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'W Franciscan 
ST. FRANCIS HEALTH 

10/24/12 

United States Nuclear RegulatorY Commission 

RegionID I 

2443 Warrenville Road, Suite 210 

Lisle, IL 60532·4352 I 


Re~ 	 USNRC Materials Licensb No. 13-02128-03. 

C1>ntn)1~o:577617 . 


To Whom It May Concem: 

Thls is a response regarding the .request for additional infonnation to add Dr Rajat 

Gupta as an Authorized User of 1Y·90 microspheres, to the Franciscan St Francis Health 

Indianapolis facility license (Lie to 13-02128-03). 


Additional referenced items SU?xFtted in this packet include: 

1) Copy of Dr Gupta's Diagnostic RadiologyResidency certificate 

2) Copyof Dr Gupta's Vasfular IntelVencional Radiology subspecialtycenificate 

3) Signed letter From DrFletcher attesting to at least 80 hoUl'S of classroom and 


laboratory training I 

4) Signed manufacturer letter from Smell: attesting to Authorized User Training and 


Certification including 3Iin-vitn) deliveries 

5) Certificate of completi0i· of 26.25 hours of classroom and laboratorytntining 


specific to Y-90 
 i 

Sincerely, 	 ~I~==:=::--:--_ 

g--c/lA1Z~ 
BenyL S.;MS. I 

Radiation Safety Officer 
 I 

Department of Radiation Oncoiogy 

St. F:r:mds Hospital & Health c:;enters 

8111 South Emerson Avenue I 

Indianapolis, IN 46237 


Enclosures: 
I 

Cc USNRC conespondeni file 
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DEPARTMEN . OF RADIOLOGY 

AND IMAG NG SCIENCES 


IbiDlAN4, UNIVERSITY 
$(111001 of Mtod~~ill~ 

October 5, 2012 

To Whom It May Concern: 

Dr Rajat Gupta has completed 5 months (160 hours per month) of dedicated 
training in Nuc1ear Medicine at Indiana University School of Medicine during his 
diagnostic radiology residency from JU]~ 1999 to June 2003. 

He is Board Certified in Diagnostic RadiJlogy and Medical Physics by the American 
Board of Radiology (ABR). He has also cQmpleted an ACGME-approved fellowship in 
Vascular and Interventiona} Radiology (f003 - 2004). 

The residency training in Nuclear Medic~ne and Radiatipn Physics at Indiana 
University specifically included: . 

a). Radiation physiCS and instruientation: 

b) Radiation protection; . 

c) Mathematics pertaining to thi use and measurement ofradioactivity; 

d) Rad iattio biology. . 

If additional informa~on is required 

es . Flete r, M.D. 
Professor of Radiology 
Directorl Nuclear Medicine/PET 
Department of Radiology 
Indiana University School ofMedicine 
University Hospital Room 0655 
550 North University Blvd. 
Indianapolis, IN 46202 

317-944-1800 
Fax: 317~944·1806 
E-mail: jwfletch@iupui.edu 

University Hospillli Room 064. ,,,',,...... IN ""'" (317) _ "" (317)""""550 N. U,_"""""'~ 
Indian! Unjversity-Pur~ue University Indianapolis 
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INDIANA UNIVERSITY 


SCHOOL OF MEDICINE 

DBPARTMBNT OF RADIOLOGY 

Wishatd Hospital, Ibn 1143 

Indiana University 

School of Medicine 


1001West Tenth Street 

Indianapolis, Indiana 


46202~2879 

317-630-6468 

Fax: 317-630--7053 


www.indyrad.iUpUi.edu 


1 

June 18) 2003 
I 
I 
I 

TO WHOM IT MAY CONCElW 
I 

Re: Training and Experience ofiRajat Gupta M.D. 

Rajat Gupta M.D. was a residerlt in diagnostic radiology at Indiana University 
School ofMedicine, during the!period l1uly 1999 through 30 June 2003. He 
was certified in diagnostic radiqlogy by the American Board of Radiology in 
JWle 2003 (copy of certificate enclosed). Accordingly. Dr. Gupta. meets the 
requirements to be named as ati authorized-user for uptake, dilution, and 
excretion studies and for imagipg and localization studies in accordance with 
10 CFR 35.910 and 10 CPR 3~.920 (or comparable agreement-state 
regulations). A copy of the in:>!titutional radioactive materials license, under 
which Dr. Gupta's training and experience were obtained, is enclosed. 

! 
Dr. Guptats training also incO~omted the elements specified in 10 CFR 
35.932. He has had supervised clinical experience. under the supervision of 
the several authorized users 0 the staffofthe Division ofNuclear Medicine 
at Indiana University Depart:D:'¢nt ofRadiology, that includes the use ofI·131 
for diagnosis of thyroid functi?n and for treatment ofhyperthyroidism in at 
least 15 p .ents. I 

·g.;=.,,«<n-me lmow ifadditiorlaI information is required. 
I 
I 
I 

I 
I 

.t'Q;Q;Ie8S·0r. fRadiology I 
Director. uclear Medicine!IiET 
Department ofRadiology • 
Indiana University School of!Medicine 
University Hospital Room 0$S5 
550 North University Blvd. I 
Indianapolis, IN 46202 

317-274-1800 
Fax: 317"274-1806 
E-mail: jwfietch@iupuLedu i 

62:01 2102-b2-1JO 
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smTEX MEDICAL INC. 
300 Unicorn Park Drive 

Woburn, MA 01801SIRJ$A 
Tel; +1 (181) 7213800 
Fax:: +1 (781) 121 3880 

Ref: 104US07 
September 20, 2012 

Dr. Raj Gupta 

lnterventional Radiologist 

81. Francis Hospital 

8111 South Emerson Ave. 

Indianapolis, IN 46237 


Dear Dr, Gupta 

. I 
Re: SIR..sphercs® Mierospheres Authoriz~d User Training and Certification 

This letter certifies that on September 20~! 20 12, you successfully completed training in the 
operation of the delivery system, safety proFedures and cHnical use of SIR-Spheres yttriwn-90 
microspheres that are to be injected via the ~epatic artery to treat patients with unresectable liver 
tumors in accordance with the June 2012 INRC guidance. This training included three (3) 
supervised hands-on in-vitro simulated set-up and delivery procedures as well as encompassing 
the following: I 

a) Ordering, receiving, and unpacking r~ioactive materials safely and performing the related 
radiation surveys; I 

b) Perfonning quality control procedure$ on instruments used to detennine the activity of Y­
90 microspheres and perfonning chec~ for proper operation of survey meters; 

c) Evaluation ofeach patient for the dose/activity of Y-90 microspheres to be administered to 
. each treatment site; I 

d) Calculating and measuring the activity and safely preparing the Y -90 microspheres to be 
delivered to the patient; I 

e) Using administrative controls to prevent a medical event involving the use of byproduct 
material; II 

f) Using procedures to control and to .contain spilled byproduct material, including Y-90 
microspheres, safely and using proper decontamination procedures; and 

g) Follow up and review of each patienfls case history for Yw90 microspheres 

Once your license has been appropriately am~nded, Sirtex will arrange with you to have a proctor 
oversee your first three (3) patient treatmentsiat a minimum, including being on site for each case. 

I 

® SJR-Spheres is a. Re&istered Trademark of Sirtex SIR-spleres Pty Ltd 

2L1S-82S-Ll£:WOJ~ 
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Sirtex would like to thank you for your support this process. 

Derek Webster 
Regional Sales Manager 

cc: Brad, Boring 
Area Sales Manager 

0£:01 2102-v2-1JO 



SOCIETYOF 
INTERVE TIONA0­
RADIOL GY 
Enhanced care tbrDU h afJVatlc.ed technology l> 

The Society of Inttrventional Radiology 
certificatel of Completion 

Raj at bupta, MD 

has completed 26 hours of course work anj· ,.,.,..,fully p,,,,,d • fo,mal .,amh..,,,. mth, 
following areas during the Society oflnterv ntional Radiology's Y90: Are yoU ready course, 

held February 9-12, 2012, in Scottsdale, A~i%ona. The course content WaS based upon the 
Nuclear Regulatory Commi&siol'l's Micr~sphere Brachytberapy Sources and Devic¢s, 

Licensing Guidance TheraSphereA® and SIR-SpheresA® Yttrium-90 Mierospheres, revised 
January 2011 as related to Authorized Use (AU) status for intra-arterial Y90 in the treatment 

ot" hepatl[' malignancies. 

In witness whereof, we have hereunto af.lxed our signatures So ciety of lnterventional 

Radiology - Fairfax r Virginia, March 1,2012 


~~ 
C1w1es w. NttI:tiJIg, DO, :FSIItMlIl!.bew' S. Jolmson. MD, FSm. 
Y!JO Program coardim!.tor Y90 ~r<IllI CQClIdidar 

J~f~~o 
~~5F.~Mf).rSm.

. P.re:l:it.falt 

Course Ilontent of the SIR Y90: .t\re yoU l"~ildy? Course .tu:h.du the following topic: arus: 

1'90 Dosimetry Simplified 

2L1S-82S-L1E:WO~~ 
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Hi.torical Pllupeeti~ on Liver Cancer 

Stllte of the Art: Treatment Strategies 
HCC 
Meulu~tic CQlon and Rectil.l carcinQma 
Liver Dominant Metastatic Disease 
Hc:patobiliary Surgery for Malignanoy 

Basie Principles otR.dflnion Physics rOr Y-90 
.fundamentals o(Radilltion Physics and In$trumenlation 
Radiation Protection 
Mlltnematics Pertaining to the Use lind Measurement of 

Radioaolivity 
Brachytherllpy 

Radiation 8iology 
Basic Radiation Concepts 
Rlldiatkm Chemistry 

Hepatic Radiation Biology 

Y90 Patient Selection lind Olltcome5 - flee 
:Diagnosis i)fHCC lind Guidelines 
O\lt\~Qme!t ofV90 

Y90 Patient Se1!u:tion and Outcomes - Motl1$tic Olseau 
Color\lctaJ Can~er 
'Nellroendocrine Tumors 
Role ofY90 in Other f>ril1lb.ries 

The Initial eli nic Vis it 

Pretreatment Angio and MAA Shunt Study for Y90 

Advanced AnlliQ tor Y90 
Complex Anomalies 
Adv,p;;:t,:d Coil Embolization Strategies 
Mitigating Comp lieatiol\s 
Cone Be~mCT 

Mathemlltical calculatioM for clO$Cl$ IorTheraSphere 

Mathematical cakulalions for doses for SIR-SJ)here 


Comparipg \'90 ne~c:e& 

AU Requirements 

Health Polley nd EcOQomiu 
Prof~uiDnal Cod in&, lind Reimbursement Strategies 
Nluional1iellllh Policy and Liver Can/,ler. Where Should Y90 

Fit in'! 

Jladiation Sarety Iss uei Treatment and Follow-up 

Dosimetry 

Advan~ed ConceptS in Y90: RoundTable Panel Discussion 
Y90 Re-treatmellt 
Segm(.!ctomy/Lobectory 
Adjuvant Chemo Therapy t M etastlltic Disellse 
Soraienib and V90, HCC 
RC-lIection Following Y90 
iRe..oistribulion 
Shunt Over 20 p~rcent and 'Portal Thrornbosi$ 
Recognizing Rae! illlion Hopatitis 
Managing GI Complaints 
NUlIl'Ices ofY90 for Neuroendocrine Cllneer 
Chemo and Combination Therapy. Metastl1s.es 

Pnetice Models: Strategies for Success 
A U From an Aoademic Perspeclivo 
A U From iI Privalo Practice Perspective 
Unifiod Multispecialty Practice 
Benefits ofAU Slatu$ 
Achieving AU Status 

Novel Coneepts in ¥!Ill 
Novel fntervcntional Approaches to Safe Y90 Delivery 
Using Y90 AfierXRT to tnc liver 
Moffitt CllncerCellter: &perience with Cholangiocarcinorna 

and NeuroendQQrinl! Tumors 
Clinioal Trials with Y90: Current Status 
A nti-Reflux Catheters 

Rniew ofS lR and AS TRO Consens us Cuidelines 

0£:0l 2l02-v2-1JO 
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~ .... 
SOCIETY OF "-
INTERVENTIONAl" 
RADIOLOGY 

! ; 

PHYSICIAN PARTlqIPANT CERTIFICATE 

OF CONTINUING EDUCATION 


SIR c~rtifies that 

Rajat ~uPta. MD 

attended the 2012 Y9~; Are yoU ready? Meeting 

Thursday, February 09,20112 - Sunday, February 12, 2012 

Scottsd~le. Arizona 

I 

Rajat Gupta, MID received a total of 
26.25 AMA PRA C4tegory 1 Credit(s):/. i7 

The Society oflntervention1 Radiology is flccredited by the 

Accreditation Council for Continuing Medical Education (A1CME) to provide C()ntinuing Medical Education for physicians. 


The Society oflntcm:ntiohal Radiology deSignates this 

educational activity for II malcimum OfJ.25 AMA PRA C(1tago,.y 1 Credit(s)fl.'h, 


PhysiCians should only claim credit commen.furatff with the extent of their participation in the activity 
! 

DlIte orcompJettor: February 12,2012 

Jennifer Rowley 
Senior Manager of Profess iOYlll1 

Eduoation and Certification 

NotE!: lfthe reeipiehl a/thiS CME Certificate is not I1lnhysician (MD or DO). this certificate is null and void. 

SIR can only provide AMA PRA Category fCrediti";. %CME Certificates to physiCians. 

Society ofInterventionlll Radiology I J975 Fair ~idge Drive, Suite 400 North IFairfax, VA 22033 

Tel: 703.691.1805 IFllx: 703.691.18551 E.m~il; CMB®SIRweb.org IW'Ww.SIRweb.org 
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I 

Bill S. Emerson Ave., Indianapolis, IN 46237 

1201 Hadley R(>lId, Mooresville, IN 46158I\JIfranclscan I 
12188·8 NOffh Meridian St., Corm«l. IN 46032

ST. FRANCIS HEALT\H 
I 

I 
10: /V~c. ~ ~~ From: ~:r~ C:;:;;;..",.-np. H-o.$Mag.

<i.::...ac::=- I ..-::? ~ I ' 
Company. :z!tfjjJ"! 1'Ji!C... , Dept.: . ~~~~~LJ:E.ep, 
Fax: (p3c:;,)StS"- /c;;:t>']a I Fax: (317) _______- __ 

Date: .I;:::::)~....16z- Phone: (317) ___________ 

Pages to follow; _....L.6_V____ 

OThis fax contains Personal Health Information ~PH[) 
P'Q!ected Health Care ....fo,""'!i.;>" is personal and s""ns;(,,,, .nform~ll.on ,elated to a p",rSoll" h«.lth ~are. It ,$ being fa:oeo to you after 

approp'lllte autho,i;t.lltOQn from th.. pat,ent o(unde, C;'cumslancu t"t do not requite ~"thQri""t'Qn. You. {he 'o!!C'pl~nt, are obl'gated to 

maillt<!",.t In A .al... UCU"', and eonflden.i,,1 manne,. Re·d,sclo.tl.l'. J.,h¢... "ddition!!1 pat,ent ~O"6""t t;rI a. permitted by law;s p'oh,l:llted. 

Unautho,,"ed re·ddclOliufe or f~j\.. , .. to maintain confidtnNII.ty CQuid lubject you to pto'lalt.es dl:~"ribed ,n {edll:ral and stat"law. 


I 
Message: 

I 

~ 


/0 


IMPORlANT! Confidenliatity Notice : 
The doeume"ts ~c(;ompany'ng this telecopyt,an$rniSs.on cOflla,'n (onfidclltial,nto(matio", The information.s illlo:>nded only fo' the US" of Ihe 
indMd,,~I($) nom"d above. If yOu ~r.. not the Inltndsd ,ecip~nt, you aJ notified t!>at diJdosure. copyioll. di,t,ibullon 'Of the t~klng of any 
.ction In reliante 00'1 ItI" <;onlll"to 01 this teillcop.ed information ,s nOI p~,...,,»,bl".1f you have ftcc"",d th,. telecopy.n ,,"or, pleas••...,.....ed..t ..ly 
nctify uS by ~8Icphon...t the "umbe...bo"" to .rtllnge fo, retum ¢j th~ 1'iginal documeflU. 
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