< Elkhart
§ General

Healthcare System™
May 12,2011

U.S. Nuclear Regulatory Commission
Region III

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. 13-18879-01 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-131 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-131 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-131 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. 13-32515-
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.

Sincerely,

Radiation Safety Officer

Elkhart General Healthcare System
600 East Boulevard
Elkhart, IN 46514

e e RECEWED MAY 24 opfF




Alabama Depariment of Public Health - Radition Contrel

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION
{for usas defined under 420-3-26-.07{45), (48) and 70)

Wame of Licensee yhere Physician VWishzs to be Approved

Name of Fradozed Adthonzed User
Michael W. Dye Jr., M.D.

Requested Autharization{s) (check al? that apply)

§ ] 420-3-26.07(45) Untake, dilution, and excretion studies

/] 420-3-26-.07(42) imaging and jocalization s:udies

i | 420-3-28-07(7C) Sealed sources for diagnosis (specify device )

PART | — TRAINING AND EXPERIENCE
(Select one of the three methods delow)

* Training anc Expene."ca inclucing board certification, must have been obiaingd within the 7 years preceding
the date of application or the individuai rust have obisined refated cominuing edutahon and expe'ience since
the required trairing and experience was complieted. Provide dates, duration, and descrigiion of continuing
education and experience reiated to the uses checked above.

{1 1. Board Cenification
a. Provide a copy of the board centification.
&. If using only .07{7C) materials, stop here, ¥ using .07{45) andior .07{48) materiak, skip © and complets Pars i

Precepur Attestation.
b 2. Cyrrent .07{56) Authorized User Seeking Additional .07(51) Authorization
a. Authorized user on Matenals License meeting .07(55) or equivalent NRC or Agreement

Stale requEements seeking authorization for 07{51).

h. Supervised ‘Work Experience.
(if more than ane sepervising individual is necessary 10 document supstvised wark axperience, provide mulbple
copes of this section.)

- . Location of Experisncellicenss or Cloek Dates of
Description of Experience Permit Number of Facility Houre | Experience”

Eluting generatorf systems
appropriate for the preparaton of
radioaciive drugs for imaging and
localization studies, mweasuring any
testing the eluate for radionuciidic
punty. and processing e siuate
with reagent ki's to prepare laheled
radioactive drugs

Total Hours of Expeﬁence:

Supanvising indhidunt LtameiPerml Nmt:erln‘mg supervising mﬂvidm £s an

Supervisor meets the requisements below (or equivalent from NRC or Agreemsnt State). [check aff that agply/
[J.o7s1y  [[].07(55) + generator experience in 07(51){c)T EXVIL
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FORM RM-HU{AUD)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (comtinued)

PR —
E 3 ning and rience for P ed A ed User
a. Classroom and Laboratory Training.
. . Clock Dates of
Description of Training Location of Training Hours Trainng”
. : University of South Alabama Medical July 2006 to
Radition physcs and Center & University of South Alsbama|. 66 | June2010.
College of Medicine
University of South Alabama Medical July 2006 to
- - Center & University of South Alabama| 42 June 2010
Rad R
adiation prozectian College of Medicine |
. - University of South Alabama Medical July 2006 to
Mathemati ftaini . .
and messurement of radieactyy, | Center & University of South Alabama| 24 | June 2010
College of Medicine
gt;mi;tg ;)fu:ey;();&du& m‘:;‘! University of South Alabama Medical Jaly 2006 to
0770} Center & University of South Alabama| 77 June 2010
College of Medicine
o University of South Alabama Medical July 2006 to
Radigton biology Center & University of South Alabama} 62 June 2010
College of Medicine
Total Hours of Training: 271

b. Supervised Work Experience (completion of this table is not required for .07(70)).
(i more than one supervising individual is necessary 1o document supervised work gxpenence,
provide mufliole copies of ihis section.)

. . Locafian of Experience/license or Clock Dates of
Description of Experisnce Permit Number of Facility Hours | Experience*

cmgg&ereﬁggi:"d ““p::gm University of Sonth Alabama Medical July 2006 to
performing the related ragiation ~ |Cepter / Alabama Radioactive 1 June 2010
surveys Materials License No. 584
Performing quaiity controi . <
procadureg gn irlngems used to |University of South Alabama Medical July 2006 to
dag;ennine the activity of dosages  (Center / Alabama Radioactive 1 June 2010
mrgmggfgscmk;g'sm“ Materials License No. 584
Calcutating, me asun’ﬁq. and safely University of South Al?bam-a Medical July 2006 to
preparing padent of human research|Center / Alabama Radioactive 1 June 2010
subject dosages Materials License No. 584

PA3ZZ
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FORM RM-HLIAUD)
AUTHORIZED USER TRAINING AND

e

3. Training and Experience for Propgsad Authorized User (continued)

b, Supervised Work Expedsance. (confinued)

EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Total Hours of Experience:

. . Location of Expetiencellicense or Clock Dales of

Description of Expenence Permit Number of Facility Hours Experiance*
Using administrative controls ‘o University of South Alabama Medical July 2006 tor
prevent a medical event involving the |Center / Alabama Radioactive 500 | June 2010
use of unseaied byproduct material  |Materigls License No. 584 o ,
'Using procedures to contamn spifed Univelsity of South Alabama Medical J “ly 2006 to
byproduct material safely and using  |Center / Alabama Radioactive 1 June 2010
aroper decontarination procedures | Mg terials License No. 584
Acministering dosages of radioactive |University of South Alabama Medical July 2006 to
"";95 to patients or human research | Center / Alabama Radioactive 1 June 2010
subjects V Materials License No. 584
Eluting generasor systems appropriate
for the gwaraaon (:d %ﬁme University of South Alabama Medical July 2006 to
Grugs for imaging a on . .
studies, measuring and testing the Centet: / Ala‘bama Radioactive 1 June 2010
eluate for radionuclidic purity, ang | Materials License No. 584
processing the eluate with reagent
Kits to prepare labeled radicaciive
gdrugs

506

Supenvising Indindual
Shikha Khkullar, MD, MPH

LicenmefPermit Numbser listing suprvising individus' as an

authorized user
AL Radioactive Materials license #584
University of South Alabama College of Medicine

nenurn

Supervisor meets the requirements below, ar equivalent NRC or Agreement Staie Fequirements (check ong).
orary - [4 o751y [z 0756)  [7] .07(56) + generator experience in .07(5(ck EXVID

¢. For 97(71} only, provide documentation of training on use of the device.

Device

Type of Training

Location and Dates

. For .07(70) uses only. Stop here. For .07{45) and 07

Altestation.

{48) uses, skip to and complete Part Il Preceptor

Fh3Z 3
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FORM RM-HU(AUD)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

| PART It — PRECEPTOR ATTESTATION b

iNote:  This part must be compleiec by the individual's precaptor. The preceptor may have been the supersvising
indivicual, or may have provided, direcled, or verifed all lraining and experience required. If more than

7 one precenior is nece3sary 1o document experience, ohtain a sepavate precaptor statemeint from each. {Nod
] required to meet training requirements in 87(71)}

AFirst Section
Check one of the foliowing for each use requested:

for SHAD)
rd Centification

[] i attest that Michael W. Dye Jr., M.D.  has satisfactorily completed the requirements in
Narte of Frosizes Adtvorzed Lises
420-3-28- 07{47{a)i1) and has achieved a level of competency sufficien: to funcion fdependenty as an -
authorized user for the medical uses authorized under 420-3-26- 07(45),

OR

Training and Exptrience
[] 1 attest that Michael W. Dye Jr., M.D.  has satisfactorily completed the 68 hours of irzining anc
arve Of PeGTINRT Autatzed LIS

experience, Incuging a minimum of B hours of classroom and laboratory training, required by .07«7xHe)1.
and has achigved a leved of competency sufficient io fumction independently 3¢ an authorized user for
the medica] uses authorized under G7{45).

For 07(51)
Boara Cettification
[ 1 attest that pichael W. Dye Jr., M.D.  has sabisfactorily completed the requirements in
Rare of Prozoses Auinotizes Lser

420-3-25- U7(E1)¥a)1. and has achieveq a level of competency sufficient o function indepanderily as an
authorized user for the medical uses authorized under 0745} and (48},

[

OR
Traini 3 [
[7]1 attest that Michael W. Dye Jr., M.D. has satisfaciorily compleled the 700 hours of raining
Nare of Miuposet Aytronized User

and experience, including 3 minimum of 30 hours of classroom and laboratary training, required hy 10
LT51¥c)1., and has achieved 3 leveal of comperency sufficient 1o function independently as an
authonized user for the medical uses authorized under .67{45) and (48).

TR S R PSP s PSRt ety

Second Section
Complete the following for praceptor attestation and signature:

[V 1 meet the requirements belaw, or equivalent NRC or Agreement State requirements, as an authorized user for:
A orary  Zlezsy ]G [V] O7(56) - generator experience

- fName of Preceplor Signaiure Talephane Number Cale
Shikha Khullar, MD, MPH {M/\WA/ (251) 471-7128 |~0% ou’ |7

Lticense/Permit NurmnberFetiity Narme '

University of South Alabama Radioactive Materials License No. 584

FASE9
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FORM RM-HHUIALITY Alabama Departinent of Public Health - Radiudion Contral

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION
{for uses defined under 420-3-28-.07(52))
[420-3-26-.07(58}, {57), (58) and {59)]

Narne of Licensee Where Physicion V¥isnes fo be Agproved

Narna of Prodesed Authorzed User
Michael W. Dye Jr., M.D.

Reguested Authorization(s) [check aX that apghy):
[ ].07:52) Useof unssaled byproduct material for which a written directive is required

OR
}Z] 07(52) Oral administration of sodium sodide 1-131 requiring a writien directive n quantiies iess than o equal o
1.22 gigakecquerels (33 millicuries)

m .07.52) Oral administratior: of sodium iotide I-131 reguinng a writien directive in quanities greater man 1.22
gigabecquerets (33 millicuries) '

[].67(52) Parenteral administration of any beta-emiter, or photon-emitiing radicnuclide with 2 photon energy iess
than 150 keV for which a written directive is required

D .B7{52) Parenteral administration: of any other radionuclide for which a written directive is reqidred

e —-“—A
PART { - TRAINING AND EXPERIENCE

{Select one of the three methods befow)

*“Training and Experience, including board cegtification, must have been oblained within the 7 years preceding the daia of
application or the indlvidual must have related continuing education and experience since the raquired raining and
experiem:% xsedco;nbgl&nd. Provide dates, duration, and description of continuing education and experience related to
the uses ¢ ve.

b 1. Board Certification
a2 Pmovide a copy of the board certification.

b. For .07{56), provide documentation of supervised clinical case experience, The table in section 2.c. may
be used to document this experience. :

¢. For 07(59), provide documentation of classroom and laboratory traming, supefvised work experience,
and supervised clinical case experience. The tables in sections 3.2 3.0, and 3.C. may be used to
document this experience.

8 Skip to and compiete Part i Praceptor Allestafion.

] 2 Cument .07(52). .07(60). or .07(72) Authorized Users Seeking Additional Authorization

a Authorized User on Materials License under the requirements below ar
ecuivaient NRC or Agreement State requirements (check all that apply):

O [Josn  [Oorss [Jorssy  []o7iew

k. If curently autharized for a subset of clinical uses under .D7(52). provide doaimentation on additional
required supervised case experience. The table in section 3.c. may be used fo document this
experence. Also provide completed Pan |l Preceptor Attestation.

¢ If curently authorized uncer 07(68) or 07(89) and requesting authorization for 17{59), provide
documentalion on classroom and laboraiory iraining, supervised work expetiance, and supervised clinical
case experience. The tables in sections 3.a., 3b,, and 3.c. may bs uzed ta document this exparianca.
Also provide completed Patt Il Preceptor Astestation.
New or first-time Authorized Users must complete sections 3.2., b. and c. and Part il, Preceptor Attestation

2azg
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FORM RM-HU{AUT}

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

fiy] 3. Training and i

for Proposed Authori

3. Classroom and Latoratory Training [ ] .07(56) [ o757 07(58) [] o759)
- . ; Clock Daies of
Description of Tralning Location of Trainityg Sours Training’
Radialion physics and University of South Alabama Medical Center 66 July 2006 to
instrumentation University of South Alabama College of Medicine June 2010
; " University of South Alabama Medical Center 42 July 2006 to
Radialion protsction University of South Alabama College of Medicine June 2010
Mathemalics pertaining o the | ypniversity of South Alabama Medical Center 24 July 2006 to
%;g;‘g,ﬁaéumm‘ of University of South Alabama College of Medicine Jupe 2010
Chemisiry of byproduct University of South Alabama Medical Center 77 July 2006 to
material for medical use University of South Alabama College of Medicine Juae 2010
_ University of South Alabama Medical Center 62 July 2006 to
Radiation biology University of Sonth Alabama College of Medicine June 2010
Total Hours of Classroom and Laboratory Training: 271
0. Supesvised Work Experience ] o7s8) ] o751 ™ orss) [ o5

f more than ane supenising individial is necesssry to document supesvised frigdning, provide mulbiple Copies

Total Hours

of this page.
.o Location of Experienceflicense or Clock Dates of
Description of Experience Pemnit Number of Facility Hours | Expeflence*
‘Ordering, recejving, and
‘unpacking racioactive materiale] University of South Alabama Medical Center 1 July 2006 to
saiely ang performing the Alabama Radioactive Materials License # 584 June 2010
refated raciation surveys
Performing quality contral :
‘:;’gdeg:(r’aée org‘ }mﬁ University of South Alabama Medieal Center 1 July 2006 to
5 . .
of and performing Alabama Radioactive Materfals License # 584 June 2010
checks for propsr operation of
sulfvay meters
-| Caleutating, measuring, and
Satoly progarne sames; o | University of South Alabama Medical Center 1 Jaly 2006 to
human research subject Alabama Radioactive Msatertals License # 584 June 2010
gdosages
Using administrative controls tof
prevent a medical event University of South Alabama Medicsl Center 1 July 2006 to
involving the use of unsedled | Alabama Radioactive Materials License # 534 June 2010
byproduct material
Uslng procedures to contain
splﬁed byproduct material University of South Alabama Medical Center 1 July 2006 to
safely and using proper Alabama Radioactive Materials License # 584 June 2010
decontamination procedures
of Supervised Work Experience: S

PaSES
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FORM RN-HUIAUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continted)

gef (continued)

o Supemsed Work Expeﬂenca (coninued)

Supernvising Individual waPamt Nm:e and Number ‘isting supervising ind vidual
Shikha Khullar, MD, MPH ~Umvers1ty of South Alabama / Alabama

--------------------------------------------------------------------------------------------------------------------

....................................................................................................................

+ Win sxperience administening dosages of:

: Moﬁﬂ Nal-131 requiring a written directive 'In quantifies less than or equal fot122
m 7658} i gigabecquerels {33 milkicuries)
LAY

Parenteral administration of beta-emitter, of photon-emilting radionuciide witha :)hutun
energy less than 150 keV requiring a written dtrectve

™ earenteral administration of any other radionuciide requiring a wrilen directve

[2 0756 Oral Nal-131 in quaniiies greater than 1.22 gigabecguerels {33 mifiicuries)
R H

- Summwgﬁutn‘:udbwmﬂhanmmmammmnhesam dosaaemmwuﬁwnash-m\rm‘ ’
requesting awharized user stakas.

¢. Supervised Clinical Case Experence
f more th1an one supervising individual is necessary 10 document superviset ok experience, pmwde

muitiple copies of fhis page.
Number of Cases N

. . . y Location of ExperienceLicense or Penmit Dates of

Jescription of Bxoerience Invgl:&ng;’:g::na | Number of Fadility Expesience*
Oral administration of sodium 10 University of South Alabama Medicsl
iodide [-131 requiring 3 writien Center July 2006 to
d:r:;t‘igg T m&"b Alabama Radioactive Materials  |June 2010
{33 milkcuries) License No. 584
Ogé ac;n‘n:;\;smé‘m mt: sodium University of South Alabama Medie#l
iodide requiring a written
directive in quantiies greater 7 Center . July 2006 to
than 122 gigabecquerels (33 Alabama Radioactive Materials June 2010
millicuries) License No. 584 :
Parentesat administration of
any beta-emitter, or
photon-emitting radionuctide
vith 2 photon anergy iess than NONE
150 keV for which 2 wricten
directive is required
Parenterat adminstration of any
ot.::g{ mgm%cidg form;helcéh a

i |
written directive is requir NONE
L1 RS oNaCTies)

EA33
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FORM RM-HU(AUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Troining and Experience for Proposed Authorized User (continued)
¢. Supervised Clintcal Casse =xperience (continved}
Supervising Individual :LicensefPermi Number fisting suparvising incividua' as an
Shikha Kbullar, MD, MPH : University of South Alabama Radieoactive

' Materials License No. 584

------------------------------------------------------------------------------------------------------------------
v

Stpervisor meets the reguirements below {or equivalent rom NRC or Acreerment State). [check aii that apsly]™:
[ 07(36) i With experience administering dosages of:
{4 0757} ¢ [ Oral Nal-131 requinng a writien directive i quantities less than or equal o 1.22

[Z.07¢8) gigabecquerels (33 millicuries)
[} o9 | L Orai Nak-131 in quanites greater 1an 1.2 gigabecqueres (33 millcuries)
‘ + [¥] Parenteral administration of beta-emitter, or phaton-emitling radionuclide with a phaton

: " energy less than 150 keV requifing a written directive is required
E' Parenteral administratian of any other radionudide requiring a written directive

™ Supandsing Authorized User must hove expariance in stministering dosages in he same dosage category or categories as tha indvidual
requestitiy auhorized user status.

<. Provide compleled Part Il Preceplor Attestation.

_
PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's precepter. The preceptor doas not have to be the supervising
individual as lorig as the preceptor provides directs, or vetifies training and experience required. If more than
one precepior is necessary ta document experience, obtain 2 separate precepior statement from each. .

First Section
Check one of the following for each requested authorization:

For .07156);

Board Certification

[(]1 attest that has satisfactarily completed the training and experience
Name of Proposed AUT aitved Ut

requirements in 420-3-26-.07(56)ay1.

OR

Training and Experience
[ attest that has satisfactority compizted the 760 hours of training

Nare of Propasen AU Inzed User

and experience, including 2 minimum of 200 hours of classroom and laboratory fraining, as required by
429-3-25-.07{56)(b)1

Phit e
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FORM RIA-HUAUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation {continued)
First Section jcontinued;

For .07(57) (identical Attestation Statement Regardiess of Training and Expe;imce Pathway):

Ml attestthat  Michael W. Dye Jr., M.D.  has satisfactorily compieted the 80 hours of classroon:
Npwe 3 Fropoesd Ahatzec Usar :

and laboratary training, as required by 420-3-26-.07{57){c}1., and the supervised work and clinical case
experiente racuired in 420-3-26- 07(57)(¢)2.

For .07¢(58) (identical Attestation Statemem Regardless of Training and Experience Pathway):

[\Zfl ates;that  Michael W. Dye Jr., M.D.  has satisfactorily campisted the 80 hours of ciassroon:

hana of Fopossd AU Zed User

and iabararary traiming, as required by 420-3-26- 07(58)ic)1.. and the superwsed work and dinical case
experience required in 4$20-3-26-.07{58}(¢)2.

L.................................................................................W

Second Section ‘
[ 1attestthat  Michaed W. Dye Jr., MD.  has satisfactority compieted the required cinical case

Na3me of Fropests Autherzed Ussr

experience requied in 420-3-26-.07(57)(b)1 (AXVY) listed below:

{Z{ Oral Nal-121 requiring a written directive in quantities less than or equat t0 1.22
gigabecquerels {33 mitlicurigs)

[¥2 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicurias}

Parenterat adminisiration of beta-emitter, or photon-emitting radionudlide with a choton
energy less than 150 keV requiring a written directive i required

[ Parenteral administration of any other radionuclide requiring a writien directive
.- - -----------------------------..-I---.---n.------------'-J
Third Section

[ 1 attest that  Michael W. Dye Jr., M.D. has satisfactorily achieved a level of compsiency to
=G :Frum\fw'vzo\uu

function independently as an authorized ussr for-

Oral Nal-131 requiring a writtan directive in quantities less than or equat to 1.22
gigabecquerels (33 millicuries)

{44 Oral Nat-131 in quantities grez?er than 1.22 gigabecquerels (32 millicuries)

[} Parenteral administration of beta-emitter. of photon-emitting radionuclide with a photon
energy !less than 150 ke requiring a written directive is required

[] Parenteral administration of any other radionuchide requiring 3 written directive

Pa3B?
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FORM RM-HU(AUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section
For .07{58):
Current .07(68) or ,07(89) authorized user:

[} 1 attest that is an authorized user under 420-3-26-.07(88) or (83) or

NGWR 3 Fraposed Avnoizec Usel .
equivalent NRC ofAgreement State requiremsnts, igs satisfactority completed the 33 hours of ciassroom and
laboratory training. as fequired by 420-3-26- 07(59)d)1.. and ihe supelvised wark and climcal case
expenence required by 420-3-26-.C7(59)d)2.. and has achieved a level of competency suficient to functicn
incependendy as an authorized user for:

D Paranteral administration of any hata-emitter, or photon-emitting radionuclide with 2 photon energy less
than 150 keV for which a written directive is requined

[[] parenterat acminstration of any other radionuclide for which a written directive is required

OR
Board Certification;
[] 1 sttest that has safisfactorily compisted he board certificaion
AR STHROpoEed Authinzed Use

requirements of 420-3-28- 07(59(c), has satisfactorily compieted the 80 hours of dassroom and laboratory
{raining required by 420-3-26- 07(59)(d}1., and the supervised work and ciinical case expesience required 2y
420-3-26-.07{58){d}2., and has achlevad a lavel of competency sufficient to function independently as an
authorized user for:

7 Parenteral administration of any beta-emitter, or photon-emitiing radionuclide with 3 photon energy less
than 150 keV for which a wiitten directive is required
[] Parenteral agminstration of any other radicnuciide for which a written directive is required

AT E I RAaEEERESETESEEEN D NETES NS P REREWSE RS EFRED NN TR EE AR EENE DD

Fifth Section
Compiete the following for preceptor attestation and signature:

[] i meet the requirements below. or equivalent Agreement State requirements, as an authorized user for:

V1] or(s6) O7(37) U7{58) Z B7(59)

|2 | have experience adminisiering dosages in the foliowing categories for which te proposed Authorized User is
requesting authorization. '

EZ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecguerels (33
milkicuries)
[Z[ Orat Nal-131 in quantities greater than 1.22 gigabecquereis (33 miliicuries)

D Parenteral administration of beta-smilter, or photon-emitling radionuclide with a pnoton eneigy less than
150 keV requiring a written directive is required

[] Parenterat suministration of any other radionuciide requiring a written direcive

Neme of Preceptor Signaturs Telephone Nurniber Cate
Shikha Khullar, MD, MPH ¥4 WM/’/ (251) 4717128 [~0S AotV

License/Permit NumbarnFacikly Name
University of South Alabama / Alabama Radioactive Materials License No. 584

AN 4
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= " Form A

American Board of Radiology — Program Director Attestation
COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link:

http://www.nrc.gov/reading-rm /doc-coilections/cfr/part035/part035-0290.html

ctme.l "‘/\QL bf ) M 69 S fh Al b ‘7/20 OZ'// 00y

Rcs:dent Name Program Program #

YES NO

By the time of the ABR oral examination, this applicant will have successfully completed the hours of

training and experience as outlined in 10 CFR 35.290 and 35.392.......ccoiiervininiiiics i

This applicant has taken part in > 3 cases of oral administration of I-131 therapy (< 33mCi).............. Vi

The resident’s logbook of these therapy experienices (date, dose, and preceptor) is attached............... v

The work and experience cited above for § 35.290 was obtained under the supervision of an

Authorized User (AU) who meets the requn'ements under relevant sections of § 35.290 or equlvalent Vv
Agreement State requirements._.. . R

The work and experience cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who meets the requirernents under § 35.390, 35.392 or 35.394 or
equivalent Agreement State requirements

U/ 2y C,j;/mua:w"’/? sy 2 1[5/1D
Residency Program Director oAty Dire :
(Print Name)
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I-131 Therapy Experience

| m}cl/\ae, W%l.- Se md

Resident Name

Date Dose Administered
Y01 33.85.CC Ty

8/11/09 15 1mCi T3]

7509 9% GmCi g3

Y07 34 LCo T

A. op Sowﬂ“ /}Za\:’“"‘“

H20-Dl-1/-00F%
Program & Number

Preceptor (AU) Print & Sign Name

Sikhe Khollor pi
PnntN:myWM‘

Sign Name

- Shikha khollie mN

Print Ni%[}{w W/i,-— #
Sign Name

S‘A: H'\a. kl'l u-}/a.( , mb
Pruulqaétz{ [Q&L,xéZC?iéf._

Sign Name

'SLN‘U’I« [Al’tb,/a(’;mh
PnntNamYM

Sign Nam€
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Form A
American Board of Radiology — Program Director Attestation
COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More inforination can be found at the following link:
http://www.nrc.qov/reading-rm /doc-collections/cfr/part035/part035-0290.htm|

M:chadl V\u Se.md U b SHMinn_ H20-0)-11-005

Resident Name Program Program #

By the time of the ABR oral examination, this applicant will have successfully completed the hours of
traming and experience as outlined in {0 CFR 35.290 and 35.392

..............................................

This applicant has taken part in > 3 cases of oral administration of [-131 therapy (< 33mCi)

The resident’s logbook of these therapy experiences (date, dose, and preceptor) is attached

---------------

The work and experience cited above for § 35.290 was obtained under the supervision of an
Authorized tiser (AU) who meets the rcqu:rcments under relevant sections of § 35290 or eqmvalent
Agreement State requirements. .. - -

LU ERAN IR AN B AN

The work and experience cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under § 35.390, 35.392 or 35.394 or
equivalent Agreement State FEqUILEINMEIIES. .. ... \\..virerersransrssitsgeoneeesame e rensrssnaerassnsarsssan \/

Ué’gfv <, 7/}4/9@»0’?7

Residency Progrim Director
(Print Name)
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I-131 Therapy Experience

m:‘c‘laue\ W hjz, Se md

Resident Name

Date Dose Administered

3//&/07

SMOG 150w C T3]

9305 9% b mC. 3

0/07 341 mCc T3

?7 % Sm CL I‘/3/

O(, oF Scw-}i AZ‘L ama
Y20-Dl-1/-00%.

Program & Number

Preceptor (AU) Print & Sign Name

Shikhe Khollor mdy
PnntNayM/m

Sign Name

Shikba khallr iy
PrintNaI%MW/if_

Sign Name

Slﬂ.l()—na kkw}/a(/mb
PrintNany %«M-—

Sign Name

S lhe Whdlae mN
PrintName//wM’

Sign Nam€

Pg:

373



4/4

. V 4
)
) et et - oLy
S ’ ﬁfyam, e 4%;(41:?/4 e coofim«a/{é}m a;f‘ "the gg
— y ¢ y
E ijem'ca/n %/‘4}"’ c/ @o Y. the z)'?znem};(cn @wnﬁe&n g@ay Lyocw&l/
T merican Radsum Socioty, the Radistogicid Sovioty of Nonth Aimens
- the American dewm . ocw{}.-, e ! ac/w&:gwa{ S oceely r,% ANonth Shmenica,
© i P 7
the y eclion on g?aa/w% 6/ the Lﬂﬂnem}c—a’n /i’//a/wa/ M\wcm/ﬂm,
the %@m&cﬁ %cwfy %ﬂ %a{/t}z—-ﬁmz ”mrr/xy}, the %ww’a—ﬁ'an a]/
%m)wom'f;@ @a%o@uﬂﬁ and the :Mmm’rarn- v%dcad—fzbn «yf 4@ l{}dict}}é.- n .//?{a&'chw
S Srideui Sompalli, MD
5 :%t ¥ rersaed an accopdsd conrso f‘/ rfwm/mr/" Lﬁz//
= ‘ . # . g .
§ and cg{f)m'ca/ work, has met cordain shepidands a-zm’.,?wz.-./ﬁr;-.’ﬁk:aﬁbﬂai-. ¢-3nc-/.r¢a/h§y
2 ﬁmﬁunf the examinations condnoded wnden the ew,%am'i}- 6/{-5 ’
%ﬂ JJZ/M—-)( rean :/jéaarn/ % g @mﬁ'ﬂi@gy,
a/&m—nd«//‘;wfﬁ;n% lo Hhe ;ia{mﬁ;/)ﬁb-n a/f?{é{é ;%awﬁz/ that she & ?zza.zf/fa/ v /ﬁfita-cﬂce,
‘A'M ?hhgt be and {‘»{eowf}ixe awarded the ggf.vzmé{é ce—rlz}(fcaﬁbn in the rk/wcm//? 0/ '1

§ R
\aml

gﬂiagnnﬁiin %ahin[ugg

*: o L : Co(%ﬁue June 30, 2070

Fobet AetaidT Mo W e

Beorehirg-Transizcer

@ectificate No. 59048 Halid througly 20240




Fax sent by @ 5742581181 RADIOLOGY INC. 84-14-11 82:18p Pg:

".lan~‘v20-2l310 02:03mm From~RADIOLOGY, ADMINISTRATION Sk T~163  P.002/003 F-21%
Form A

American Board of Radiology — Program Director Attestation
COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link:
hitp://www_nrc.govireading=rny /doc-collections/ch/part035/part035-0280.htmi

SRPEVT SoMPALY Soager Hosplal ] ok Gy, |U 5y 3 ~2

Resident Name Program Progrum #

YES NO
By the rime of the ABR oral examination, this applicam will have successfully completed the hours of
training snd axpericnce as outfiined in 10 CFR 35,290 and 35.392........ccoiviviiscnmnenaiinie i e easseens B’ D

This applicant has taken part in 2 3 cases of aral administration of1-131 therapy (S I3mC.uvinseeres .- B’ D

The resident’s logbaock of these tharapy experiences (date, dose, and praceptar) is amached. ., veuuvnen g D

The work and experience cited above for § 35.290 was obtained under the supervision of an
Authorized User (AU) wha meers the requxremcnls under relevant sections of' § 35.290 or equwalcm 12/ D
Aprecmunt SWe requiremants. . . v JEUVR U NS

Tha work and experence cited above for § 35.392 was obtzinad under the supervision of an

Authorized User (AU) who maets the requiraments under § 35390, 35.392 ar 35,394 or ’

cquivalent Agreement STare requireMEnTS. c e e erveeiuens SO PSSR B’ D
i a(;\‘»“iuc‘bum-{_ ; W;AM/ — I/7Z/_0

Rusidency Program Director Program Director &7 Dare

(Prinl Name) (Signamre)
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Form B
1-13 Therapy Expeyience
S*Tujw Hospitod o} Coh &mh&
2 fY-ol-p2-2. |
SRIDEVL  SoMPALL)
Resident Name ' Program & Number
Date Dosc Adminigtered Preceptor (AU) ngf & Sign Name
Zi. [0 ' ng«'DUL
1. 9~ [} Qqq mCi S mﬂ-
S‘%.I&x\m ~
. i 19,8 wii Dmu /ML
) Pr
TN AT
Sign Nagne
s, LNy 27 3ml Qﬁ*@h}zl/ﬁ‘@{’)bz

AU
| (q(gm.."m L
. /2m |5.0 mG Do JTFF‘\?& / vy

Nam

Sign Name
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B

lm'zc FORM 313A (Auu) T US uucl.é)\h'nesuuwwcoumssldk ‘
) i 3
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150.0120
AND PRECEPTOR ATTESTATION ‘EXPIRES: 3/31/2012

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35 190 35. 290 and 35.590]

Name of Proposed Authorized User State or Teritory Where Licensed

 Trodhs o Ruee o e

Requested Authorization(s) (check all that apply)

X} 35.100 Uptake, dilution, and excretion studies

35.200 imaging and localization studies
: 35.500 Sealed sources for diagnosis (specify device . }

PART | - TRAINING AND EXPERIENCE
{Sslect one of the three methods below)

* Training and Experisnce, including board certification, must have been obtained within the 7 years preceding

. the date of application or the individual must have obtamed related contmumg education and experience since
the reguired training and experience was compieted. Provide dates, duratlon and description of continuing
education and expserience related to the uses checked above.

Fg 1. Board ngiﬁggﬂgn

a. Provide a copy of the board certification.
b. If using oniy 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part 1

Preceplor Attastation.
' | 2. Current 3 Authorized User Seeking Additional 35.290 Authorizatio
a. Autherized user on Materials License ' meeting 10 CFR 35.390 or equivalent Agreement

State requirements seeking authorization for 35.290.

13, Supervizsed Work Experience.
(if more than one supervising individual is necessary to document supervised work expanonce provide multiple
copies of this section.) A

Location of Experience/License or ! Clock {  Dates of
Permit Number of Facility ! Hours { Experience*

|

Description of Experience

i

Eluting generator systems
approptiate for the preparation of
radioactive drugs for imaging and
localization studies, maasurung and
testing the eluate for radionuclidic
ipurity, and processing the eluste ;
iwith reagent kits to prepare labeled ! i
;radioactive drugs ‘

— e —

!
i
¢
!

Total Hours of Experlence

t

}Supervising Individual :License/Permit Number listing suparwsmg individual as an
Iauthorized user

SN T

'
i
P L T Y TR Y PR PR

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

} {135.290 [_] 35.390 ® generator experience in 32.290(c)(1)(i)G)
' .

NRT FORM 313A {AUD) {3-2008) j FRINTED ON RECYCLED PAPER ) RAGE t
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Ty AL A A~y A
ISIRC FORM 313A (AUD) ~ LS. NUCLEAR REGULATORY COMMISSION
2% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) A

PART Il - PRECEPTOR ATTESTATION
Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies tralning and experience raquired. If more than
‘one preceptor is necessary to document experience, obtain a separate precsptor statement from each. (Not
" required to meet tralning requirements in 35.580)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the '
position sought and not attesting to the individual's “general clinical compstqu:y."

First Section
fCheck one of the following fur each use requested:

For 33.190
Board Certification

T attest that :[Ii,: A Chee has satisfactorily completed the requirements in
""" Nome of Proposed Authorized User
10 CFR 35.190(a)(1) and has achieved g level of competancy sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR

Training and Expeatlence
[_] | attest that has satisfactorily completed the 60 hours of training and
Nemo of Proposed Authictized User

experience, including a minimum of B hours of classroorh and laboratory training, required by 10 CFR
35.190(c)(1), and has achieved a ievel of competency sufficient to function indepsndently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 36.250
Board Certificaiion
N | attest that Ji\\ﬂmﬁ [ NK\\QQ- has satisfactorily completed the requirements in

Name of Proposed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35,200.

OR
Training and Experience _ »
[ ] 1 attest that has satisfactorily completed the 700 hours of training

rraer Y

Name of Praposed Authorized User

and experience, Including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)1), and has achisved a leve| of competency sufficiant to function independently as an
authorized user for the medical uses autharized under 10 CFR 35.100 and 35.200.

Second Section ' o ) ‘ﬂ
Complete the following for preceptor attestation and signature:

M meet the requirements below, or equivalent Agreement State requirements, as an autherized user for:
ixr3s1so 35200 []353%0 [ ] 35.380 + generator experience

IName of Preceptor Signafur ‘A ;Telephone Number Date '
William Scies WM. j/}%/g’ w7 2\ -G 042 L”,Q? j I

License/Parmit Number/Faclity Neme

L Nocmegreed Memocied  Hocgtal, Chicans . T,
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Form A

COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link:

hitp:iveww nrc.govireading-rm fdoc-collections/clilpan035/pan035-0200 hirryd

Aomas Adee ﬂr‘r‘lwf:ﬁ?m 5o O Ao 06 X

Resident Nashe Program Program #

YES NO
By the time of the ABR oral examination, this applicant will have suceessfully compleied the hours of
training and experience as outlined in 10 CFR 35.290 2nd 35.392......, cccovnimumnmmreresrmunriomnsrs vanessson Ig/ D
This applicant has taken part in > 3 cases of oral administration of 1-131 therapy (< 33mCi}.............. i ” }, | }
The resident’s logbook of these therapy cxporiences (date, dose, and preceptor) is attached........... ... : @, D

‘The work and experience cited above for § 35.290 was abtajned under the supervision of an
Authorized User (AU) who mects the requirements under relevant sections of § 35.290 or equivalent ! . '/ I }
AGrecInEnl SIBLE [OmIIIEITIEIIE 1 ittt v e e e rmtbiece e e e re s s mrame coem e erend b necesaedas i s e e e bnenrebe

The work and experience cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who mects the requirements under § 35.390, 35.392 or 35.394 or

equivalent Agreement State requirementS. .. ...........cooviyiriienmnrarannes g e et e e ey B D
Ro bert 14 Yu, m

prul SR

Residcncy Program B clc) Prdgram Director
{Print Name) {Signature)




Fax sent by ! 57425811081

Form B

T RADIOLOGY INC.

_Hforas,...

Resident Name
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1131 Therapy Experience

Dose Administered

jo.{ nci

5 e

'2.5- MC],

. 247

s
3, '*z.fg;*;o.
4.

P ————

Awthtoedern o©YOroC L

Program & Number

Precegtoi' (AU) Print & Sign Name

D:zuafa-y’ MbD
Pri N e

Slgn Nimt

Sraer Syes, uo

Print Na

Sign Nm&‘

P
»

émq ety wo

i PN

Sign Naine.

Print Name

Sign Name
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1\ Northwestern Memorial’®
Hospital

“May 9, 2011

To whom it may concem,

This letter 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 authorized
user of radioactive material as approved by the Radiation Safety Committee.

Dr, William G, Spies is authorized for any radiopharmaceutical indentified in 32 Illinois
Administrative Codes: 335.3010, 335.4010, 335.5010, and 3385. 6010 for diagnostic,

therapeutic and research purposes.

Dr. Spies has been an authorized user at Northwestermn Memorial Hospital for the past 20 years.
Dr. Spies recently received renewal as an authorized user by the RSC for a two-year period
~ extension on April 29™, 2011,

This institution is granted a radioactive material license under the state of Illinois through the
agreement compact with the Nuclear Regulatory Commission (NRC). The hospital is not
govemed directly through the NRC, but through the Illinois Emergency Management Agency
(IEMA).

Any questions please feel free to contact me directly.

Respectfully,

Radiation Safety Officer / Laser Safety Officer

Radiation Safety Program Manager

Radiation Safety Department

710 North Fairbanks Court, 7th floor, Suite 428 Chicago, IL. 60611-3013
(312) 926-8553 = Pager (312) 716-3551 «Fax (312) 926-2294

mnpfiu .OF

251 Bast Huron Strect, Chicago, lllinois 60611-2908 312.926.2000 www.nmb.org




NRC FORM 374 PAGE _ 1 OF _2 PAGES
U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 03

MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
Code of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and
representations heretofore made by the licensee, a license is hereby issued authorizing the licensee to 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 Part(s). This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as
amended, and is subject to all applicable rules, regulations,.and orders:of the.Nuclear Regulatory Commission now or hereafter in effect
and to any conditions specified below. v -

5 ¥ i

Licensee ' In accordance with application dated
’ January 20, 2010,
1. Elkhart Clinic 3. License number 13-32515-01 is amended in its
entirety to read as follows:

2. 303 South Nappanee Street 4. Expiration date June 30, 2014

Elkhart, IN 46514 5. Docket No. 030-36581

Reference No.
6. Byproduclsaurce, and/or special nuclear 7. Chemical and/or physical form 8. Maximum amount that. %icehsee may
material possess.at-any one time under this
: : license ;
A.° Any byproduct material A. Any A. As needed

permitted by 10 CER 35.200

9. Authorized use:

A..Any imaging and localization study permiitged by’!GCFR 35.200.

CONDITIONS

10. Licensed material may be used or stored only at the licensee’s facilities located at 303 South Nappanee
Street Eikhart mtizana '

11. The Radiation Safety Offi cer for this Imense is Luss;to Ganzaies, M. D.

12. Licensed matenat is only authonzed for use by, oa';’tiinder the supemsmn of:
A. Individuals permxtted to work as an authonzeq user in accordance with 10 CFR.35.13 and 35.14.

B. The following individuals are authorized users for medical use as indicated:

Authorized Users Material and Use
Luisito Gonzales, M.D. 10 CFR 35.200.
Wai Hung Lee, M.D. 10 CFR 35.200.

13. In addition to the possession limits in {tem 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.
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