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License Amendment Request 0

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 of a 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 of 2010. 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 by e-mail at cgignac@srhs.org

President and Chief Executive Officer
Hospital of Saint Raphael

573775
NMSS/RGN1 MATERIALS-002
Sponsored by the Sisters of Charity of Saint Elizabeth
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NRC FORM :13A (AUS) .£. NUCLEAR REGULATORY COMMISSION
@-2000) .
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150-0120
v AND PRECEPTOR ATTESTATION {expRes: waune ,
(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690]

Name of Praposed Authorized User' State or Territory Where Licensed

Mchul K. Fatel MD p Michigan, Florida

Requested {v'] 35.400 Manual brachytherapy sources {_| 35.600 Teletherapy unit(s)

ghu?:kmmn(s) {] 85.400 Ophthalmic use of strontium-90 [_] 35.600 Gamma stereotactic radiosurgery unit(s)

I
all that apply) 1 35,600 Remote sfierioader unit(s)

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

Train ng and Experience, including Board Certification, must have been obtained within the 7 years preceding the
date of application or the individual must have obtained related continuing education and experience since the
required training and experience was completed. Provide dates, duration, and description of continuing education
and experience related to the uses checked above.

[ ] 1. Board Cettification

a. Provide a copy of the board certification.

b. Fer 35.600, go to the table in 3.e. and describe training provider and dates of training for each type of use for
which authorization Is sought.

c. Siip to and complete Part || Preceptor Attestation.

[] 2. current 35.600 Authorized User Requesting Additional Authorization for 35.600 Use(s) Checked Above

a. G) to the table in section 3.e. to document training for new device.
b. Siip to and complete Part i Preceptor Aftestation.
3. Trilning and Experience for Proposed Authotized User
a. Classroom and Laboratory Training [¥] 35.480 "] 35.491 36.690
. T~ "Dates of
Description of Training Location of Training g::ﬁks {rglnlng‘
{Henry Ford Heslth System 210410916 ' #60 hours T12066- 612010
Radiation physics and iDepanmelt of Radiation Oncology '
instn. mentation F799 W. Grand Boulcvard, Detroit, MI 48202
' . Heary Ford Health System  2104109-16 30 hours 7/2006- 672010
fati . Department of Radiation Oncology
Radiation protection 2799 W. Grand Boulevard, Detroit, M 48202
i
o 772006- 6/2010
IMatr amatics pertaining 1o the Heary Ford lluld:.Sy.ncm 2104199-16 :30 bours :
use z nd moasuremeniof - Department of Radiation Oncology | {
radic activity 2799 W. Grand Boll'lc\'lrd, Detroit, MI 48202 i |
Renry Ford Health System  2104109-16 120 hours 7/2006- 62010
Radi.!tion biology Departmelt of Radiation Oncology .
2799 W. Grand Boulevard, Detreit, MT 48202
Total Hours of Training: 240

NRG FORM 312 A (AUS) {3-2000) PRINTED ON RECYCLED PAPER PAGE Y
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
(3:2006)
#UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
—~ 2. Tralning and Exneriencs for Pronosed Autherized User {continusd)
b. Suservised Work and Clinical Experience for 10 CFR 35.490 (/f more than one supervising individual is
nece:sary to document supervised work experience, provide muiltiple copies of this page.)
ISupe»r\«ised Work Experience . T Total Hours of
Experience:
Czscription of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facllity . Experience®
Ordeiing, recelving, and Heary Ford Hexlth System 2104109-16 ves | 72006-6n018
unpacking radioactive materials [Department of Radiation Oncology
safely and performing the related |2799 W. Grand Boulevard, Detroit, MI 48202 [:l No
radia‘ion surveys
. . "|Henry Ford Health System  2104109-16 Yes 7/2006- 6/2010
Chec<ing survey meters for Department of Radiation Oncology :
proper operation 2799 W. Grand Boulevard, Detroit, MI 48202 [INo
. ! Henry Ford Health System 2104109-16 7/2006- 6/2010
Prepﬂ[mg. implanting, and safely Department of Radiation Oncology Yes
remo /ing brachytherapy sources {2799 W, Grand Boulevard, Detrolt, MI 48202 []JNo
" | Henry Ford Heatth System 2104109-16 712006~ 6/2010
- Mainialning running Inventories _Dep::'mem of Radiation Oncology [v]ves | |
of meterial on hand 2799 W. Grand Boulevard, Detroit, M 48202 [INe
N °
Using administrative controls to | Henry Ford Health System 2104109-16 [7] Yes 712006- 6/2010
prevent a medical event Department of Radiation Oncology :
invoh.ing the use of byproduct | 2799 W. Grand Boulevard, Detroit, Ml 48202 |"_‘, No
mate.ial .
Heury Ford Health System  2104109-16. 7] Yes 72006- 6/2010
Using emergency procedures to | Department of Radiation Ogcology !
contr)l byproduct material . [2799 W, Grand Boulevard, Detroit, MI 43202 |:| No i
i I o ' | L.
Clin cal experience in radiation : . .
Location of Experience/license or Dates of
oncclogy as part of an approved | .
lormal training program ¢ | Permit Number of Fadility Experience
Appraved by: |nm, Ford Heatth System 712006~ 62010
E Rssldency Review Depamnen( of Radiation Oncology
Committee for Radiation 2799 W. Grand Boulevard, Detroft, MI 48202
Cncology of the ACGME !
[ Royal College of Physicians | ' - I
i @1 Surgeons of Canada | [
iI | Committee on Postdoctoral ! g
1 T-aining of the American t :
‘ C steopathic Association | | i
ISUpe-vising Individual License/Permit Number listing supervising Individual as an
'Moha ned Eiskalkh, MD Authorzed USSr 1o serial License: 2104109-16
PAGE 2
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NRC FORM 313A (AUS) .S, NUCLEAR REGULATORY COMMISSION
{3-2002) R .
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
2, Proposcd Authorized User {continusd
c. Stpervised Clinical Experience for 10 CFR 35.491
‘ : —_ o Location of Experience/lLicense or Clock Datgs of
L-escription of Experience Permit Number of Facliity Hours Experience® )
Use >f strontium-90 for N/A
ophthalmic treatment, including:
exanination of each individual to
be tr2ated; calculation of the
dose to be administered;
adminlstration of the dose; and
follovr up and review of each
indiv dual's case history
Supevising Individual License/Pemit Number listing supervising individual as an
Authorized User
d. Supervised Work and Clinical Experience for 10 CFR 35.690
[¢’] Remote afterioader unit(s) ] veletherapy unt(s) [[] Gamma stereotactic radiosurgery unii(s)
Supnrvised Work Experience Total Hours of
Experience:
Description of Experience | Location of Ex nse o Confikm | Datesof
Must Include: Permit Number of Facility Experience’
- Health S 2104109-16 3 7/2006- 6/2010
Revizwing full calibration [eary Ford Hea System Yes
is and periodi Department of Radiation Oncology
ﬁ_"‘l e PErodic 12799 W. Grand Baulevard, Detrolt, M1 48202 I No
;Heary Ford Heaith Systerm  2104X09-16 17/2006- 6/2010
Pre;::«lzrlr}g treatment plans and 1y u riment of Radiation Oncology iVl Yes ;
calc.lating treatment doses and lyye9 w, Graud Boulevard, Detroit, MI é8202 i
time:; [ TNo |
i i
Usir.3 administrative controls to  [Henry Ford Health System 2104109-16 1 7lYes - 2712006- 6/2010
prevant a medical event iDepartment of Radiation Oncology e i
involving the use of byproduct 2799 W. Grand Boulevard, Detroit, M1 48202 [ONo !
mate-rial ! h
!
Impl smenting emergency [Henry Ford Beaith System 210410916 1y 772006~ €12010
proc:zdures to be followed in the [Department of Radiation Oncology Y] Yes
ever t of the abnormal operaﬁon }27” W. Grand BOll'ﬂll"d, Detroit, M 48202 D No
of t 3 medical unit or console
Heary Ford Health System 2104109-16 [7lYes [1/2006-6/2010
|Che_:ki“9 and using survey {Depariment of Radistion Oncology '_L 1 !
;"‘e‘“'s 12799 W. Grand Bivd. Detrnit, “i_INo i i
. Henry Ford Health System  2104109-16 72006- 612010
Selecting the proper dose and  (jepartment of Radiation Oncology Yes
how it is to be administered 2799 W. Grand Bivd, Detrolt, D No
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09/]:4/2010' 11:43 FAX 313 916 3235 RADIATION ONCOLOGY
NRC FORM 313A (AUS) U.5. NUCLEAR REGULATORY COMMISSION
(3209¢)
#UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
~ 2. Trzining and Experience for Propssed Authorized User {continuss}
d. Suservised Work and Clinical Experiance for 10 CFR 35690 (continued)
! Clinical expenence-l;_r;duaﬁon } ) . . .
onco ogy as part of an approved l ) Loca‘gon ‘:{ ExpenenofelI:Lloprnse or E:ﬁf::nc::fe'
formal training program i ermit Number of Facility !
Appraved by: Henry Ford Health System 210410916 1/2006- 62018
. Rusidency Review Department of Radiation Oncology
‘ Cihmmiittee for Radiation 2799 W, Grand Bealevard, Detroit, MI 48202
Oncology of the ACGME
[_] Rayal College of Physicians
ar d Surgeons of Canada
Committee on Postdoctoral
Tr aining of the American
O:feopathic Assoclation J
Supenising Individual License/Pemnit Number listing supervising individual as an
Authorized User
Moh: med Elshaikh, MD Material License: 2104109-16

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

sot. ght.
2%‘:;’:3 Training Provider and Dates
~ Gamma Stereotactic
Remole Afterloader Teletherapy Radiosurgery
E’mvider. Physicists
Device tion 12006- 6/2010
rovider: Physicists
Safety rrocedures  [7/2006- 612010
for the ¢ evice use !
! |
. v
roviders: Authorized Users !
Chinicat useof the  [/2006-€/2010
device

Superv sing lndmdual If training provided 3' Supervising License/Permit Number listing supervising individual as an

Individug (Ifmote supeMslng Authoriz
fo documsnt s:.pervised axperience, provide mumple ed User
copies of this pege.)
r\ialum(-d Elshaikh, MD T 219410%-16
1

Authori:zed for the following types of use:
[] Rerote afterloader unit(s) [ veletherapy unii(s) [[] Gamma stereotactic radiosurgery unit(s)

{f. Prov.de completed Part il Preceptor Attestation.
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NRC FORM 31:4 (AUS) U.S. NUGLEAR REGULATORY COMMISSION
(10-2007) .
AU HORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART ll - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
indiv dual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one Jeceplor is necessary to document experience, obtaln a separate preceptor statement fromeach.

By ¢1ecking the boxes below, the preceptor Is attesting that the individual has knowledge to fuffill the duties of the
position sought and not attesting to the individual's “general clinical competency.”

First Section
Check one ¢f the following for each requested authorization:

For 35.490;
Board Zertification
[ 1 attest that has satisfactorily completed the requirements in
Name of Proposed Authorized User
35.480(a)(1) and has achieved a leve! of competency sufficient to function independently as an
g athorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR

Traininig and Experience

[¢]Vattestthat Mehul Patel, M.D. has satisfactorily completed the 200 hours of
Name of Proposed Authorized User

¢ assroom and laboratory training, 500 hours of supervised work experience, and 3 years of supervised

c inical experience in radiation oncology, as required by 10 CFR 35.490(b)(1) and (b}2), and has achieved a
le vel of competency sufficient to function independently as an authorized user of manual brachytherapy

s surces for the medical uses authorized under 10 CFR 35.400.

For 35491
[] 1 attest that has satisfactorily completed the 24 hours of
Name of Proposed Authorized User
classroom and laboratory training applicable to the medical use of strontium-90 for ophthalmic radiotherapy,

has used strontium-90 for ophthalmic treatment of § individuals, as required by 10 CFR 35.491 (b)..and has
ashieved a level of competency sufficient to function independently as an authorized user of strontium-90 for

v o >hthalmic use. .
Second Section
For 35.690;
Board (ertification |
[]1 attest that has salisfactorily completed the requirements in
35.690(aX1). ame of Proposed Alshorized User
OR
Jrainitiq and Expefience
[¢/] 1 attest that Mehul Patel, M.D. ' has satisfactorily completed 200 hours of classroom
Name of Proposed Authorized User :

and laboratory training, 500 hours of supervised work experience, and 3 years of supervised clinical
sxperience in radiation therapy, as required by 10 CFR 35.690(b){1) and (b)2).

AND

o Bx Su x SN SR DR R GR MR Bx 0N BE GRG0 B Bd 0E UA WU UE DN Gm L WE SR UUAE BE O BN B B 0E B Bm e m 0D VS B0 DA B4 NS BE BN NE WP OR ON W5 WS T DA WA N M W E W -
PAGES
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NRC FORM 31:A (AUS) U.S. NUCLEAR REGULATORY COMMISSION

(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Altestation (continued)

Third Section
For 35.690: (continued)
[¢] 1 attest that  Mehul Patel, M.D. has received training required in 35.690(c) for device
Name of Proposed Authocized User
cperation, safety procedures, and clinical use for the type(s) of use for which authorization is sought, as
checked below.

[+/] Remote afterioader unii(s) [ | Teletherapy unit(s) [ | Gamma stereotactic radiosurgery unit(s)

AND
Fourth Section

| attest that  Mehul Patel, M.D. has achieved a level of competency sufficient to

Name of Proposed Authorized User
achieve a level of competency sufficient to function independently as an authorized user for:

[+] Remoate afterioader unit(s) [ | Teletherapy unit(s) [ | Gamma stereotactic radiosurgery unit(s)

Fifth Section
Compiete the following for preceptor attestation and signature:

| meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement State requirements, as
€n authotized user for:

[+"] 35.400 Manual brachytherapy sources [ | 35.600 Teletherapy unit(s)
[ ] 35.400 Ophthalmic use of strontium-90 [ ] 35.600 Gamma stereotactic radiosurgery unit(s)

[v'] 35.600 Remote afterioader unii(s) 35.1000

Name of Preci:ptor - Signature Telephone Number Date
Mobamed Elshaikh, M.D. é \ (313) 916-3689 09/14/2010
License/Permi- Number/Facility Name '
Material Lic ense 2104109-16
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