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TRINITAS

N
225 Williamson Street Ehzabeth NJ 07207 ) : P) / )

U.S. Nuclear Regulatory Commission

Region 1

475 Allendale Road

King of Prussia, PA 19406 0 j 00 3&47 Lo
September 5,2006 = . License: 29-04333-01

To Whom [t May Concem;

This letter is to request an amendment to our radioactive materials license. Please add Dr.
Marco Naguib to our license. Documentation to support our request is enclosed.

In addition, please delete Dr. Ralph Eastman.

Thank you,

Lmda Velgkamp, MS,DABR .
Chief Physicist/ Radiation Safety Ofﬁcer

12435 )

NMSS/RGNI MATERIALS-002



g

gD,

5. 2006410 04kN3608 RADAITION No. 5027 P 3

P3/08

Aug. 5. 1006 6:21PM . o Ne.d961 P2
NRC FORM 312A U8, NUCLEAR REGULATORY COMMISSION
o MEDICAL USE TRAINING AND EXPERIENCE APPRAVED 8y OMB: KO, 31470120
AND PRECEPTOR ATTESTATION

PART | - TRAINING AND EEF! ENCE

Note: Desuﬂpﬁons of lramlng and exparisnce must eontain sufficlent delail to match tha training and experience
eritetin in the applicable regufation (10 CFR Part 35)

1. Name of Individugl, Proposed Authorization (s.g., Rediation Safety Offiver), and Applicable Jralning Requiremente
{e.g.. 10 CFR 35.80)

Margo Naguib, MD  (Authorized User)

2. For Physicians, Podlatrists. Dentists, Pharmagista ~ Stata of Tarritory Where Licanged

New Jersay
i

—

o : .. 3. CERTIFICATION
a. Provide a sopy of iha board ean‘ﬁcar{on 5Stop hers if applying under 16 CFR Pert 38, Subpert J or 35.580(a);
continue If applying under other subparts,

b. Provide decumentation in appropriate iteme 4 through 16 of n'ainingsorcunical«le WorK required by 35, sogg
38.51(c 2 )35 2aog JNEHS) @ u mklng 36,200 authorizatian; 35.300b)(1XIN(G); 35.396(d)(1) and 35.3 (@),
C

35.580(c); or 35.830(c).
c. Previde completed Part Il ProoeptorAuamﬂon Ihms 11a through 11a.

Stop here after compleiing tems 3a, 3b, and 3¢ whan ueing board certification to meet 10 CFR Part 35 training and
experience requlrements

4, INDIVIDUALS IDENTIFIED ON A LICENSE OR PERMIT AS RADIATION ﬁAPETY OFF(CERS {RSQ},
AUTHORIZED ussaa\‘ U}, AUTHORIZED MEDICAL PHYSICISTS %\Mﬁg
AUTHORIZED NUCLEAR PHARMACISTS (ANP) BEEKING ADDITIONAL AUTHORIZATIONS

2. Provide a copy of the license or broadscope permit listing the current authortzation and (s)or ()

b. Complete Itama 8z (and 10 when treining is provided by an RSO, AMP, ANP, or AU) and preceptor iterns 11b through
11d to mest raquirements for: RSO in 38, 50(c)(2) or a6 50(0)‘ or 'AU in 36. 280{c)(1)(I(B) or 36.380(b)(T)(N)(G) or
36.580(c) or 36.890(c); orAMP under 38’ 51 (c) . ,

¢. Complate tems 5, 64, 8D, 10, and Prnccplorhoms 11a thmugh 11d’ to meet AU requirements [n 38,396(a),

R S
§. DIDACTIC OR CLAS3ROOM AND LABORATORY TRAINING (optional for Medical Physiciste)

Doseription of Tralning Location Clack Hours Dates of Training

Radiation Physics and gﬁg\\g&f&oﬁg}-hsphal 200 houre Juna 2002 - June 2008
Instrumentation Brooklyn, NY 11215

NY Methodist Hospital 200 hours June 2002 - June 2008
Radiation Protection ) 506 6th Sreet
e Bmouyn NY11215

‘ Gt [ Metho dh‘m Ahal ™ =7 1200 hours Junp 2002 - June 2006
Mathematics Pertaining to tha Use | o5 11y ;me( P o "
and Messuramerit of Radicactiviy Braojdyn, NY 11215

R i i

) . NY Methodia! Hos»lla! 300 hours June 2002 - June 2006
Radiatlon Biclogy 508 Bth Streal ‘
Brooklyn, NY 11216
Chemistry of Byproduct Meterial for | NY Methodist Hoepital 100 haurs Junp 2002 - June 2006
Medlos! Use 508 6th Street

Brookiyn, NY 11215

OTHER

HRC FOAM 41RA ({D20RS) o ‘Pl_imD'QVRSF\'CLEOPMER . PrgRY
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NRC FORM 3134 U.8. NUCLUAR REGULATORY COMMISSION
(2 wErICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (cortinued)
82, WORK OR PRACTIGAL EXPERIENCE WITH RADIATION
T - Lacation and teg andlor
: . Namo of
Description of Experionce Supervising ﬁg{ﬁgﬁﬂ:ﬂa Hg{?r:ko(
Ind‘v.du‘"ﬁ’ Mbpr lence
Reviawing full cafibration meesuremants and Or. Selim snd Dr. Rafia NY Methodiol Hospital | Jupe 2002-
perlodic spot chacks for ramote afericader;, C : Bmookiyn, NY Juna 2008
ehaking end using survay [nstrumenty
Propering treaimant pians and ealeulating (reaiment Dr. Sefim and Or. Rafla NY Msthodist Hoapital | June 2002-
dosas And Umes; sofecting praper dose and how R Bmokiyn, NY June 2006
is o bo adminislered for aflerloaders
Using BUMinisiralive contrals to prevent a medical | Dr. Sellm and Dr. Rafla NY Mathadist Hospital  } Juna 2002-
oven! involving the uss of dyproduct materlad (HDR, | o Broockiyn, NY June 2008
manual brachytherpy and unsealed sources); - o o
Jmplementing emetgency procdures (o be followad | Dr. Safim and Or. Refla NY Methodist Hospitel | June 2002-
n the avenl of the abnormal opieration of the S e Brooklyn, NY June 2008
medical unil ot cansole of an afterloeder; e
Ordering, receiving and dnﬁi&lﬁq redloactve Or. Sefim and Dr. Rafla NY Mathadist Hospllel | Jupe 2002-
materials safely and performing radiaton surveys Brookiyn. NY Juna 2008
for marual brachytherapy sources and unsegled n
Praparing, implanting and removing brechytherapy | Dr. Safm and Or. Rafia NY Methodist Hospital | June 2002
sources; malntainmy running Inventortes of material Bropkiyn, NY June 2006
on hang;
Using emergenoy procesures to control byprodust | Dr. Salim and Or, Rals NY Methadiot Hoepital | June 2Q02-
matetiak using procadurés Lo contain spifed o . Brooklyn, NY June 2008
byproduct matetial and deconizmination procedures
Perarming QC pracedures on inetriimanto Used 1o Br. §aim and Or, Rafia NY Metnadist Hospital | June 2002-
determine e activily of dosages; calculating SR Brooklyn, NY June 2008
measuring and prepaning patiant dosages: - o
ep. SUPERVISED CLINJGAL CABE EXPERIENCE (describe oxperlence alomants in Ba)
N?‘ ot:‘é;uoi! Name of ancntlon %?d Dat%s’ ar;‘d'lcr
; nvolv orresponding oc
Radlanuelida Tyne of Uso Pamor:lq s;:&m'gﬂ:lg Materlals License Hours of
Pantcipation Numbear Exparience
131 Therapy = 30 mCi 5 Dr. Sefim and Dr. Rafla NY Melhod!st Hospltal, % 6/2002-6/2008
131 Therspy >30mCi ~ [S Dr. Selimand Or. Rafla - | NY Mathodist Hoplial, g £€/2002.6/2006
126 sead Implantation 50 Dr. Selm end Dr. Rafla - | NY Mathodist Hospital, Br 8/2002-672008
Au-82 seed implantaion - ‘7 2 Dr. Selim and Dr, Ralle NY Methodist Haspltal, Bif 6/2002-6/2008
p-32 unsealed; intracavitary |3 Or. Belim end Or. Rafla NY Mathodist Hospltal, %{ 6/2002-8/2008
sm183 umaﬂod: Intravenous |5 Dr. Selim and Dr. Rafla NY Msthadist Hospiml;g 6/2002-8/2008
C6+137 manuaj brachytherapy | >30 Dt. Selwm ang Dr, Refia N'Y Methodist Hospltat, g £/2002-8/2008
Ir-182 rmanu8! brachytherapy ! >50 Or, 8¢lim and Or. Rafls | NY Methodist Hospital, B‘r ﬁ;zouz-e/zuoa

faa6 2



~

£

£

04hNasas RADAITION Ne. 5057

a5/96

3. 2006410 P 5=
Aug. 25 2006 6:0)MM No 4967 P 4
NRG FORM 3134 ' 0.5, NUCLEAR RESULATORY GOMMISSION
(10.2003}

MEDICAL USE TRAINING AND EXPE;R_ILENCE AND PRECEPTOR ATTESTATION (continued)
el

8¢, TRAINING FOR SECTIONS 35.50(e), 38.51(c), 35.580(c), or 33.680(c)

Training Elomant’ Typs of Tealning * Location and Dates
Remote ARarfoaders supervised and didect)o June 2002- Jung 2006
Stareotactic Redloaurgsry | superviged and didadlic June 2002- June 2008
Use of Manual Brachytherapy souroet; supervised and didectic June 2002- June 2006
Use of unseaiad byproduct materiel

* Types of tralning may (nefude supsrvised (complete ltem 10 for 35. 50(9), 35,64(c), and 36.890(c)), dldactle, or
vendor training. L

7. FORMAL TRAINING  Physlciane (for uses under 35.400 and 35.800) and Madijeal Physicists

Name Lxat
Name of Program and Ar:prgfvgcl;gtm Pr;:lr‘aﬁ“
Oogree, Area of Study Location with (8.9, Accrediation Councll
Resmn&rpmmm comﬁvgggng Dates for Graduete Medical Education)
Liconze Number ond me Aprol %%Ialeagzg:;ﬁm
Radigtion Oncology MD - NY Moihtdigt Hoapllal . | June 2002- June 2008 | ACGME
Brookiyn, NY

81-2842-01

8. RADIATION SAFETY OFPICER (R8O) ~ ONE-YEAR FULL-TIME EXPERIENCE

[ ves
NiA

[ YEs Complated 1 yaar of fulime radiation safety experience (in areas Identified in itom 6a) under supervisan.
NA  of the RSO for Licenss No.

9, MEDICAL PHYQICIST —~ ONE-YEAR FULL-TIME TRAININGWORK EXPERIENCE
YES Completed 1 year of full-time training (for greas identified in Item 68) In therapeutic radlological physics
[Z} NJA {35.861) or medical physics {35.51) under the supervision of

who |3 a medical physlclsj (35.981) or meets requirements for Authorized Mediea! Physiclats (35.51);

.and

e

Completad 1 year of full-ime wark experience (at location providing radigtion therapy sendees described
and for topics identifiad in ltam 8a) for (specify Uea or device)

under the supervision of who |s a medical physialat (36.581) or meats
requirements for Authorized Medica! Physicists {35.51) (specify use or device)

PAGL Y
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NRC FORM 313A 1.8 NUCLEAR REGULATORY COMMIESION
25 MEDIGAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {contnued)

19. SUPERVISING INDIVIDUAL - IDENTIRICATION AND QUALIFICATIONS

The tralning and exparience Indicated above was cktainad under the supervision of (if more than ohe supenviaing
Individual Is needed to meet reguirements in 10 OFR Part 36, provide ihe following Informetion for sach)

A. Name of Supervisor B. Supervsor is;
Hosny Sefim, MD {¢] Authorized User 1 Authorized Medleal Physicist
D Radlation Safety Officar ﬂ Authorized Nudlaar Pharmacist

C. Supervisor mesets requiremants of Part 35, Section{(s) 35.390 {x) and (b) (1) () (G)
for medical uees In Part 36, Section(s)  (sea attschad Ncense)

D. Audress
NY Mathodist Hozplte!

506 6th Strest 91-2042.01

Brookiyn, NY 11215

E. Malatals Licanse Number

PART Il - PRECEPTOR ATTESTATION

Note: This part must be compieled by the Individual's preceptor. if more than ohe proceplar is necessery !o document
experience, obiain a ssparsle praceplor statement fram each, This part is notrequired (0 mest Irg/ning

requirements in 35,590 or Part 35, Subpart J (except 35,980).
SRy
{ attest the Individuai named in ltem 1: ’
118. . 400:
has satisfactorily completed the requinaments in Part 35, Section(s) and Paragmph(s) 380:480; 630

as documented in section(s) 548 of this form.

............................................................... IR R R R A I I I R e

11b. Select ene
Meets the requirements in [_]35.50(e) [ ] 35.51(c) [_] 36.390(b)(1)(10(G) [/] 36.680(c) for Authorized usgy

m Nia  types of use, as documented in section(s) s through & of this form.
':‘-“uca‘..,..l ............. ".‘~,,"." ....... \'.-‘->."o'vv.~|“'.--->..'-_}.-._\.‘\.\’.._.--y.\\-'- ............................... IR REEXX) IEEFEEEK] teorotlayena
[___] has achieved a lavel of competency sufficiant to independently operate a nuclear phammacy (for 36.880); QF
[Z] has achieved a |ave!l of ccmpélénéy sum_a’en! to function independently as an authorized

USER . " for 15.390;35.490;35.890  uses {or units), OF
D has achleved a level of radiation safaty knowledge sufficient to funclion Independsantly an a Radiation Safaly

Officer for a medical use Icenase ; OF
(e
D Iam an Authorized Nuclear Pharmacist OF D | am & Radigtion Safely Officer; OF
saction(s) of 10 CFR Pant 35

I meetthe requirements ol Authorized User

or equivalant Agreemant State raq'y'lrenientg to be a praceplor AU or D AMP
for the following byproduct materlal uses (or units). (see attached license)

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

A. Addrass N . 8. Melarials License Number
508 6th Svroet
Brookdyn, NY 11215
$1-2842-01

PAGE 4

C. NAME OF PRECEPTOR (p#nt clocrly) D. SIGNATUI /AR ./ E. DATE /
Hoany Seflm, MD * / /i 7/ / vE
/ f SRS
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6‘? Nucletron

Nucletron Training Seminar

Institution; Trinitas Hospltal

feweilnl0 Cov . tion
8671 Robhert Fuiton Drive
Columbia, MD 21048

Telephone: 410-312-4100
Toll Free: 800-336-2249
Canada Toll Free: 800-445-2249
FAX: 410-312-4196

City, State/Province, Zip: Elizabsth, NJ 07201

1 Teaching Aids Used

User's Manual i~
Applicators and Accessories i~
Saurce Cantainer and Dummy Sources I
Other "4

2 Topigs Covered
Explanstion of Remote Alterioading ~
Explanation of Radiation Pratection v

3 Applications 4 Applicators/Accessories
Bronchus I Bronchus r
Interstitial — GYN i~
Intracavitary . Esophagus =
Intraoperative - Interstitial r

Other r
Radioactive Source; ir192

6 Recaiving 7 Shipping
Unpacking r Release ™~
Acceptance I Packing r
Calibralion r Documents ~
Instailation r Measuremants =

5 Equipment Operation

Treaiment Unil v
Handling v
Pawer Requirements ird
Conaole v
Traatment 4
Stant ~
Interrupt ~
Emergency Stop ¥~
Alarm and Error Codes 4

Emergency Procedures [V

Al areas marked were coverad during training

Mon Aug 2008 08/28/08 T-H8:4 Mon Aug 2008 08/ 24188 T 352

Instructor ) Depariment Head
FSE ' Phy
Tille : Title

* Ligt of all attendess accompanios this form

Nutletren Training Seminar tof2

NUC-T327U8-01
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: N ucletron 8671 Robert Fulton Drive
O Columbia, MD 21046

Telephone: 410-312-4100
Toll Free: 800-326-2249
Canada Toll Free: 800-445-2249
FAX. 410-312-4198

Nucletron Training Seminar
Attendance Registration

Hospital: Trinitag Hospital Date: Monday, August 28, 2006

Caurse: Inservice

Instructor: Robert Ticknor

Name Department Title Signature

1 Eli Finkelstein Rad Onc MO .,Mn,ﬁzu_gwwm
2 Marco Naguib Rad Onc MD I éW
3 Sandra Chin Rad Onc Dosimetrist N F@\K g /%m/

10

1

12

13

14

15

| certify that the above individuals have boen instruated In Equipment Operation, Safety Precautions and Emergency
Proceduros In accordance with Nucletron Corporatlon Trgining Standards,

Instructor Signature:  wenaszemesssane 's.ﬂe% ﬂ/’

Instructor Title: Engineer

Nyclairon Training Seminar 20f2 NUG-T327U5-01
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NEW YORK # METHODIST HOSPITAL

DEPARTMENT OF RADIATION ONCOLOGY

S. RAFLA, M.D ,Ph.D, FRCR.
H SELIM, MD. FRCR.

K PARIKH, M.D

M, TCHELEBI. M.D.

H ASHAMALLA, M.D , RCCP
8. MOKHTAR, M D

August 18, 2006

506 SIXTH STREET, BROOKLYN N.Y 11215-3008 TEL 718/780-3577 FAX 718/780-3688

To Whom It May Concern:

RE: Marco Naguib, M.D.

This letter is to indicate that Marco Naguib, M.D. completed four years of training in
Radiation Oncology. He started on July 1%, 2002 and completed training on June 30,

2006.

If you need further information, please do not hesitate to contact us at the above
telephone number.

Director, Residenoy Program

HS/ga

Member

—| NewYork-Presbyterian Healthcare System
) Affliate: welll Medical College of Cornell Unhersity



Iy

©ip. D0 006D 15AYS11S OR SCH DESK

CITY OF NEW YORK
RADIOACTIVE MATERJALS LICENSE

157 P 1 @214

Page 1 of 13 Pages

Pursuant to the New York City Charter and Artcle 175 of the New York City Health Code and 1n reliance on staternents and representations
herctofore roade Hy licensee designated belaw, 2 license is hereby issued authorfzing such licensee to wansfer, receive, possess and use the
radioactive material(s) designated below; and (o use such radioactive materials for e purpose(s) and at the place(s) designated below. This
license is subject to all applicable rules, regulations and orders now or hereafter Jn effect of all appropriate regulatory agencies and o any

conditlons specified below. T

In accardance with letters dated 3 Tamuary 2006 and 31 January 2006 from Swven Garner, M.D., Chairman, Radiation Safety Commiuee, The
New Yark Methodist Hospital, License number 91-2842-01 is hereby amended to change Item 3b, Condigons 12, 13, 24, to 2dd lems 6(GG),
UGG), 8(GG) through 6(13), 7()7), 8(1)), Conditiops H(GG) through 9(J1), and to read:

LICENSEE
32, Jicense Number: 91-2842-01
1. Name: The New Yark Methodist Hospitali.» _ :
o 3b. . Amendment Number: 15
4. Expiration Date: 31 October 2009
2. Address: 506 Sixth Strect - v ' -
Brooklyn, New York 11215
s ‘ Re(‘er_encé‘ Numbee: -
G. Radloactive materials (element 7. ' Cheniiinl and/or phystcal form. | 8. Maximum quantity licensee may
number) Ca . possess at any one time
{(A) Any radioactive material identified | (A} A.ny raéxopha.maccuncal or ' {A) As necessary (or uses suthorizad
in §175,103(d)(1)(1), NYC Health radiobiologi¢ with anactive(i.e. not 1n Subitem 3(A)
Code withdraw of testhiinated) "New
Drug Application” (NDA)
approved by FDA or an
"Investigational New Drug" (IND)
application accepted by FDA.
(B) Any radioaclive material identificd | (B) Any radiopharmaceutical or (B) As necessaxy for uses authorized
n §175.103¢e)(1)(1), NYC Health radiobinlogic with an active (i.¢. in Subitein 3(B)
Code not withdrawn or termlnated)

"New Drug Application” (NDA)
approved by FDA or ap
“Investigational New Drug" (IND)
application accepted by FDA
(GENERATORS AERQOSOLS
AND GASES ONLY AS LISTED
BELOW)

ORI A T AORAK N
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CITY OF NEW YORK
RADIOACTIVE MATERIALS
LICENSE

OR SCH DESK

Page 2 of 13 Pages

License Number:

91-2842-01

Amendment Number: 15

Refercnce Number:

Radioactive materials (elcment
number

7. Chemical and/or physical form

Maximum quantity licensee
may posses at any one time

Rubiditim-81

Krypton-8[m

Molyhdenum-99

Technetium-99m

Techretium-99m

Xenon-133

Cobalt-57

Cobalt-57

Contgined in a dispensing column
within a krypon-§lm gas
‘Bénerafor with an active (i.c. not
withdrawn or terminated) "New
Drug Application” (NDA)
approved by FDA

Gas Generator with an active (L.e.
not withdrawn or terminated) "New
Drug Application” (NDA) approved
by FDA

. Generators with an active (i.e. pot
withdrawn ©r terminated) “New
Drug Application” (NDA)
approved by FDA

GénergiOrs with A active (i.e. not
< withdrawn or terminated) "New
" Drug Application” (NDA)

‘appfoved by FDA.

not withdsawn or terminated) "New
Drug Application” (NDA)
. approved by FDA -~

Gag Genetator with an active (..
not withdrawn or térmipated) "New
Drug Application" (NDA) approved
by FDA

Sealed Savrces with ap active (i.q,
not withdrawm or terminated )
“Safery Evaluation of Device™
published in NRC "Regisity nf
Radioactive Sealed Sources and
Devices"

Scaled Sources with an active (ie
not withdrawn or terminated )
"Safety Evaluation of Device”
published in NRC "Repistry of
Radioactive Scaled Sources and

Devices"
EA LT YTRERE LTI L L 2L

DTPA- Aernsol with an active (i.e.

925 Megabecquerejs

925 Megabecquerels

148 Gigabecquerels

148 Gigabecquerels

3.7 Gigabecquerels

3.7 Gigabecquerels

5 Satuces not 10 excead 925
Megabsecquerels per source

5 Sources not to cxceed 740
Megabeequerels per source
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CITY OF NEW YORK
RADIOACTIVE MATERIALS
LLICENSE

OR SCH DESK
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Page 3 of 13 Pages

License Number: 91.2842-01

Amendment Number: 15

Refercnce Number:

Radioactive materials (element 7. Chemical and/or physical form 8, Maximum quantity licensee
numbor may posses 8t any one time
() Barium. 133 K) Sealed Sources with an active (1 ¢ (K) 5 Sources not to exceed 18.5
not withdrawn or terminatcd) Mepabecquercls per snurce
"Safety Evaluation of Device™
published in NRC "Registry of
Radjoactive Sealed Sources and
Devices”
(L) Cesium-137 5] Sealed Soyrces with an active (i.c. (L) S Sources not to exceed 18.5
not withdrawp or terminetod) ’ Megabecquetels per source
“Safety Evaluation of Device”
published in NRC "Registry of
Radioactive Sealed Sources and
~ Devices”
(M) Technerum-99m ™ ‘Pertechnetate (M) Individual amounts not (o excecd
: ' ' ' 1.85 Gigabecquerels
Ny (ridium-192 TNy Sealed Sources (Modcl GammaMe(l ™) 0.75 Terabecquerels, total no
232) [ sourccs to exceed 375
Gigabecguerels
(®) Any vadioactive material identificd | (O) Any radiopharmaceutical identificd | (0) Ag nceeeaary for uses authorized
in §175.103(H)(1)(1), NYC Health T 0 8178.103(A(1)(), NYC Hcahh in Subitemn 9(0)
Cade Code ' :
(P) Any radioactive mateniyl identified | (P} Any brachythcrapy source” ™ 111 Gigabeequerels for all
in §173.103(h)(1), NYC Health © 7 identified in §175.703(M)(1). NYC sources identified 1n Subitem 9(P)
Code - Health Code
Q) Strontium-90/Y trium-90 Q Sealed Source {Amersham Corp.. Q) 3.33 Gigabecquercls
Muodel #S1A.20) (Strontium-90)
R) lodine-125 ®) Sealed Sources-Secds (Medi- (R) 3.7 Gigsbecquerels
Physics, Model Nos. 701, 6702,
67V1)
(8 Cesium-137 (5 Sealed Sources (Minnesota Mining ) Total activity not to excced 31.8

& Manufacturing. Model Series
6501, 6502, 6503 and Amcrsham
Cotp. Model Series CDCTY)

EERPTPEENNERECT A E

Gigabeequerels and o maxumim
af 18 tube souvces and 14 needic
sources
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Page 4 of 13 Pages

\ 1-2842-01
CITY OF NEW YORK Licengse Number 9
RADIOACTIVE MATERIALS | Amendment Number: 15
LICENSE
Reference Number:
6. Radloactive materials (clement 7. Chemical and/or phystcal form 8. Maximum quagtty llconsce
number may posscs at any olie time
(T) {ridium-192 (9] Sealed Sources-Seeds in nylon (T 18.5 Gigabecquerels
ribbons (Best Industries, Inc.
Model 81-01)
o Depleted Uranium w Metal Alloy )] 125 Kilograms
(V) Hydrogen-3 ) Any ' ) 185 Mepgabecquerels
(W) Carban-14 W) Any (W) 37 Megahecquerels
| (X) Chromium-51 X Any v ) 185 Megabecquerels
Y)  Cobalts7 ) Ay . " © sl 7aMegabecquercis
Z)  lodine-125 (Z) Aoy T | @ 185 Megavecquerels
(AA)  Gold-198 {(AL)  Sealed Soirces-Seeds (Best - | (AA) 2.2 Gigabecquerehs
s Industries, Inc.. Model No. 81-02) ..
(MB)  Phosphorous-32 (BB) Any’ ' ; Gl (BB) 185 Mogabecquerels
(CC)  Fluorine-18 (CO) fluorodedxyglucosc Iﬁjec(ior} C L (€S 3.7 Gigabeequenels
(OD)  Germanium-58/Galium-68 (OP)  Line Source (CTI Services, Inc, S| (DD) 37 Megabecquevels
. Model L§-0.5) .- S
(EEY Cestum-137 (EE). . “C';xlibi’alinn and _Géuging .GSmma. (EL) 4,44 Gigabecquerels lotal, notto
-Soufces (Isotope Produéta Labs, exceed 1,11 Qlgabecquerels per
Model BEG-137) source
(FF) Depleted Uranium (FF)  Sealed Beam Shapers (Steel (FF) 55 Kilograms

Cladding and Nicke) Alloy Platng)

PP P P IS TEI TR IR AT RAT S bt
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Page S of 13 Pagey
ot -2842-01
RADIOACTIVE MATERIALS | Amendment Number: 15
LICENSE
Reference Numbec:
G. Radioactive materials (element 7. Chemical and/or phystcal form 8. Maximum quantity licensee niay
number posses at any onc time
(GG)  Technetium-99m {GG)  Sodiumn Fetechnetate (Mcdj- (GG)  7.40 Gigabecquercls
Physics, NDA 17-267 and NDA
17-47]; CIS-US, NDA 17-321;
Mallinckrodt, NDA 17-725)
(HH)  Technetium-99m (HH)  Tetrofosmin Kit (Amersham, NDA | (HH} 7,40 Gigabecquerels
20:372)
] Thallium-201 an Thallous Chloride (DuPont Merck, | (1) 2.22 Gigabecquerals
NDA 17-806. Mallinckrodt, NDA
18-150; Medi-Physics, NDA 18-
110; Bracco Diagnostics, NDA 18-
548] .
(n Cesium-131 gy Bra&hy(herapy Secds (‘rmR;\‘y an 90 Gigabecquerels total, ne seed
Model CS-1, Lawrence CSERION o exceed 2.4) Gigabeeguerels
Cs-131) .
mm’a_k_xc**a.nw«*wfww«*w-«ﬂ*mm
CONDITIONS
9. Autliorized Use:
(A) Any uptake, dilution or excretion prbceddre authoﬁz::d by #ppl{cublo Jaw,
(B) Any imaging or localization pracédurc suthorized by applicable law 7
()] For producing krypton-8im gas.”
(D) Pulmanary ventilation studics.
{13) For producing technetium-95m
(F) For use in reagent kits with ap active (f.e. not withdrawn or terminated) "New Drug Application” (NDA) approved by

FDA for human-use diagnostic studies involving imaging and localization and as non-human use check, calibration and

reference materlal
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LICENSE
Reference Number:
(Q) Pulmonagy function smdles adnﬁrﬁstéted usmg \ckil;her a Majlinckrodt Sunaco, Inc., a Caderna System, Inc , or 2 Medi-

Nuclear Corporation Aero-Veant aerosol delivery system,

N Inbalation studics in the svalvation of pulmonary function, study of puimonary ventilation, imaging the lungs or the
assessment of cerebral blood flow.

(9] Fload ¢alibration sources (Nop-Humaa Use).
N through (L) Calibration seurces (Non-Human Use).
™) Ca)ibration check and reference material (Non-Fluman Use).

i) In & GammaMed Plus HDR Remote Afterloader Brachytherapy Unit for the treatment of cancerous mimors. No source
greater than 5§55 Gigabecquerels shall be installed into the HDR Remoto Aftcrloader Brachytherapy Unil.

(Q) Any radiopharmaceutical or radxobidiogi'c‘»»thcraﬁy‘m'qcedure authorized by applicable law.

™ Any brachytherapy procedure approved in Section 175.1 08(h)(1) of the New York Ciry 1Jealth Code.

(Q In an applicator for the m:aii_ﬁcnf of supérficial eye conditions,

(R) As a sealed source in scads fot the imerﬁs;irigl ueaimcnt of cancer ns a beﬁh;\ncnt implant,
(S) As a sealed source appﬁcaf‘nr cclls for pttacavitary u‘cn‘tnjeﬁt of cancer. |

(T As seeds encased in nylou tibbon for the interstitial ‘ncmi‘ﬁeﬁt of ca"ncerj .

) As the bearn definer and shield_iiig‘ juo the Varian Mode!l Clinne-4 Uncar Accelerator (Nan-Human Usc).
v through (Z) and (BB) /n-vitro J,:iiaéfatfory studies (Non-Human Use).
{(AA)  For nterstitial treatment of cancer, -

(CC)  Aslisted under a “New Drug Application™ (NDA) approved by FDA or an “Investiganional New Drag” (IND) application
accepted by EDA

(OD)  Inan ADAC Laboratories MCD Attenuation Comvection device.
(FE) and (IF) In an ADAC Laborateries MCD-AC Attenuation Coerrection device,
(GG} Bload pool imaging.

(HI)  )maging of the myocardium following separate administrations under exercise and esting conditions, and w the
delineation of reversible myocardial ischemis w the presence or absence of infarcted myocardium,

aw Myocardial perfusion imaging, diagnosis and localization of myocardial infarction, and prognosis regarding survival after
ouset of eympioms of acute myocardia] infarction to assess site and sizs of porfusion defect.

(1N For the trearment of malignant disease (c.g., head and neck, bram, breast, prostate, atc.) and may be used i wopizal,
institial, and intracavitary application for umors of known radiosensitivity under FDA Premarket Approval K030162,
dated 28 March 2003,
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10. The licensee shall comply with the provisions of Article 175 of the New York City Health Code sntided “"Radiation Contvol."

11. Failurc to pay the fee for inspection of a radioactive materiaf site, upon notification from the Department, will result in terminagion
of this licepse.,
12. The radiaactive matenal may be used only at the Kitkwood Pavilion, Nuclear Cardiology Asea; Buckley Pavilion, Ambulatory

Surgery Area; Carrington. Pavilion, Main Operating Atca; Infil} Pavilion, Nuclcar Medijcine Area; Miner Pavilion, Radiwactive
Matenial Storege Area; The New York Methodist Hospital, 506 Sixth Streef, Brooklyn, New York 11215.

13. Radioactive matenials lsted in Ttem 6 are authovized for use by, or under the supervision of, the following individual(s) for the
materials and uses indicated:
Authonzed User . . , Materials and Use

*"Subitsms 6(T) through 6(T). 6(AA), 6(JJ)
~ Subitems 6(A) through 6(M), 6(CC) through G(FT)
- Subitems 6(A) through 6(M), 6(CC) through 6(FF)
- Subitems 6(V), (Y), 6(Z). 6(BB)
_Subitems G(A) through 6(M), 6(CC) through 6(FF")
" Subiterns 6(A) theough 6(M), 6(CC) through 6(FF)
. Subitems 6(A) through 6(M), 6(CC) through 6(FF)
Subitéms 6{) through S(M), 6(U)
Subitems 6(A) through &6(M), 6{CC) through 6(}'F)
- Subitems §(T) through 6(M), 6(GC) through (1)
Subiterns 6(A) through G(M). 6{CC) through 6(FF)
Subitemns 6(1} thiroigh 6(T), 6{AA), 6(J1)
Subitems 6(J) through 6(T), 6(AA), 6(11)
Subitems G(A) through 8(M), G(O), 6{CC) through 6(FF)
Subitems G{A) through 6(M). 6(CC) through 6(FF)

Hani Ashamalla, M.D.

[.eonard Berliner, M.JJ..

Schawcz Bokhan, M.D

Ralph Carmel, M.D.

Steven Gamer, M.D.

Galbrie! Gelves, D.O.

leremy Green, M.D, o C
Nnremcka lkoro, D.A.BR. :
Claudia Lapidus, M.D.

John Heitror, M.D,

Debra Kessler, M.D.

Bahua Molhtar, M.D.

IKapilagauni Parikh, M.,D.

Surekha Patel, M.D.

Paraghuram Pinnapureddy, M D.

14.

Samecr Rafls, M.D.
Hosny Selim, M.D.
Hemant Shah, M.D.

Arun Tankhiwaie, D.AB.R.
Mounzer Tchelebi, M.D

Lijun Weng, M.D.

Shuyng-Jun Yang, Ph.D,

Subitems 6(f) through G(T), G(AA), 6(JJ)

© Subitems G(1) through 6(T), 6(AA), 6(J1)
© Subitems 6(A) through 6(M), 6(0), 6(CC) throvgh 6(FF)
" Subitems 6(1) through 6(M), 6(1))

Subitems 6()) through 6(T). 6(AA), 6(J1)
Subitems 6(A) Lhrough 6{M), 6(0), G(C(‘) through 6(F1)
Subitems 6(V), 6(\V) 6(X), 6(2)

The radvation safety afficar for this Neense 15 Arun Tankhxwalq D.ABR,
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Reference Number:
18 The therapy physicists for this license are Nnaemeka C. Ikoro, D.A B.R. and Nokuleswar Panigraly, D.AB.R. k
16. Radicactive matcrial as a sealed sovrce shall not be opencd by the licensee.
1. Techneuum-99m Jabsled sulfur coloid preparations which appear flocculent or aggregated shall not be used in homana,
18. The following conditions apply for permanent brachiytherapy implants:
(a) Todine-125 implant pacicnt’s refease shall be based on either of the following conditions:
A) The activity administered to the patient or the patient’s calculated activity hag decreased to less than 0.33
Gigabecquerel.
B) The measurcd maximum dose rale’ it a"éiétﬁn:é’l mcter from the patent's targel organ ia Jess than 0.05 mSv/hr.
) Palladium-103 implan: patient’g rclease shal] be based on either of the following conditons:
() The actvity admin.!stcrpd to thc pwent ot the patent's ca)cu)ated activity has decyeased o Jess than 1.5
Gigabacquerel. :
{2) The measured maijmumjdose tate at 8 distance | meter from the patient's arget organ fs less than 0.03 mSv/br,

{c) The radiation safety guidaﬂcc required hy . Secuon 175 ,103(h)(3) of the New York City Heslth Code shall be provided by
supplying the released anem, or the patient's compcrem tepresentavive,. with both eral and written inscructions on e
risk of radiation and methods: of reducing exposure 1o ofher mdividuals. The tastructions shall at teast include the following

items: o

) The name and rc!epbohe nomber of a lcnou'ledgeable pcrsou to contact ip the cvent the patient has any problem or
questions.

(2 A description of the size aﬁd nu;n:ber'_of imbl;mtéd rédioactch seeds.,

3 Specification of the length of time the patient should remain at specified distances from other individuals.

(4) That any bandages or linens that come into contact with the Implant as well as the patient’s urine voided through

a provided strainer shaJ! be examined for any secds thal have Deen released from the implant site. Any releascd
seeds shall be handled with a provided 1weezers and placed Jna provided container away from other persons.

The individual referred to in Subcandition (¢)(1) abave shal] be notfied in order to properly remove and dispose
of any dislodged snd/or urinated sceds.

(@ A "Record of Release” ghall be maintained Jor each patient which decutnents at jeast the following items: achvity at
administration, any required decay calculations, date and Ume of patient release, copy of patienC’s written instructions, an
if required for padent rejease, pacicnt's dose rate measurements including the specilic survey instrument used and the mar

of the individual performing the survey.
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RADIOACTIVE MATERIALS | Amendment Number: s
LICENSE

Reference Number:

19. The following corditions apply far lodine-13{ radiopharmaceitical therapy:
) Patient release shall be based on either of the following conditions:

(H The activity administercd to the patiedt ot the paticnt's calculated activity hag decreased to less than 1.2
Glgabecquercl, or the raeasured maximum dose rate at a distanice 1 meter from the patient is less than 0.07

mSv/hr.

(2) Measured and documented patient-specific paramcters which otherwisc result in compliance with the
requirements of Scctiop 175.103(¢)(9) of the New York City Health Code.

) The radiation safety guidance required by Section 175,103(f)(3) of the New York Ciry Health Code shall he provided by
supplying the released patient, or the patlent’s comapetent representative, with both oral and wrftten insructions or the risk
of radiation and methods of reducing cxposum to olher. mdwxdu'il«: The written insuructions shall at least include the

following items.

The narne and celcphonc number cf a L'nowledaeab!c pcrson to contact in the event the paticlt has any probiems
or questions,

N
—
—
e

(2) Jaformation regardihg the type of treatrdeﬁt'given.

(3) Precautions rcgardmg dxstancus th.at should 'bé mairttained from omez individuals, including separate slecping
arrangements. : . .

(&) Preccautions regarding mini"mlzing iimé in pub.h’c *;laccs'.

(5) Precautions to reduce the sprcad of radloacnve conmminmon {mcludmg but not Jmited to, vominus and urine).

(&) The length of time each of the precauuons should be in cffcct

{c) A "Record of Release” ghall be mammmed i‘or eax.h pauenr and shall contain at least the foilowing itemns: activity at
adm:msu atiop, any required decay calculamcms da.tc and time of patient release, copy of the patient’s writtert instrucuons,
and if requized for paticnt release sither patient's dosé ¥ate measurements (including the specific gurvey instrument vised
and the pame of the individuaf performing the survey), or patient-specific paramaters.

20. The licensec shall establish wriden procedures for perronne] performing tests 1o detect and quantify molybdenwum-99 contamination.
These procedures shall {nclude all necessary calculation and steps to he taken if activitiet of molybdemim.99 i excess of the limits
specitied in Section 175.103 of the New York City Health Code are detecred.

2], Apy radiopharmaceutical ot radiohiologle with a current and active IND fssued by FDA shall be used iy accordance with Title 21,
Part 312 of The Code of Federa) Regulations or any successor regulstion.

22, For inchviduals who open and/or propare oval solutions of fadine-131 for therapeutic doscs, surveys (¢.g., measuremcent of iodine-
131 in the thyrord gland of laboratory pergannel, and contamination surveys of petsonnel, cquipment and facilities) shall be
performed to determine compliance with Seetion 1 75.103(N(3) of the New York City Health Code.

TR ARG K L@ R AR N R e AN R R




©ep 5 209081 n6aYS1LY \\\\
' OR 3CH DESK

iy £053 '
\‘9, 5”// ,D_ 1‘5; 11/14

Page [0 of {3 Pages
i Number: 91-2842-01
CITY OF NEW YORK License Number
RADIOACTIVE MATERIALS | Amendment Numbor: ts 1
LICENSE
Reference Number:
23. The following subitems tefer to the high dosc rate remote afterloader brachytherapy unit possessed by the licensee, henceforth
referred to as the Unit (which presently is 2 Gamma Mcd Plus High Dose Rate (HDR) Remote Afterloader Umit):
(1) Al operators of the Unit other than authorized physician users must be New York State leensed radiation (herapy
technologlsts.
L) When teeatments gre performed with the Unit, only the patiant shall be in the neasment room.
(€) The Unit shall be labeled with the radiation symbal and the appropriste wording, "Caution” or "Danger” and "Radinactive
Material”,
(d) The wrien instruction for operation and safoty contained in the manufacturer's Instruction Manual shall be followed and 3

copy of these instructions shall be made available to each individusl vsing or having vesponsibulity for use of the Unit.

) The Unit facility shalf be provided with a system permitting continuous observation of the patient from outside the
treatment room during patfent ivadiation. The patient ghall be visually monitored during teatment,

5] Daily (or on each day of use) checks of the ﬁni( éhﬂl'l"\:'c perfon%ed to agécnain:
M Guide tubes are free of ﬁinks or other iﬁv.}')'éffc.:cﬁ,ons.
(2) Repreducibility nf :ou%c_g’ éosi;ioning.witﬁin Eiﬁuﬁer to wlthin & Imm
(3) Proper functioning of ‘rooniw interlocks. ‘ L
{4) Pyoper func-h'c;n{n_g' of so’qn_;_n posi‘h'u'n' indica;orts (cg; \.4 ghts, aiax}m& room ntanitar),
() Wrilton emevgency Y'nslrucﬁons 'éh‘a'l} B'e'pésred,.at ‘thé Umt cdﬁdiﬂiclf’l’h"e;sé'instmctions shall inform the Unit opemtor of the

procedure 1o be followed should he/she be unable fo retum the soarce(s) to the shiclded position with contiols outside the
teeatment room, These instructions shall cavtion individuz|s to avoid expasurc to the unshiclded source(s) when 1n the
treatment raam and shatl include gpecific instructions for:.

eD) Locating and using the device fo} mahuallw)'f n:mr"ning. the source(s) to the shiolded position,
(2) Removing the patient from the treahment room

(33 Socuring the room against unauthorized entry.

(4) Notifying the responsible physician or radiation safety officer.
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4] Prior to initiation of a treatment program using the Umt and subgequent to each installation of inidium-192 source,
radiation surveys and tests shall be performed in accordance with the following:

)] A vadiation survey shal! be made of:

() The Unit's sourcs housfng with the iridium-192 source in the shiclded position. The exposure rate shall
be no more than [0 mRUNr at S cm from the surface, and no more than | MR/ 2t 100 cm {ram the
surfacs,

() All areas ad]acent to the treatment rodm with the Lait's source in the treatment position. The survey shall

be perfarmed with 4 phantom and clearly establish;

(A) That radiation fevels in restricted areas are not likely 1o cause personnel expasure in execss of the limits
specified in Section )75.03(c) ofthc Ncw York City Health Code.

(713) That radiation levels in \mresmcmd aress do not, cxccad the limits specificd in Section 175.03(d) of the
New York City Heslth Code

(2} Tests shall be made'to determitis proper oﬁération of
(1) Electrical intéﬂo‘cks'oh éntrance doors to the Unit trcx\tmé"i;t room.
(i) The Unirs sourcc sluc}dcdlunshxelded indicators bofh at 1hc sowrce housiug and on the control panc)

outsxde the trontmem oom,
(ii1) The Umt 5 mabmcm txmmg device.

(3 A report of the results 'éf" the sbhove <11wey.§"and teists shall be sent to the Radioactive Materials Seetion, Office of
Radiological Health, 2 Lafayeue Street, 1'1th Floor, New Yovk New Yark 10007, not later than thinty (30) days
following each insia Ianbn ofthe Umt's souree. .

0y Any changes madc in treatment reom thieldirlg, location , or use of the Unit which could result in an increase in radistion
levels in unrestricted arcas outside of the treatment room and made subsequent to the corupletion of the initizl radialion
survey performed In accordance with Subiremn (h) shell be evaluated by a radiation survey made in accordance with the
requirements of Subitem (1)(1)(i)). A report describing the change(s) aad giving the tesults of the survey(s), shall be sent
to the Radinactive Materials Section, Office of Radiological Health, 2 Lafayette Street, 11th Floor, New York, New York
10007, not later than thuty (30) deys following completion of the change(s).

{) Each Unit shall be fully nispected and scrviced during source replacement to assure proper functioning of the source
exposure mechanism, This inspection and servicing shall be performed by Gamma Med USA. Inz., ot by persons

specifically authorized to do so by the U.S. Nuclsar Regulatory Conunjssion or an Agreement Staie.
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Reference Number;

The following shall bs performed by Gamma Med USA, Inc., or by persang specifically authorized to do sa by the U.S.
Nuclear Regulatory Commission or an Agresment State:

(1) Tastallation, relacation ot removal of fhe Unit containing sources.

Source exchange.

Any maintenance or repair operations an the Unir involving work on any mechanism that could expose the
source, reduce e shielding around the source, or compromise the safety of the Unjt and result in increased
radiation levels.

Following source exchange and/or any sowce repairs and before 1ts medical use, the licensee shall callbrate cach indium-
192 sealed source in the Unit. The source output shalf be derermined 1o within an accuracy of & 3 percent,

The entrance (o the roorn where the Uit 18 l6cated shall be e&uippad with an electrical interlack system that will return the
device's source 1o the shiclded position immediately upon openirig the entrance door. The interlock system shall be
conmected in such a manner that the device's soufce cannot bé moved iitto the irradiation position until the treatinent room
entrance door is closed and thc ‘ourcc on of{’ contrui is reset at vhe control pancl,

The Unit room shall be equipped with a radiatios 'm'éﬁ{tbring device \{z]\ich continuouﬂy moniltots the source condition and
is equipped with a back-up battery power supply fof emcrgeticy operation, This device shall energize o vigible signal to
make 1he operator continuously, aware of source condition in order that anpropriate emcigency procedures may be instituted
to prevent unnecessary ridiaton exposure. Operazing procedures* shall reqmrc da:ly operational testing of the {nstalled
radiation monitor, P . S : .

Whenaver the continuous mdu\hon monﬂonng de\nce is hot opcratlonal arry pmon entening the treatment room following
an irradiation shall enter wuh :m opcfable cahbrated nd(anon sur\/ey mietér and shall detenmine the source conditlan.

T

Reloeation of the Umt to a new Iocauon is not pormmed without a hcense amendment from the New Yorl City Department
of Health, Following such amendmient and télocation, a radiation survey shall be made and reported to the Office of
Radiological Health within thirty (36) days a.ftcr¢0mp1cnon of the move.

(p) Tmmcdiately after completing patient treatment with the Unit, the licensec shall condust & radiation suivey to ensure that
the sourec has been removed from the patient. The ares of use shall also be surveyed to ansure proper return of the source

{0 the shielded position. The licende shall make a record of cach survey and retain the results forat least three (3) years
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24, Except as specitically provided otherwise in this license, the licensee shall conduct iis program in accordapce with the statements,
representations and procedures contained in the documents including any cnclosures [isted below. Article 175 of the New York
City Health Code shall govern unless the statements, representations and procedures ip the licensee's application and

correspondance are more restrigtive than the regulations
{A)  Letter dated 12 October 2004~~~
(B) Application dated 12 Octoler 2004
C) Facsimile transmission dated 15 Novemher 2004
(D) Letter with atachments dated 8 December 2004
(&) Facsimile wansmission daed 21 December 2004
(R Letter dated 14 December 2{30»5'.-: .
{G) Letar with auachmcnfs; dated 3 January!OUG
(") Letter with attaChnié.r.l‘! ducd 24 Jaﬁuarf 2006
) Lener dated 31 Jainacy 2006 N
) Pacsimile trans@_ssi?n Qatgd I'Febﬁlary ‘20'05

(X) Latter dated 3 February 2006 R Lo
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FOR THE NEW YORK CITY DEPARTMENT
OF HEALTI] AND MENTAL HYGIENE

Date: February 8, 2006 @ G/WMJ {}—‘
¥

RFIP Raymond Ford
Scientist
Radioactive Matersals Division
Office of Radiclogical Health




This is to acknowledge the receipt of your letter/application dated

’ O . and to inform you that the initial processing which

includes an administrative review has been performed.
i

| Q-Ng3223~0
IZ] Thjpbwgé“nd Qégfﬁrstztive'%\n;ss%nj %éz?jappﬁ%a{ion was assigned to a

technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

E] Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assighed Mail Control Number \Sq 36 3\ .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



