
.l!1b .Hospital of 
=ffil Saint Raphael 

A member of the Saint Raphael Healthcare ,...""Turn 

1450 Chapel Street· New Haven, Connecticut 06511 • 203.789.3000 • www.srhs.org 

Or t 

October 13, 2010 

Licensing Assistance Section 

Nuclear Materials Safety Branch 

U. S. Nuclear Regulatory Commission, Region I 

475 Allendale Road 

King ofPrussia, PA 19406-1415 
 -License Amendment Request 

License No. 06-00200-03 


Gentlemen: 

The Hospital of Saint Raphael in New Haven, Connecticut requests a license amendment granting authorized 
user status to Mehul K. Patel, M.D., for the following: 

Material and Use: 35.600 Use ofa Sealed Source of Iridium-192 in a High Dose Rate Remote Afterloader 
35.400 Use of Manual Brachytherapy Sources 

Dr. Patel joined the Medical Staff of the Hospital of Saint Raphael as an attending Radiation Oncologist in the 
Radiation Therapy Department in August of20 10. He is licensed to practice medicine in the State of Connecticut. 
Dr. Patel graduated from a four year Radiation Oncology Residency Program (ACGME Program #4302512046) 
offered by the Henry Ford Health System in Detroit, Michigan. Attached please find a completed NRC Form 313A 
(AUS), which documents Dr. Patel's qualifications for the requested uses. 

The Hospital is also requesting that Suzanne B. Evans, MD, and Constantin Bogdan Marcu, M.D., be removed from 
the license effective October 15,2010. Dr.Evans and Dr. Marcu are no longer members of the medical staff at the 
Hospital of Saint Raphael. 

Please contact Charles Gignac, the Hospital Radiation Safety Officer, with any questions pertaining to this request. 
He can be contacted at 203-789-3292, or bye-mail at cgignac@srhs.org 

)71775 
NUSSlRBN1 MATERIALS-002 

Sponsored by the Sisters a/Charity a/Saint Elizabeth 

mailto:cgignac@srhs.org
http:www.srhs.org
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, 
NRC FORM ;·131. (AUS) 	 US. NUCLEAR REGULATORYCOMIIIISSION 
~I 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROveD BY OMS: NO. 3150-0120 
AND PRECEPTOR ATTESTA nON EXPIRES: "~1f'2:12 

(for uses defined under 35.400 and 35.600) 
[10 CFR 35.490, 35.491, and 35.690] 

Name of Pr)pOSed Authorized User State or Tenifory Where LIcensed 

Mcltul K. f atel MD / Midtlgaa, Florida 

Requeste·:I [l)' 35.400 Manual brachytherapy sources 0 35.600 Teletherapy unlt{s) 

Authoriz&lion(s) o 35.400 Ophthafmic use of &trontium-90 0 35.600 Gamma stereotactiC radiosurpery I.Inlt(s) 
(check all that apply) 

[lJ 35.600 Remote afterfoader unit(s} 

PART I - TRAINING AND EXPERIENCE 
. (Select one of the thtee methods below) 

.. Train ng and Experience, including Board Certification, must have been obtained within the 7 years preceding the 
date .>1 application or the Ind1vldual must have obtained related continuing edf.Cation and experienoe since the 
requt.-ed training and experience was completed. Provide dates, duration, and description ofcontinuing edueation 
and txperlence related to the uses checked above. 

D 1 • .f!gard Certifacation 
I 

8. Provide a copy of the board certification. I 
b. F(c 35.600, go to the table In 3.e. and describe training provider and dates oftraining for each type of use for I

which authorization Is sought 

c. S!.:Ip to and complete Part II Preceptor Attestation • 

o 2; 9!!:rent 35.600 
.-' 

Authorfzed User Reg uestJng AddHl2nal Authorization for 35.600 Use,§} Checked Above 

a. G) to the table 10 section 3.e. to document training for new device. 

b. SI;ip to and complete Part U Preceptor Attestation. 

[l] '3. ILllnlng and EXJlerfence for Prol!2sed Auth~l1zed User 

a. 	CI3SSroom and laboratory Training 035.490 LJ 35.491 035.690 

I Clock Datasof 
Location of TrainingEDesCI1ption ofTraining 	 Hours Training"I 	 - . -_.. - - 1 .- -"'-- 

tnCIUY Ford Health System 2.0418-J6 ~It"rs j7JlOK..'-'2010 
I

Radiation physfcs and !Departmetlt ofRadlatlo. Oacofo:y 
10mmentation F799 W. Grand Boulevard, .Detroit, MI.oI8202 I I 

i 

I 	 I 

Incal')' Ford Health S;ystem 210410,..1' 3Oholln 712006-il2tlO 

IDeplruncnt ofRadlatloa Oaeoloc:Y 
12m W. Gralle! Boulevard. Ddroit, M148102 ,1-,--" 	

I I 

i 
i 

7/l0G'- &'201011Ie1ll"Y Ford Health Sylkm 21041Qg.l' JOJM)urstatJ- !matIcs pertaining to the 	 I

iuse i nd measurement of . IDepartment ontadiaCioa OReGJoc:y 	 I I II2m W. Grand Boulevard., Detroit, MI 4820l 	 I IIradk.actMty 	 I ., 	 I •I ...-~--•IHell1')' Ford H~J'b'S~tem ~lo.c'l";'I' 120b.un 1,12GO" 611010 
Departmcllt ofRadlatloa ODCOiocY .IRadl..- o,;cIog. 

/2799 W. Grand Boulevard. Detrelt, M148202 	 I 

t 	 Total Hours of Tratnlng: 240 



09/14/2010 11:43 FAX 313 916 3235 RADIATION ONCOLOGY tal 003/007 

NRC FORM J13A (AUS) u.s. N'JCL,EAR: REGUlATORY cor.tMlSS4ON 
(3-2008) 

It UTHORIZED USER TRAINING AND EXPERIENCE AND PRECePTOR ATTESTATION (contlnued) 

~-- ,--------------------------------------------~---------;~ 3. Tra!n Ing and experience for Proposed Authorized User (~ontinu~d) 

b. Su ~dWork and Clinical Experience ror 10 CFR 35.490 (Ifmore than one supervising individual is 
riece::sal)' to document supervised worf( experience, proviq$ multiple copies ofthis page.) 

5scriPtiOn of Experience Location of ExperienceJUcense or Oates of
ConfirmMust Include: Pennit Number ofFacllily Experience· 

IZl Yes ~ 
DNo 

i7~{I2OUI
! 

7~WI0 

r-------------------~r_---------------------------------------r_!--------,

I Clln cal experience In radiation : location of ExperienoelLicense or I Oates of 
I oncelogyas part of an approved i_NumberofFaclDty I Experience·

lormal training program :' I 

Appr;)ved by: IBca.., Ford Health SysteDI 1,I1JKHt.. GIlOI. I 
o cRcesldency Review ,Departmellt ofRadiaciOIl OIJCOIor;y ',I

:mvnfttee for Rediatlon 1199 W. GrndBoaIcvanl, Decrolt. MI.c8201 
neology ofthe ACGME1 

10 Royal College of Physicians ,I .- I II! a ld Sutgeons ofCanada I I Iin Committee on Postdoctoral • I ! 

I T-alnlng of the American I' I
~&teopathic Association I 
ISupe' visil'lQ individual Llcen&eIPermit Number lis1Iog IUpel'VisJng h:livldual as an 

!Moha 1Ied Elslaau....... MD lwUlottzed User Material .LltcaK: 21041.,.1'L--____________________________L-________--------------------~ 
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roc"""'.S1:IA (AUSJ u.s.NuotaR.......""'""""""""ON
(3-2IXli1 

i\UllIORlZED USER TRAINING AND EXPeRIENC~ AND PRECEPTOR A TTESTAnON (continuod) 

3. Trait: fflg and I:xoer!em:e for P!lU~o:ed Authorb:$d U!if .(ccmtii'iuGd) 

c. Sl.pervised Clinical ExPerience for 10 CFR 35.491 

i-  1- . location ofExperience/Ucense or Clock Oates of I! ['6Scriptlon of Experience I Permit Number of Facility HoUl'S Experience* _It... IUse )f strontlum-90 for IN/A I I 
ophthalmic treatment, Incfuding: 
examination of each individual to 
be It·~ted; calculation of tile 
dose to be administered; 
administration of the dose; and 
foIlo\l up and review of each ,
indiv duars case history 

~'Visjng Individual 	 UcenseIPennit Number listing supervising ildMduaf as an 

Authorized User 


L 
d. Supervised Work and Clfnlcaf Experience for 10 CFR 35.690 

I!j Remote a1\el1oader unlt(s) o Teletherapy unft(s) D Gamma stereotactic radiosurgery unlf(s) 

\SUP1trvlsed Work Experience 1	Total Hours of 

Experleooe: 


! location of Experienc:eIUcense or 	 Oates of
Confirm~le$Q1p6onof_nee 	 Experience·Must Include: 	 Permit Number of Facility 

H.aaryFord Health System 216410!)..1(; 	 7nG06-6/ltIO 
Revi:Ming full caubration 	 "Ill YesDepartllleDf oCRadiation Oacoloey 

Imea Juremenls and periodicI 2m W. Grand Do_IeY.reI,. Detroit. MI 4SlOl DNO
spot.checks 
 I 1- IHCtU')' Ford Heald!. S)'SCeal %114109-16 I I7I'l41K- UJOlt 

I Pre~;arir.'9 treatment plans and 'J)epat1mellt otRa4iaCioll O.cology I [llYes I 


!:""'!",InO treatment ......... rW.C...............Ddm,<MI..... 	 !
• 


! me. 	 UNo I 
; 

~ 
lDeIlry Ford Haldl Syttem 2114111!)"16 	 !71.ZOO6- 612010IUslr. d administrative controls to 	 t • I

I !.-ll Yes. prell ~nt a medical event ;Depsl'tmelltofRadiatioa O.eolocY jIinvolving the use of byprod~ 12m W. Gralld So"lennl. lHtrolt, Ml482&2 I DNa I , Ii!matE'rial I 	 , t 

I ! 	 I 
PmH-WIOlueaty Ford ne.lth System 210410!)..16Ilmpi !K11enUng emergency it} Yes 


proc9dures to be followed In the =rtmeat .fRadlation Oaeolol)'


leve, to' tho abnormaloperallOn I 799 W. Gl'IlAd BOIlae...nI. IHtroit, MJ 48202 DNo 
I 
I I 

of tI" 9 medical unit or console 

i 	
I -t-~y.. ~I2OO6-Wl' I 

1 

I::.ry Ford Healda s,st.em 2104109-1'
Coo ::ldng and using survey I I1DWIt .rRadiatioa Oaeology 	 I I 

lmet'trs 	 . liND I !12799 W. Gra•• BJwI. Detrnit, 
j 	 I! 

IHeIlry Ford Haltlt System 2114109-16 	 7f21106· 612010/SelEcting the proper dose and 	 [i] Yes 
I~rtment onWiatio.. OncoloU 

1hoy" It Is to be administered 2799 W. Gralld Blvd, Detroit, 	 ONO 

- --_.- - -- _.. _-

http:BOIlae...nI
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." 

NRC FORM '13A (AUS) 	 u.s. NUCLEAR REGULATOR¥ COMMI$S(ON 
(3-2Oi'le) 

J. UTHORlZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Appmved by: keary Fon! Health S;yItem llD<Cl()9..1' rl'ZOO6- 6llGll 
({] RI,sidency Review !Departmeat ofRadiadoa ODCOIocY, 

C:mwitfee for Radiation ~mw. Grud BMlevnei, Detroit, MI 48201 I 
Oncology of the ACGME o Rt:)ytll College of Physicians 

srd Surgeons of Canada 


o Qlffimlttee on Postdoctoral 
Tr linIng ofthe American 


1 Ot;ieopathic Association I 

jSu{lenising Individual 	 UcenseIPermit Number listing supervising h::Iivldual as an 

Authorized User
IMem Jaed Elshaikll, MD Material Lia:nsc:: 21D<CI09-16 


e. 	Fo' 35.600, describe training provider and dates of training for eadl type of use for which authorlzatfon is 

SOlghl ' 


---- ------,r----- ----....-. ----- ._. ----------------,. 

• Description Training Provider and Dates ~Tralning 

I 	 Gamma StereotactlcRemote Aftec10ader 	 Telethefapy Radlosurgery 

I 	 ~nlvider: PhysieisU1-""""" 	 I
""",,"<IlOlO 

'I' Safety rtrocedures ;::~~~ldsts I 	 -. ------III 
for the «Mce use ! 	 I 

iI' 	I I
~ -	 ~I-----------+·----------~ 
nlYiderl: Authorized use.rs 	 II 	 IClinical JS&ofthe I2C*-UlOIO 


device
!. 	 f 
ISUperv sing Individual. IfttalnlngprrNitJed bY SUpetyIsfng !LlcenseIPermil NUIOOer IIstkIg supervising individual as anL 	 "l
•trH:IvIt:JuJ (Ifmote /hall 0i1e ~ Ir«fvirIuaIIs ~ : A ......-'--.... • '-er 
to docaMr!tnI ~WOt1cexpetfellOt. ptDVidtJ muIfi>le ;1"\UU1UI1LtOU ~ 

copies oft"/$ page.} i 


lobamC'il EIsbM,AID ~ 21,41."..16 	 :~	 
I 


j;;;;;;;~·;;;·f~I~~~~f~~~--.-..--.----.---------.---.-.-.-------..---....--.-----"---1 
Ill] Rer1Q1:e afterfoader unit(s) 0 T~apy unlt(s) 0 Gamma stereotactic radiosurgery unit(s) I 
I I 

f. Prov.::je completed Part II Preceptor Attestation. 
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NRC FORM 31:,p. (AUS) U.s. NUCLEAR REGUlATORY COMMISSION 
110.:1.001) 
.-------,~~~~------------------------------------------~~~~~~~~==~~ 

AU"liORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART If - PRECEPTOR ATTESTATION 
Note: This part must be completed by the individual's preoeptor. The preceptor does not have to be the supervising 

Ind~' dual as long as the preceptor provides, directs, or verifies training and experience required. Ifmore than 
one xeceptor Is necessary to document experience, obtain 8 separate preceptor statement from each. 

By c lecking the boxes below, the preceptor Is attesting that the Individual has knowledge to fulfill the duties of the 
posi':ion sought and not attesting to the individual's "general clin1cal competency: 

First Section 

Check one (of the following for each requested authorization: 


For 35.49Ci 

~~erUfication 

o I attest that has satisfaotorily completed the requirements In 
---:-:N:-_-of:-::Pto:-poe-ed---:-7"~:-O:--:-:-:Ueer---

35.49O(a)(1) and has achieved a level of competency sufficient to function independently as an 
eJUlorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400. 

OR 
TrainiM and !2q?erience 

[Z] Iattest that Mehlll Patel, M.D. has satisfactorily completed the 200 hours of 
Name of Proposed ~ User 

c assroom and laboratory training, 500 hours of supeJVised work experience, and 3 years of supervised 
c inlcal experience In radiation oncology, as required by 10 CFR 35.49O{bX1) md (bX2). and has achieved a 
IEvef of competency sufficlent to function independently as an a~ user of manual brachytherapy 
S XlR:eS for the medical uses authorized under 10 CFR 35.400. 

For 35A91 

o I attest that has satisfactorily completed the 24 hours of 
--~Name--:of::-::PsqIoeed~--:--:-AuII"':::'IDI-":-IzIed~User---

classroom and laboratory training applicable 10 the medical use of strontium-SO for ophthalmic radiotherapy, 
h is used strontlum-90 for ophthalmic treatment of 5 Individuals, a8 required by 10 CFR 35.491 (b), and has 
a lhleved a level of competency suffICient to function Independently as an authaized user of strontium-SO for 
o >hthalmic use. 

~ ............-.-.....-----.------.-...-............-........ . 

Second SGoction 

Eor35.690: 

Board .4:ertification 

o I ittest that has salisfactoriJy oompleted the requirements in 
----7Name:--of~~~~--M---:-7"~~-:-·~User------

3;S.69O(aX1). 

OR
I!:!!DJl:,q and Experience 

[Z] I attest that Mehul Pate~ M.D. has satisfactorily completed 200 hours of classroom 
Name ofPnlpoeed A\Iklfkod User 

!llId laboratory training, 500 hours of supervised work experience, and 3 years d supervised clinical 
experience In radiation therapy. as required by 10 CFR 35.690(bX1) and (bX2). 

AND 
~--.-.-.--.--.---.--.---.-.~--.--.--...-.--.-.--------.-.-...PAGEl! 
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NRCFORJI3t:IA~{A~O~S)~-------------------""'!U~.S~.~N!':UCLEAR~~-=REG==:U~LA"'!"!::ro::R:=Y~COMMIS==::sr::ON::"I 
(fo.alO7) 

AU'/'HORIZED UseR TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTAllON (eontinued) 

~orAH~tion(continued) 

Third Section 

for 36.69[1i. (continued) 

01 attest that Mehul Patel, M.D. has received training required in 35.690(0) for device 

Name of Proposed IWIhorized Usor 

cperalion, safety procedures, and clinical use for the type(s) of use for which authorization Is sought, as 
checked below. 

G~ Remote aftet10ader unlt(s) 0 Telethef8py unit(s) 0 Gamma stereotactio radiosurgery unit(s) 

~- ............. -.---.. --.. -.----.--~.-------........-.------
AND 

Fourth Se<:tion 

[lJ Iattest that Mehul Patel. M.D. has achieved a level of competency sufficient to 

Harne ofPropo$ed ~ User 

etchieve a level of competency sufficient to function Independently as an authorized user for: 

G:J Remote alterloader unit(s) 0 Teletherapy unit(s) 0 Gamma stereotactic radiosurgery unit(s) ..--- •.........••.... --_._..•.........-.........._...._....... 

Fifth Sedhn 


Complete I he foilowing for preceptor attestation and signature: 


[{] I meet the requirements In 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement state requirements. as 
r. n authorized user lor: 

Gj 35.400 Manual brachyfherapy sources 035.600 Teletherapy unit(s) 

[] 35AOO Ophthalmic use of strontIum-90 0 35.600 Gamma *reotaotic radiosurgery unit(s) 

G'J 35.600 Remote after10ader unil{s) 35.1000 

Name of Prec!tplor 

Mohamed ElshUkh, M.D. 
Signat~\.~ Telephone Number 

(313) 9Ui-3Q19 

Date 

09/14/2.010 

LlcenseJPerml" NtimbedFacility Name 

Material Lit eose 21041"-16 

PAGEl 


