd Uscr (AU) who mecls thc rcquircmcnts under relevant sections of 5 35.290 or equivalent 
Agrcernent Stziatt wyirtflfxk. , , , . , , , . . . . . . ,. . . . , . . _ _  

The work and expcAme d ( 3 d  above for 0 35.392 w a  obtained under rhc super+/ish of an 
Authorized Uscr (AU) who rnccts Ihc requirements under 4 35.390,35.392 or 35.394 or 
cquivalent Agreement State requirements ..__ _. . . _ _ .  

_._..____._._...... 

.. . __, ., . , , , .. . ., , ,, _ _  _. ., . __. _ _ _  .. . _. ___.  .____. . . . . _ _ .  . . _., 

(Print Name) 
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Form B 

1-1 31 Theraw Exmrience 

PreceDtor (AU) Print & Sign Name 
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I '  

Northwestern Memorial" l!i!!v HospitaI 
May 9,201 1 

To whom ir may concern, 

This Ietler confirms that under Northwestern Memorial Hospital's Radioactive Material License 

granted by the State of Illinois (IL-01037-02) that Dr. William G. Spies, MD is an authorid 

user of radioactive material as approved by the Radiation safety Cownittee. 

03: WUani G. Spies b authorized for any ra&pharmiceuticaticni i#dek@ed in 32 Ilbirrzcis' 

Administrative Codes: 335.3010,335.4010,335.SOlO, and 335.6HO for diagnostic, 
therapeutic m d  research purposes. 

Dr. Spies has been an authorized user at Northwestern Memorial Hospital fOT the past 20 years. 
Dr. Spies recently received renewal BS an authorized user by the RSC for a two-year period 

extension on ~ p r i ~  zP, 20 1 I .  

This institution is granted a radioactive material license under the state of IHinois though the 

agreement compact with the Nuclear egulatory Commission (NRC). The hospital is not 

governed directly through the M C ,  but through the Illinois Emergency Management Agency 

(IEMA). 

Any questions please feel free to contact me directly. 

Radiation Safety Officer / Laser Safety Officer 
Radiation Safety Program Manager 
Radiation Safety D c p m e n t  
710 North Fairbanks Court, 7th floor, Suite 428 Chicago, IL 6061 1-3013 

(312) 926-8553 . P q e ~  (312) 716-3551 F a  (312) 926-2294 
g p f l u e w  .erg 



NRG FORM 374 PAGE 1 OF 2 PAGES 
U.S. NUCLEAR ~ E ~ U L A ~ ~ R Y  ~ U ~ ~ I S ~ ~ ~ N  Amendment No. 03 

~ A ~ ~ ~ ~ A ~ ~  t i  CE NSE 
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title IO. 
Code of Federal Regulations, Chapter I .  Parts 30, 31, 32, 33, 34, 35, 36, 39, 40. and 70, and in reliance on statements and 
r e ~ r ~ s e n ~ a ~ i o n s  heretofore made by the licensee, a license is hereby issued authorizing the licensee ta receive, acquire, possess, and 
transfer byproduct, source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) 
designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the 
applicable Parl(s). This license shall be deemed to contain &e conditions specified in Section 183 of the Atomic Energy Act of 1954, as 

clear Regulatory Commission now or hereafter in effect 

I, Elkhart Clinic 

2. 303 South Na 
Elkhart, IN 

3. License number 13-3251 5-Of is amended in its 
entirety to read as follows: 

Reference No. 

A. As needed 

10. 

11. 

12. 

13. 

d at 

License f 

303 Sout nee 

or tl e su of: 

A. lndividua tted to work as a n aut accordance with 10 

Ez. The fol'lawin 

Authorized Users 

Luisito Gonzales, M.D. 

Wai Hung Lee, M.D. 

0 CFR 35.200. 

10 CFR 35.200. 

In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed 
material to quantities below the ~ i ~ ~ ~ ~ m  limit specified in 10 CFR 30.35(6) for establishing 
d ~ ~ ~ m ~ i s ~ i o ~ i n g  financial assurance. 




