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Name: To Whom it may concern
Organization: NRC - Licensing
Fax: 1-610-337-5393
From: Amcrican Imaging of Jersey City: Voice: 201-656-5050
Date: 11/28/2004 _of
Subject: Mail Control #135847 'L?v?olfbg
Pages: 15
s a}og({_(;l/l

Altached please lind the following to supplement material previously sent to add Dr. Cheryl Byk
to the Radioactive Materials License (Mail Control #135847):

1} New Jersey Radioactive Materials license ( number NJSL -20618/01/006)- listing Dr. Byk as
RSO and authorized user.

2) New York City Radioactive Materials [icense #91-2922-01 issued to Cabrini Medical Center
listing Dr. Cheryl Byk as an authorized user. Please note that this license expired on
Scptember 30, 2003.

3) However, also lixed is a copy of the timely filed etter issued on 10/02/2;0‘03 for license #91-
2922-01. This timely filed letter was in cflect until Amendment 6 was issucd on 10/08/2004.

Il you have any further questions, Dr. Byk can be reached at (201)-656-5059).

Thank you lor your prompt attention.

Singerely,
,@2%{&132 ﬂ ,jd//]oé;,éJ

Rosemary T.Gallagher, M.A.. D.ABR
Profcssional Medical Physicist

/35847
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License No.: NISL-20630/01/00¢
Amendoacnl No.: 006 )

State of New Jersey = |roure
Department of Fuviroomental Protection
Bureau of Environmental Radiation
Radioactive Muterials Section
PO Box 415, Treatoa, NJ 08625-06415

Phobe (609) 984-5462
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New Jersey Radioactive Materials License

10. Radioactive material shall only be used 21 550 Summit Avenue, Jersey Cliy, New Jersey.

1L Radiosctive material lixted in Cooditions 6, 7 and B shall b¢ used by or voder the supervision of the fallowing: Cheryl J.
Byk, M.D.
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16. ‘Ihe licensce shall post the Iolfng"gl&um: in an -rctfé_g}‘ }cd"by cnpbym@g&ﬁn the use of Jicensed materials:

_ g A% Ty M, " A Y v;:o’
A. Notice to Employees ~ RPP-14, M{E"&ﬂ:q'bmﬁ”“ :‘ .:;gﬁ;wﬁ&
B. Emergency proccdures involving major, minor spills including the names and phone numbers of prople to contact.

C. Appropriate sigas and labels i arcas and/or contaiocrs und ¢quipecnt in which radiation and/or radioactive

material arce contalocd. Thewe postings are to conform (o Subchaprer 10 of the Code.

17. The followinp tests shall be performed as a minimum:

A. Surveysof:

1. All radioactive materizls reccived.

2. All radioactive waste decayed to backyround levels prior to release.

+ ot tmnne sns b B “
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New Jersey Radioactive Materials License

3. Controlled arcas, where licensed materials ave used on days they are used.
4. Uuncontrolled areas, wherc licensed materials are used on days they urc used.
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19. Protective equipment and clothing including but ot necessarily hmncd to: syringe shiclds, remote handliog equipment,
adcquate shiclding, Jaboratory coats and disposablc gloves skall Uc used by personnel while utilizing radioactive material,

20, Yating, drinking, smokiog and applyiog cosmetics aball not be permitred sa enntrolled areas.
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CITY OF NEWYORK
RADIOACTIVE MATERIALS LICENSE

Pursusnt 10 the New York Cicy Charter and Article 175 of the New York City Health Code and in reliance on statements and represcntation
heretofore made by licenseo designated below, & license is hereby issued authorizing such licensee to transfer, recoive, possess and use the
radioactive materinl(s) designated below: and to vse such radionctive mazerials for the purposc(s) and at the place(s) designated below, Thi. -
license is subjectto all ppplicable rulcs, regulations and orders now or hereafter in affect of all appropriate repulatory agencics and w an;

conditions specified below,

In accordanzce with letter and Apphication dated 15 November 2002 from Robent S. Chaloner, Presldent/CEQ, Cabrini Medical Center; Licehs
nurnber 91-2922-01 s hereby amended ta change ltain 3b, Coaditions 13, 20 through 23, 10 delete Conditions 24 through 27, 10 add liems 6(BB)
7(BB), 8(BB) through 6(DD), 7(DD), B(DD), Conditions 5(BB) through 9(DD), and to resd:

LICENSEE
Js. License Number: * 91-2922.04
Name: Cabrini Medieal Center
b, Amendment Number: D
Address: 227 East 19th Street 4. Exptration Date: 30 Septermber 2003

New York, New York 10003

’

S. .  Referente Numbers: 657-1,657-2 and €57-4.
Radioactive materialt (element 7. Chemlcal and/or physieal !m:m 8. Maximum quantity licensee may
number) _possess at any one time
(A) Any radicactive material identified | (A) Any radiophatmaceuticsl or (A) As necessary for uses authonzed

in §175.103(d) (1Xi), NYC Health * radiobiolopic with an active(i.e. not in Subitem 9(A)
Code withdrewn or tcrminated) *New

Drug Application” (NDA)

approved by FDA or an

“Investigational Ncw Drug" (IND)
application accepted by FDA,

(B) Any radioactive material identified | (B) Any radiophammaceotical or (B) s necessary for uses authorized
in §175.103(e)(1)(3), NYC Health radiobiclogic with sn active (i.c. - in Subitern %(B)
- Code not withdrawn or termunated)
"New Drug Application” (NDA)
approved by FDA or an
“Investigational New Diug” (IND)
application accepted by FDA
(GENERATORS AERQOSOLS
AND GASES ONLY AS LISTED
BELOW) -

VOPNTOPTVICOIITOIOOYISITLTYPOOLTE
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Reference Number:
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CITY OF NEW YORK License Number: 91.2922-0}
RADIOACTIVE MATERIALS Armendment Number: s
LICENSE

657-1,657-2 and 6574

Radlnactive materials (clement
pumber

7.

Chemical and/or physical form

Maxtmum quantity llecnsce
may posies 4t any one fimne

Rubidium-81

{O) Krypwn-8lm

(E) Molybdsnum-99
() Technetium-99m
(G)

Technetium-99m

(H) Xenon-133

() Gadolinium-153

Cobdalt-S7

©

(0)

(E)

(F)

()

(H)

M

(0)

. Devices”

LA AL I YT RAL LY P Y Y T

Conuincd in a dispensing column
within a kryplon-81m pas generator
with an active (i.c. not withdrawm or
terminsted) *New Drug,
Application” (NDA) approved by
FDA

Gas Generalor with an active (i.e.
not withdrawn or terminated) "New
Drug Application™ (NDA) approved
by FDA

Generators with an gctive (i.e. not
withdrawn or 1erminated) “New
Drug  Application™ (NDA)
approved by FDA

Generalors with an active (i.e. not
withdraum or terminated) “New
Drug Application™ (NDA)
spproved by FDA -

DTTA Acroso! with an nctive (i e.
not withdrawn or tetmmated) "New
DPrug Application™ (NDA) epproved
by FDA

Gas or Ventilation Study System
with an active (i.e. not withdrawn or
terminstzd) "New Drug
Application™ (NDA) approved by
FDA

Sealed Sources (Novo Laboratories
Modcl 812.007)

Scaled Sources with an active (i.e.
not withdrawn o terminated )
“Safery Evaluation of Device"
published in NRC "Regirtry of
Radioactive Scaled Sources and

(&)

()]

(E)

(A

©)

(H)

)

e ———

0

925 Mcgabeequerels

925 Mepabecquerels

111 Gigabeequercls

111 Gigabecquerels

11.7 Gipabecquerels

3.6 Gigabecquerels

111 Gigadecquercls, 2 sources of
not more than $5.5

 Grgabeequerels each

5 Sources not to exceed 925
Megabecquerels per saurce
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LICENSE
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Radioactive materiols (element

- number)

()

v

M)

(N

©

*)

Q@

Cobalt-57

Banum-133

Cesium-137

Technctiunm-99m

Any tadioactive materiz! identificd
in §175.103(0)(1)(§). NYC Health
Codc

Any radioactive material identified
in §175.103(h)(1). NYC Heulth
Code

Phosphorus-32

License Number: - 91-2522.01

Amendment Number: b

Relerence Numbers: 657-1,657-2 and 657-4

7. Chemica! and/or phytical form 8. Muxintum quauticy lcensee may

pozsess 3l any nne time

(K) Sealed Sources with an active (i.e. | (K) S Sources not 1o exceed 740
not withdrawn or terminated ) Megabeequercls per source
"Safety Evaluation of Device”
published in NRC "Registry of
Radioactive Sealed Sources and
Devicey”

(L) Sealed Sources with an ugtive (i.e. ) S Sources not 10 exceed 18.5
oot withdrawn or terminated) Megabecquercls per Source
“Safety Evaluation of Device”
published in NRC "Repistry of
Radioactive Sealed Sources snd
Devices™ ° .

(M) Sculed Soux:jcs with sn actch.(i.c. M) % Sources not 1o cxceed [B.S
not withdrawn or terminated) Megabecquerels per source
“Ssfety Evaluation of Device"
published in NRC “"Registry of
Radioactive Sesled Sources pnd
Devices”

o) Pertechnetate o) Individual amounts not 1o exceed

1.85 Gigabecquerelk

[(9)] Any radiophanmaceutical or ()] As necessary for uscs authonized -
rediobiologic (o1 therapy with an in Subitem 9(0)
active (i.e. not withdrawn of
terminated) “New Drug
Application™ (NDA) approved by
FDA or an "Investigauonal New
Drug” (IND) accepted by FDA

'ty Any brachytherapy source P 111 Gigabecquerels
identified in §175.103(h)(1), NYC
Hcohh Code .

(Q) Soludle Phosphate Q 1.9 Gigabecquercls

PTCOoRIOTCIOOTIVIIOIOIVORY
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CITY OF NEW YORK License Number ?
RADIOACTIVE MATERIALS | Amcndment Number: S
LICENSE
Reference Number: 657-1,657-2 and 657-4
6. Radicactive materlals (element 7. Chemlicn) and/or physical form 8. Maximum quantity licensee
number mnry posscs 2l any one time
(R) Strontium-90/\'trium-90 (R) Ophthalmic Applicator-Sealed (R) 5.6 Gigabecguerels
Source (Isotopes Products Inc,
Model BF 90 Ti Sencs)
(S) Hydrogen-3 (S) Any ) 1.9 Gigebecquerels
M Carbon-14 (49} Any €] 1.9 Gigabecquerels
)] Phosphorus.32 ()] Any ) 19 Mcegabecquerels
V) Sulfur-35 . ) Any C . %) 19 Mepabecquerels
W) fodine-125 W) Any . K (W) 80 Mepabezquerels
(xX) Depleted Ursnium (0,9 Cadmium Plated ) 123.2 Kilograms
) lodinz.123 \) Sodium Todide Capsules (Medi- (Y) 222 Megabecquerels

¢ Physics, NDA 17-630; Henedict
Nuclear Pharmaceuticals, NDA 18-
67); Mallinckrodt, NDA 21.909
nd 71.910)

@) fodine-{31 74 Sodium lodide Capsutes (Syncor, (0 3.33 Gigabeequercls
. NDA 8.200, Bracco Diagnostics,

NDA 10-929; Mallinkrodi, NDA

16-517) R

(XA I TR IR II R A T I X Ry ] )
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NOU-28-2004 13:24 RADID_OGCICAL HEALYH L 212 676 1548 P.11 P9
- .
CITY OF NEW YORX License Number: 93-2922-01
RADIOACTIVE YVIATER]ALS AMtnd,nenl Numbcr,: 5
LICENSE
Reference Numbers: 657.1,657-2 snd 6574

/
Cliemical andlor pliysical form

Radisactive materisls (element 7. H. Maximum quantity liccniee may
and mass numbder) __po33ess at mny onc Gme
(AA)  lodine-138 (AA)  Sodium lodide Oral Solution and (AA)  .Asmnccessary for uses suthorized
Capsules (Syncor, NDA 8.200; in Subitem 9(AA)
Brecco Diagnostics, NDA 10-929;
Mallinckrodl, NDA 16-51S and )6-
517, C15-US, NDA 17-316)
(BB)  Technennm.99m {BB)  Scstamibi Kit (DuPont Merck, (BB) 14,8 Gigabecquerels
NDA 19.785)
{CC)  Technetium-99m {CC) Pyro- and Trimetu-Phosphates Kit (CC)  1B.5 Gigabecquerels
(Mallinckrodt, NDA 17-338;
Bracco Diagnostics, NDA 17.680;
DuPont Mexck, NDA 17.684; CIS.
US, NDA 19.039)
(DD)  Thallum-20t (DD)  Thallou: Chloride (DuPont Merck, (DD) 2.8 Gigabecquerels

NDA 17.806; Mallinckrodt, NDA
18-150; Mcdi-Physics, NDA 18-
110; Bracco Diagnostics, NDA 18-
548)

abdwsoonnbornsssntsevecdbbore

CONDITIONS
2. Authonzed Use:
(A) Any uptake, dilution or excretion procedure authorized by applicable law.
(B) Any irmapging or localicanion procedure xulhoriz-cd by applicable law,
(<) For produting krypton-81m gas.
smsansvscessircescsiievisnrtnrvnadece
e ——
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(o)) Pulmonary ventifation studies.

(E) For producing technctium-99m.

Q) In reagent kits with an active (i.¢. not withdrewn oc terminated) “New Drug Applicition™ (NDA) approved by FDA for :
human-nse diagnostic studies involving imaging und localization and as non-human vse check, calibeation and reference *
material,

(G) Pulmonary function studies administered using either a Mallinckredt Sunsco, lnc , 2 Cadema Sysu:m Inc., or a Medi-
Nuclear Carporation Acro-Vent acrascl delivery system.

(H) lnhalanon ¢tudics in the evaluntion of pulmonary function, study of pulmonary venulation, imaging the lungs ot the
assessment of cerebral blood fow,

[{f) In a Novo Diagnostic Systems Model BMC Lab 223 Dual Phaton Densitometee for bone mineral analysie (Human Use)

M Flood calibration sources (Noa- Human Use).

{K) through (M) Calibration sources (Non-Human Use).

(N) Calibration check and reference m;ltcrial (Non-Human Use).

(0) Any ragiophammaceuticn] therapy procedure approvedin Section 175.103(N){1)(1) of the New York City Health Code.
") ;\ny brachytherapy procedure approved in Scetian 175,103 (h)(1) of the New York City Health Code.

Q) As soluble phosphate for tzeatment of polycythemia vers, Jeukemis and bone melayutes.

(R) In an applicator for 1restment of supcrficial eye conditions,
) through (W) In-vitro laboratery swdies (Non-Human Use).
(X) 1n the pnmary collimator and shielding 0l 2 Vanan Associsles Clinac Mode] 6/100 Therapeutic Linrar Accclerator,

{Y) Disgnasis of thyroid function and imaping.
Z) Treatment of hypenthyroidisen and sclzeied cascs of carcinoma of the thyroid.
(AA)  Diapnosis of thyroid function, for thyroid imaging. To localize metastases associated with thyroid malipnencies.

(RR)  Myocardal imaging agent used to distinguish normal from abnarmal myocardium, to localize abnormalitics in panientz
with suspected myocardial infarclion, and for evaluation of myocardial function using first pass techunique.

{CC)  Asacardiac imaging agent uscd in the diagnosis and Jocalization of myocardia) infarction, and for gaited cardinc blood
pool imaging.

L
(DD)  Myocordial perfusion imaging, diagnoris ond localization of myocardi) infarction, and progmons regarding surviva) after
onset of symptoms of acute myocardial infarction to assess site and size of prrfusion defect.
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10. The radioacuve material may be used only at Nuclear Medicine Suite (Rooms 536, 537, 538, 548, 549, 551), Microbiology
Laboratary (Rooms 241, 242), Endocrinology Research Laboratory (Room 404), Radisrion Therapy (Rooms 648, 801 and AB101),
and the Varian Associales Clinac Model 6/100 Therapeutic Linear Accelerstor Room; Cabrini Medieal Center, 227 East 19 Streer,

New York, New Yeork 10003.

1. The licensec shatl comnply with the provisiens of Anicle 175 of the New York City Health Code entitled "Radiation Contral™ '

12. Foilure to pay the fee for inspection of m 1adioactive matena! site, upon notification fiom the Department, will result in termination
of thi« licensc,
13. Radioactive materiuls listed in [tem 6 ate authorized for use by, or under the supervision of, the following individual(s) for the
materials and uses indicated:
Avpthonzed User Mbsteriolg and Use
Adrian Baranetsky, M.D. Subitzms G(A) through 6(N)
Barbaca Barker, M.D. «, Subitems 6(R)
Adel Bari, M.D, Subitems 6(R)
Anella Bayshtok, M.D. Subitems 6(J) through 6(P)
Alan Bemnstein, MDD, Subitems 6(A) through 6(N)
Cheryl Byk, M.D. Subitems G(A) through 6(0O)
Robert D'Amico, M.D., Substern 6(R)
Aviel Distenfeld, M.D, . Subitem 6(Q) .
Amado Dolorico, M.D. Subitans G(A) through §(N)
Jonathen Kogan, M.D. Subitem G(R)
Edward Merker, MLD, Subitems 6(W), 6(Y), 6(Z), 6(AA)
Manuel Morlote, M.D. Subitems 6(J) through €(N), and 6(BB) through 6(ND)
Maurcen Relland, M.D. Subitem 6(R)
Mana Sabatini, M.D. Subitems 6(S) through 6(W)
Gurmukh Sadgrangani, M.D. Subitemns 6(J) through 6(P)
Denicle Salvioni, M.D, Subitems 6(A) through 6(N)
Mirela Shaelman, D.AB.R. Subitems 6(J) through 6(N) and 6(X)

14, The radiation safeey officer for this license is Mircla Shulman, D.ABR.

15. The therapy physicist for this license is Mirela Shulman, D.AB.R,

1'6. Radioactive materinl as a scaled source shall not be opened by the licensee. '

17. Technetium-99m labeled sulfur colloid picparations which appear flacculent of aggregated shall not be used in fiumans,

1R. The licensec shall establish written procedures for personnel pesforming tests to detect end quantify molybdenum-99 contaminatior
These procedures shall include all neecasery ealeulation and stepe 10 be taken if activitics of molybdcnum-99 in cxcess of the limits

specified in Section 175.103 of the New York City Health Code are detected.

The licensee chall elute generatars and process radioactive material with reagent kits in accordance with instuctions furnished by

the manufacturer ou the label attached to, or in the leaflct or brochure that accompanies, the generator or reapent kit,
COLUB RPN POPITEIUIIPTOPOUrOPPIOVPEPTROIIGIS
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20, The following conditions apply for iodine-131 radiopharmaccutical therapy:

(a) Patient release shall be based on either of the following condiuoas;

i The activiry sdminisiered 1o the patient or the patient's cslcvlrted activily has decreased to less than 1.2
Gigabecquerel, or the measuted maximum dose rate at & distance | teter from the patient is less than 0,07
mSv/r,

2) Mcasured and documented patient-specific parameiers which otherwise result in compluncc with the
requirements of Section 175.103(¢)(9) of the New York City Heslth Code.

(b) The radistion aafecy guidance required by Scctlon 175.103(1)(3) of the New York City Health Code shall be provided by :
supplying the released patient, or the patient’s competent gepresentadve, witi both oral and written instructions an the risk
of radiation and methods of reducing exposure 10 other individuals. The writien instructions shall at least include the
following items;

() The name and iclephore number of a knowledgeable person o contact in the event the patiznt has any problems
ot questions,

) Information regarding the type of treatment given,

3) Precaunions regarding distances that should be maintained from oth'cx individuals. including separate sleeping
arrangements,

“4) Precautions regarding minimiziog time in public places.

(5) Precsutiors to reduce Ui spread of radicactive conumination (including, but not limited to, vomitus and urinc).

(6) The length of ume each of the precautions thould be tn effect,

() 'mwMMkmxsmwummmmmumwmmuwmmmmmnmummmmmmm activity ot
administration, any required dzcay calculanons, date and sime of patient releasc, copy of the patient’s writien instnuctions,
and if required for patienz selease either patient’s dose rate measurements {including the specific survey instument uscd
and the name of the individus! performing the survey). or paticni-specific parameters,
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21

22,

Any radiopharmaceutical or radiobiologic with 3 current and active IND issucd by FDA chall be used in aceordance with Title 21,
Pan1 312 of The Cods of Federal Regulanions or sny sutcessor icgulation,

The following conditions apply for pcrmanent brachytherapy implans:

(3}

(b)

©)

(4

Todine-125 umplant patient's telcase shall be based on either of th: following conditions:

1. The activity administered to thz patient or the patient’s calculated activiry has decreased to Jess than 0.33
Gigabecquerel.
2, The measured maximum 00sc 1212 a7 a distance ) meler from the patient’s tarpes organ is lese than D.0) mSv/he,

Palladium-103 implant patient’s release shall be bused on either of the following conditions:

(¢)] The activity administered to the patient or the paticns’s calculaed activity has decreased o J2ss than 1.5
Gigabecquerel,
) The measured maximum dose rate at a distance | meter from the pauent’s target organ is fess than 0,03 mSvir.

The iadiation safcty guidance required by Scetion 175.103(h)(3) of the New York City Health Code shall be provided by
supplying the released patient, or 1he patient's competent representative, with both oral and written 1nstructions on the

sk of radiation and methods of reducing exposure o other individuals, The instructions shall at least include the following

itemns:

(%)) Thc rame and celephone number of a knowkdgcai:le person to contact in the event the patient has any problem o

questions,
vA) A descriplion of the size and number of implanted radioacuve seeds,
(3) Specification of the lengih of tinxe tic patient should remain at specified distances from other individuals.
(4) That any bandages or linens that come to1o conuct with the implant as well a5 the padent's urine voided through

a provided strainer shall be examined for any sceds that have been released from the implant sne, Any released
.seeds shall be handled with 3 provided tweezers and placed ina provided container away from other persons.
The individual referred to in Subcordition (c)(1) above shall be noufied in order to properly temovs apd dispose
of any dislodged andfor urinated seeda.

A "Record of Relcase™ shall be razintained for each patieat which documents at teast the following items: activity at
administration, any requircd decay caleuletions, date and time of parient release, copy of patient’s writien Instructions, aw
il requizod for patient rc)ease, patient's dose rate measurements including the specific survey instrument vsed and the narr
of the individual performmg, the survey.
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1.

Exceprt as spacifically provided otherwise in this heense, the licensee shal) conduct its program in accordance with the stalements,
representations and procedures contained in the ducuments including any enclosures listed below. Article 175 of the New York City!
Health Code shall govern unless the statements, representalions and procedures in the licensec’s application and comrespondence wre
more resmicnve than the regulations.

(A)
(o)
©
D)
(E)
(F)
(G)
(H)

Application dutzd 10 November 1993

Letter dated 20 November 1993

Letter doted 13 December 1993

Letter dated 6 May 1996

Letter dated 11 Scpiember 1998

Letter dated 24 March 2000

Lernier and Application dated 15 November 2002
Letter dated & Apnl 2003

4200008400000 0PPPIVLUIPPICLIPUPISILOOPIRTRANGUPOTIGOIVALOORIONIDLAY

APR 17 2003

FOR THE NEW YORK CITY DEPARTMENT
OF HEALTH AND MENTAL HYGIENE

QRIGINAL SIGNED BY:

TALRPN.

Tobias A. Lickerman, Chief
Radioactive Matcerials Division

Bureau of Radio]oe’cal Health ’ ‘
e e
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THE CITY OF NEW YORK
DEPARTMENT OF HEALTH AND MENTAL HYGIENE

Michael K. Bloomberg Thomaa R, Prieden, .0, M 2. .
Mayor - Commissioner

nye.govihealth

Office of Radiological Health
2 Lafayette St., 11*" floor
New York, NY 10007

(212) 676-1570
(212) 676-1548 (fax)

10/02/03

Mirella Shulman, M S, DABR
Radiution Safety Officer
Cabrini Medical Center

227 East 19% Street

New York, NY 10003

Re:  Application for Renewal of Ncw York City Radiosctive Materials
License Number 91-2922-01

Dear Ms. Shulman:

This is to acknowledge receipt of your application in this office on October 2, 2003 for
renewal of the radioactive materials license identified above. Your application is deemed
timely filed and, sccordingly, the license will not expirc before the Burcau of
Radiological Health has made a determination on your application, Once everything is in
order, an amendment will be issued cxtending the expiration date of your license.

Any correspondence regarding the rencwal application should reference your radioactive
materials license number.

If you have any questions regardiag this notice, please call the Department of Health and
Menta) Hygiene, Burcau of Radiological Health, at (212) 676-1570.

Very truly yours,

oein (2. M,

Tobias A. Lickerman
Chief of Radioactive Materials Division



