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ITEM Sj ej

RADIOACTIVE MATERIALS

.

3YPRODUCT, (CE, AND/ORSPECI AL CHEMICAL AND/OR PHYSICAL MAXIMUM AMOUNT THAT LICENSEE'MAY ~

':UCLEAR MI IAL FORM POSSESS AT ANY ONE TIME UNDER

THIS LICENSE

Any b y p r o .. . c ; material listed Any radiopharmaceutical listed AS necessary for any d! agnostic

in gro- u I and II of schedule in groups I and II of Schedule procedure listed in Groups I and II

A,sec~ tion 35.100 of 10 CFR 35. A, section 35.100 of 10 CFR 35 of Schedule A, Section 35.100,

Title 10 Code of Federal Regulations

Any reagent kit listed in group Any form except generators,
As necessary for preparation and use

if schecule A,section 35.100 listed ingroup III of Schedule
of pharmaceuticals for any diagno-

CFR 35. A,Section 35.100 of 10 CFR 35.
stic procedures listed in Group III,.

of Schedule A,sec.35.100, 10 CFR 35.
Ioc.ne 131 as listed in groupIV Iodide as listed in Group IV of

30 mci for any therapeutic procedure
of schedule A,section 35.100 of Schedule A,Section 35.100 of

listed for 131 Iodine in Group IV of
10 CFR 35. 10 CFR 35.

Schedule A, Sec. 35.100,10 CFR 35.

O

---- --- ------------------ - - _
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ITEM 7'

INDIV'IDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND T i! E I R
TRAINING AND EXPERIENCE.

Irwin Singer,M.D. training and experience on file with.

New York City License i 2618-1 (enclosed).

(7 - 81Ary (

ITEM 7-1

Same as Item 7.

ITEM 7-2

Same as I t e.a 7.

_ ITEM 7-3
Same as Item 7.

ITEM 8 _

TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.
We will establish and impliment the model training program that

was published in Appendix A, Revision 2, Regulatory Guide 10.8.

I

;

1

|
|

|
1

|

-
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/ CITY OF Nt.h YORK Page 1 et P a v :.

.

MADIOAGTIVI. MATEH I Al.!; i.lCENSE
AMENDMENT Ul:MMER S

Pursuant to the New York Ci L: Muir t e r ed Atttele 175 of the New York Cfts hs .. i t h
Code, and in reliance on stateututs .m d r :pr e:.entations heretofore made by clu

' st u se.

designated below, a license is het i by :-sued m: hor izing such licenree to trau-..al(s) designated below; and to .. ..:
receive, possess and use the rad io:w t i n L.o i .

radioactive materials for the purpone(s) .md at the place (s) designated bel % . . . -

license is subject to all applic.ible rule regniations, and orders now or her. :4 , .1
,

effect of all appropriate regu l a t o ry .y;. enc i e n and to any conditions spee d ied 'c.

in accordance with applicalion received in ot t ice of New York City Burcao .o.

Radiation Control on August 11, 19bb, from Stuart Sheinbrot, M.D. _ _ _ _ _ , ,

'3. License Number:Licensee 2618-1 is hereby an.cn .d in

1. Name: Stuart Sheinbrot, M.D.
Irwin Singer, M.D. |lts entirety to read as follows:

. ._

'4. Expiration Date:2. Address: 2626 East !4 Street.
Brooklyn, New York i1 2.15 August 11, 1991 _

'. Heteren, b.ud .

6. Radioactive materials 7.Cheuf cal and / o r phys it:a1 ;8. Maximum quantity licensa
at any one,tip

(element and mass #) form _ _ _may poSSesG
.__; ( A) Any r ad ioph.:i n .weut ica l .(A) As necessa ry t e r u:.es

,

(A) Any radioactive ;
!I on authorized in subiten. 9(o,

materials listed in listed in Groups . ..

Groups 1 5 11 of Table Table (6) Section 175.117 I

(6), Section 175.117 Article 175 of the NYC
Article 175 of the NYC liealth Code ,

!llcalth Code.
(H) Cobalt 57 (h) Seated Source ;(II) 5 Millicuries

(Type-E vlai: ModeI#NES
206 or NES-352) I

(C) Rubidium 81 (C) Contained in a {(C) 5 Mil 11 curies
dispensing column within l

i

,

a Krypton-81m gas generator
]atul cluted by passage of

humidified oxygen or air
1

through the c o lunat , ;

|(Supplied by Medi-phy:,ics)
(D) Krypton 81m (D) Gas (D) 5 Millicuries |

(Supplied by &.di-physlet
NDA#1'-086)d

(E) Thallium 201 (E) Thallous Chloride (E) 20 Millicuries |
|(Supplied by N.C.N. N.D.A. '

#17-806; Malinckrodt N.D.A.
#18-110; or Sipit hb N.D. A.

<

618-5'.8)
((F) 20 M1111 curies(F) lodine 131 (F) Sodium lodide

capsules,(Oral :.olist ion or
Supplied by l u o t e >. N.D.A.
#8-200; Squibb N.D.A. #10-

9/9; MalintLiudt N.D.A. #'s

iir il /
'

... ocori n '.1 S .

| / .i t ' 6: N . v . ,s . c's 1,- 1.-

|
|

1 UH Tile NEW YORK CITY DEPARTMEN'l UE i
:b |.

|

by_ ,_ ._ . _ _ _ _ |

'

Date
_

Kl. bard P. Borri.,.. Acting Chiet_ _ _ _ . .

,
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. _ . . . . . _ . . _ . _, ,

CITY OF NEW YORK Page 2 of _L Nm e t.,

P.ADI0 ACTIVE MATERIAL.S l.1 CENSE,
,

AMENDMENT NUMllER 's blCENSE NllMBER 2618-l

.

CONDlTIUNS
9. Authorized use: .

(A) Any diagnostic procedure 1(vred in Groups 16 II of Table Six(6),- See t .m.
175.117, Article 175 of the New York Ci ty lleal th Code.

(B) To.be used as calibration standard.
(C) The radioisotope from which the Krypton Him is produced.
(D) Pulmonary vent 111ation studies.
(E) Myocardial imaging.
(F) Diagnosis of thyroid function and treatment of hyperthyroidism.

10. (A) The licensee shall comply with the provisions of Article 175 of the h Yo: L
City health Code, eptitled "kadiation Control".

(B) Failure to pay the fee for inspect ion of a radioactive material sit v . .i.

notification from the Department wilI re s u l t' in certaination of this licenue ,

11. Radioactive materit.1 shall be used only by Stuart bheinbrot, _ h . is . 6

Irwin Singer, M.D.

12. The radioactive material shall be used only at 2626 East 14 Street, Brooki n.
New York 11235.

13. (A) Radioactive mat eria l author 3:ed in the groups specified in Subitems o. .in.f
shall be used in accordance with the provisions of Section 175.103(o)(p)(q)(r, i: .

of Article 175 of the New York City !!ealth Code and also in accordance with tin
information contained in the label affixed to the package or leaflet or brocl.u r
accompanying the package.

(B) Radiopharmaceut icals he lug d ist i ibuted with the investigational use 1al e i is g m: .
a "Notice of Claimed Investigational Exempt son f or a New Drug"(IND) number assiped N
the Food and Drug Administration (FDA) are not authorized in the groups specified D.
Subitems 6 and 7.

(C) The possession limit, when specified'in Subitem 8, includes all radivartise
material possessed by the licensee under this license whether-in storage, in. planted in
hospitalized patients or otherwise in use.

14. Radioactive gases as free gas or in solution, to be administered to humans, shall
be procured from a supplier who distributes the product indicated for human use 4..

accordance with the Federal Food, Drug and Cosmetic Act.

15. Radioactive material to be administ ered to humans shall be procured froc. .:q p l ie r
licensed by the U.S. Nuclear Regulatory Commission or an Agreement State to distribute
the product to Group 1.icensees.

f

16. (A) The l ices.see may in.e ihr Calich .L device for doing linearity test: 1 is

dose calibrator provided he tollows the proecdures in the Calcorp, Inc., Mano..I .: i t e
March 2, 1982.

(13) 'lhe 1.icennee may use the 1.i nea t o r device for doing linearity tests et . i .- i. .w

calthrator provided he follows the p roc e d u re r. in the Atomic Products Corporatinn
Lineator Instructions Manual dated June 20, 1983.

1

I

l'OR Tile HEW YORK CITY DEPARTMENT OF HEALTil

Date _ by
_ _llorri, Acting Chief

_

Richard P.
_
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CITY OF NEW YORK.

Pag'eJ 'ot' 1 Pages
RAD 10ACTIVF MATERIAL.S LICENSE

AMENDMENT NilMBER S 1.lCENSE NUMBER 2618-1
,

17. The licenne is snithorined to hold nadioactIve material with a physical hall tite
less than 65 days for decay-in-st orage besuru disposal in ordinary trash prov% -

et

(A) Radioactive waste t.o be disposed of
a minimum of-ten (10) half-lives. in this manner shall be, held for.cecay tor

(15) Prior to diuposal as normal waste, radioactive waste shall be munitores. tidetermine that its radioactivity cannot be distinguished from background with t>; ca tlow-level laboratory survey instruments. All rad iat ion labels will be removedob li te ra t e d.. .

(C) Generator columns shall be segregated so that they may be monitored 1.s i . . i a t e l y
to ensure decay to background levels prior to disposal.
18. (A) 1. Each sealed source containing radioactive material, other than h>orogen3, with a half-life greater than thirty days and in any form other than gas shall be
tested for leakage and/or contamination at intervals not to exceed six(6) n.s ot!. . .a t !.e
absence of a certificate trom a t rans f e ro r indicating that a test has been made withinsix(6) months prior to the trannfer, t h.- "e ' 1 e d su . ice ch911 e t F e 15^ ; r. .1tested.

2. Notwithstandin ; the periodic leak test required by this conditios..
licensed sealed source is er.empt from such leak tests when the source contasia; luu

a..

microcuries or less of beta and/or gamma emirting material or 10 microcuries on icasof alpha emit ting material. <

(B) The test shall be capable of detecting the presence of 0.005 microco: :.
iremovable contamination on the source. The test sample shall be taken f roa. t h. ...is..

source or from the surfaces of the device in which the sealed source is permat.iH !>
mounted or stored, on which one might expect contamination to accumulate.

(C) Records of leak test results shall be kept in units of microcuries,
maintained for inspection by the Bureau for Radiation Control. at.e

(D) If the test reveals the presence of 0.005 microcurie or more of removablecontamination, the licensee shall immediately withdraw the sealed source from use, andshall cause it to be decontaminated and repaired, or to be disposed of in accordance
with Department Regulations. A report shall be filed within five(5) days of the test
with the Radioactive Materialu Division, Bureau for Radiation Control, 111 LivinutonStreet, Brooklyn, New York 11201, 20th Floor, describing the equipment involved, tustest results, and the corrective action taken.

19. Except as specifically provided otherwise in this license, the licensee shu t
conduct its program in accordance with the statements, representations and pron o .r< e
contained in the documents including any enclosures listed below. Article 1.' n
New York City llealth Code shall govern unless the utatements, representations m.a

.

iprocedures in the licensee % applicat ion and eor respondence are more restrictive
{the regulations. Application and attached information received in office of hw 'a rr
|

.4 ..

City Bureau for Radiation Control on August 11, 10,86.
;

i.

.

FOk Till. N ;W YORK CITkDEP '1} LENT OF llEAl.Th

Date by *h$/ ' +
Richard p. Lohi, . beti43 Chief

_.

. . _
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ITEM 9
e v.

INTRUMENTATION CALIBRATION
k FREQUENCY
\ -

Ludlum 14-C ------------performed by:
----------------------------- ,--Annually *Teledyne Isotopes

'
~

50 Van Buren Ave. ,

Westwood,N.J. 07675 "

>
.

Victoreen 498 s

"
-----------performed by:

----------------------------------Annuallysame as above

MedX LF-61 --------------Field Uniformity
-----------------------------------DailyField Resolution using a bar phantom ---------------Weekly.

Capintec CRC-7 ---------Consistancy: using CoS7,Cs137,Ba133 reference ------Daillysealed sources and following the procedures.
in NRC Regulatory Guide 10.8, Appendix D,
Section 2C.

- ILinearity: following procedures as above
Section 2E.

-

--------Quarterly and after
repairAccuracy: following procedures as above#

Section 2 G .' ---------- Annually and after
rgpairI Geometric Variation: following procedures as ------ At Installation and*

above Section 2F.
after repair

(
.

'

1

4PERSONNEL EXTERNAL MONITORING PROGRAM: Monthly Total body badges and TLD rings supplied
by R.S. Landaur, Inc. in accordance with Appendix D,

_ revision 2, Regulatory Guide 10.8.
i .

.

.

m

.

.

.
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. DIAGRAM: NUCLEAR MEDICINE FACILITY

inq e.rdey WEST ORANGE, N.J.CDignosti c. T.
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ALL SOURCES AND ISOTOP5S WILL BE, FOR MOST OF THE DAY, SHIELDED
INSIDE EITHER A LEAD VAULT, BEHIND LEAD BRICKS OR IN THE
MANUFACTURERS SHIPMENT SHIELDING INSIDE THE HOT LAB.

THE SHIELDING OF THE WALL ADJACENT TO ROOM 126. THE WAITING ROOM, WI
BE 2.0mmPb. .

*
.

THE SHIELDING OF THE WALL ADJACENT TO THE CONTROL BOOTH, ROOM 115B,
REQUIRED NO ADDITIONAL SHIELDING AS IT IS SHIELDED ON THE CONTROL
BOOTH SIDE WITH 2.0mmPb.

.
.

THE REMAINING WALLS, ADJACENT TO ULTRA SOUND, ROOM 116 AND NUCLEAR
MEDICINE, ROOM 117, REQUIRE A MINIliUM OF 1.54mmPb.

TllE DOOR MUST BE SHIELDED.AS PER THE SPECIFICATION FOR THE NUCLEAR
MEDICINE WALL AT LEAST 1.54mmPb.

THE . S HIELD IllG SHOULD BE EXTENDED TO A HEIGHT OF 7.0 f t . . O N/' E A C P WAL

THE CEILING IS NOT A CONSIDERATION AT THIS TIME AS THERE IS NO
i SECOND FLoo" -

.
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ITEM 10
RADIATION SAFETY PROGRAM. .

The ALARA Program will be followed as per Appendix G, Revision 2,

of Regulatory Guide 10.8.

Leak Testing as per Appendix H, Revision 2 regulatory Guide 10.8.

S pDL* use of Radiopharmaceuticals as per Appendix I.j

Spill. Procedures as per Appendix J.

Ordering and Receiving as per Appendix K.

Opening packages as per Appendix L.

Records of Byproduct Material used as per Appendix M.1 and M.2.

Area Survey Procedures as per Appendix N.

. .

.

1

|

|

|

|
|s

* *

29 JUL 1987; . .
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ODIAGNOST.IC IMAGING TER OF NEW JERSEY

DAILY SURVEY-WEEKLY WIPE TEST |
BKG- mr/hra -

BKG- cpm )
.

LOCATION monday tuesday wednesday thursday friday friday
mr/hr mr/hr mr/hr mr/hr mr/hr com

|STRETCHER

_E_N % CE
-

CAMERA

FLOOR '

Me.eo-dot
CONSOLE -

c.e m p u.*o y-
CONSOLE

1

|
LAB-FLOOR -

!
PREP AREA 1

:

SINK ;

Co50 .
,

CALIBRATOR
,

i

LEAD FORT )
DESK

SURVEYOR
1

1
,

l

SURVEY INSTRUMENT l-tod/cm G-M Meier
'N

WIPE TEST INSTRUMENT c W xn L / m -fo t h n n h Q l
cm.

v
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per attachment 106

All* sealed sources and hot waste are stored in the lead
,

box. All doses and their preparations are handled behind

a lead glass shield, in the lead fort. Syringe sheilds are

used when handling syringes. gloves are worn at all times

'in the lab. All radioactive vials are handles in their lead

shield or with 10 inch tongs.
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ITEM 11 ., .

.

Waste management.

All unit doses and needles are returned to and by the

manufacturor (Mallinckrodt or Syncor).

Any additional supplies used (needles, syringes, vials) are/
cdated and stored in a lead box (see item 10-$) for 10 half -
lives and survey readings are background level.

All contaminated gloves and swabs used are stored in lead-

lined waste container for at least 10 half lives and survey

readings are background level.

storage and disposal records are maintained in the depart-

ment (see i t e m 10 - B ) .
. .

All radioative labels will be deface 0 or removed from pack-

ages and containers prior to disposal in in-house waste.

.

I

|
'

. .

|

|

i
l

|

|'
|

~



ll".
,

,

WASTE DISPOSAL

All radipactise waste will be stored bphind adequate shielding.
for.a minimum of 10 half lives o f the longest lived isotope.

Be fore -disposal, monitoring will be performed to assure BKG 1evels,
and all radioactive labels will be removed or obliterated.

STORAGE RADI0 ACTIVE APP 0XIMATE DISPOSAL BKG WASTE TECH.DATV MATERIAL AMOUNT DATE READING READING INITIAL
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BETWEEW: C. James Holloway, Chief ;

License Fee Management Branch |,

| Office of Resource Management

John E. Glenn, Chief
.

[Jd- 3 O/Nuclear Materials Safety & Safeguards Section B
Division of Radiation Safety and Safeguards

LICENSE FEE TRANSMITTAL

A. REGION

1. APPLICATION ATTACHED

Applicant / Licensee: hf/745 nz#4bM r[[2n

# ?/@/h 7 / '

Application Dated:
'

IO7b24Control No.:

License No.: // /A
2. FEE ATTACHED

Amount: .N M

Check No.: [O
3. COMMENTS

~1

Signed V

b7Date

/ | [B. LICENSE FEE MANAGEMENT BRANCH

1. Fee Category and Amount: bs

2. Correct Fee Paid. Application may be processed for:

Amendment
|

Renewal

License -

/

Signed 'f- ' *wtLLv )(
Date /b ,/ !

'

/ /

REGION 1 FORM 213
(MARCH 1987)


