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"g NRC FORM 374 U.S. NUCLEAR REGULATORY COMMISSloN
sg W
g M ATERIAI.S LICENSE p- -

d' s
g Pursuant to the Atomic finerFy Act of 1954. as amended the Energy Reorganization Act of 1974 iPublic Law 93-43HL and Title 10. Code ot' (

Federal Regulations. Chapter I. Parts 30. 31. 32, 33,14. 35. 36. 39. 40, and 70. and in reliance on statements and repre entations heretofore made~ g
by the hten ee a hcense is hereby iwued authori/ing the hcensee to recene, acquire. powew. and transfer by product, source, and special nuclear Q

g material deugnated below: to use such matenal for the purposeN and at the place (O deugriated below; to delner or transfer such material to ,{
d permns authori/cd to retene it m accordance with the regulations of the appbcable PartM Thn hcense shall be deemed to contam the conditions :
? specified in Sestion 183 of the Atomic Energy Act of 1954. as amended. and is subjecs to all applicable rules. regulations, and orders of the *

$ Nuclear Regulatory Comnuwion now or hereaf ter m ellect and to any conditions specihed below. *

W '

ig OFFICIAL RECORD _ COPY ,

$ Licensee *

$
fi.St. Joseph'sHospitalandMedicalCenter 3. License Number 29-10191-03
-

$ '

, 703 Main Street
%s'" Paterson, New Jersey 07503 4. Inpiration Date August 31, 2001 +

i -

g. +
1

9 5. Docket or
030-34198p

*

Reference No.
,

g 6. Byproduct. Source, and/or 7. Chemical end/or Physical 8. Maximum Amount that Licensee .

g Special Nuclear Material Form May Possess at Any One Timt
J Under This License

,

j A. Cesium 137 A. Sealed source A. Not to exceed 1450 curies
e per source and 3480 *

9 curies total -

W .j 9. Authorized use
6

B i
g A. In Gammacell 1000 self-shielded irradiator for the irradiation of material except iexplosives, flammables, or corrosives.a

6c -

sl
i

i

g CDNDITIONS 6

5 10. A. Licensed material may be used only at the licensee's facilities located at 703aj Main Street, Paterson, New Jersey. .

,

- :8 B.
$ The licensee may not possess and use materials authorized in Items 6, 7, and 8, j~

until:
B (1) the licensee has constructed the facilities and obtained the
s equipment described in the application and supporting documentation; and (2) the .,2

s

U.S. Nuclear Regulatory Commission, Region I, ATTN: Chief, Nuclear Materials !i8
Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania 19406 has been ;9

W notified in writing that activities authorized by the license will be initiated. i
.9

In accordance with the requirements set forth in 10 CFR 30.36(b), 40.42(h), and iB
70.38(b), the licensee shall promptly notify the Nuclear Regulatory Commission,

GW in writing, of a decision not to complete the facility, acquire equipment, or9 possess and use authorized material. ,

W ';
-

b 11. A. Licensed material shall be used by, or under the supervision of, Sreenivasa !Murthy, M.S. ;
;

B. The Radiation Safety Officer for this license is Sreenivasa Murthy, M.S. |
:12. Sealed sources or detector cells containing licensed material shall not be opened or i i
'

# sources removed from source holders by the licensee. f;W
.D \Ib *

r
9609240136 960804 ML 10 i

ADOCK 0303 8
{DR gggggggggggggggggg,gggsa ,s. . [
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NRC FORM 374 A U.S.NUr., LEAR REOULATORY COMMISSION

PAGE 2 or 3 PAGES g
"

-

Ucense Number |
, 29-10191-03- -

g

g MATERIALS LICENSE Dixict or Reference Number [
g SUPPLEMENTARY SHEET 030-34198 g

N I
N I
I *13. A. Sealed sources and detector cells containing licensed material shall be tested
I for leakage and/or contamination at intervals not to exceed six months or at
I ,such other intervals as are specified by the certificate of registration
N referred to in 10 CFR 32.210, not to exceed three years. I,

,

IB. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit
E alpha particles shall be tested for leakage and/or contamination at intervals I

N not to exceed three months. I
p i

N C. In the absence of a certificate from a transferor indicating that a leak test 8i
N has been made within six months prior to the transfer, a sealed source or f|
N detector cell received from another person shall not be put into use until ,E|
N tested. jt;
N E;

constructiondefects, leakage,andcontaminationpriortoanyuseortransferasj|'
p D. Each sealed source fabricated by the licensee shall be inspected and tested for t;
y r;

a sealed source.p
E;

;NN
p E. Sealed sources and detector cells need not be leak tested if: ;E;
y

|t
|g (i) they contain only hydrogen-3; or '

t;
N
p (ii) they contain only a radioactive gas; or i

;

N
j |'

,

'

g (iii) the half-life of the isotope is 30 days or less; or |
|

;

y t i

y (iv) they contain not more than 100 microcuries of beta and/or gamma emitting W ;

y material or not more than 10 microcuries of alpha emitting material; or
%| |

(v) they are not designed to emit alpha particles, are in storage, and are not |
being used. However, when they are removed from storage for use or : iN

I
transfer to another person, and have not been tested within the required 1 !leak test interval, they shall be tested before use or transfer. No sealed

'

!
I source or detector cell shall be stored for a period of more than 10 years I
N

1

without being tested for leakage and/or contamination.
.N

N F. The test shall be capable of detecting the presence of 0.005 microcurie of !

N radioactive material on the test sample. If the test reveals the presence of U
N 0.005 microcurie or more of removable contamination, a report shall be filed I
B with the U.S. Nuclear Regulatory Commission and the source or detector cell

shall be removed immediately from service and decontaminated, repaired, or [IN

N disposed of in accordance with Commission regulations. The report shall be I:
N filed within five days of the date the leak test result is known with the ID

5 U.S. Nuclear Regulatory Commission, Region I, ATIN: Chief, Nuclear Materials I

N Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania 19406. The k||
B report shall specify the source or detector cell involved, the test results, and L|
N corrective action taken. f|
N h
N G. The licensee is authorized to collect leak test samples for analysis by the O
N licensee. Alternatively, tests for leakage and/or contamination may be
N performed by persons specifically licensed by the Commission or an Agreement h|j:
Nj State to perform such services. jh
N i|
%jB n.a.r ,r ,a.r ,c ,c ,m n.n r ,c ,v ,r+

,r.n r.n.n.c ,r ,c+c ,v , ~ .n.c.c m ,r r - - h>|
4
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|NRC FORM 374A U.S. mLEAR EFollLATO'4Y COMMISSION PAGE 3 or 3 Pacts
~

License Number.

| |29-10191-03. .

'

y MATERI ALS LICENSE Daket or Reference Numher %
g SUPPLEMENTARY SHEET 030-34198 g
g M

'

W h
N 14. The licensee shall not perform repairs or alterations of the irradiator involving fN removal of shielding or access to the licensed material. Removal, replacement, and
N disposal of sealed sources in the irradiator shall be performed by persons hN specifically licensed by the Commission or an Agreement State to perform such
N services.
N

N 15. The licensee shall conduct a physical inventory every six months to account for all
'

N sealed sources and devices containing licensed material received and possessed under ' ,

N the license. :U|
N W
N 16. The procedures contained in the manufacturer's instruction manual for the irradiator k
N authorized by this license shall be followed and a copy of this manual shall be made ;4|j
N available to each person using or having responsibility for the use of the device. |
N '

N 17. The licensee is authorized to transport licensed material in accordance with the
W provisions of 10 CFR Part 71, " Packaging and Transportation of Radioactive Material."
N '

g 18. Except as specifically provided otherwise in this license, the licensee shall conduct ;E,
'

,

p its program in accordance with the statements, representations, and procedures
,

y contained in the documents, including any enclosures, listed below. The Nuclear
g Regulatory Commission's regulations shall govern unless the statements,4

y representations, and procedures in the licensee's application and correspondence are I

lg more restrictive than the regulations. ;g|
,

N E
g A. Application dated June 10, 1996 g|

B. Letter dated July 25, 1996 yg

N N
|N E|

N :
'

|
N

!,

N
i ;

N -

|
N

N

N '

y ; '

N |

N !

N 8
*

t |
N '

N |

N !
N

6|
,

N

"|
For the U.S. Nuclear Regulatory Commission d

|||f
Original Signed By: i

Sheri Ann ArredondoDate By g
N Division of Nuclear Materials Safety i |
N Region I ; |
N King of Prussia, Pennsylvania'19406 ! |
N 1
N

6| ;d

.c < ,c ,c ,o.c. n ,c . ,,r c n c,*n r ,r ,r ,n.r ,rer o re r ,m.m.n.ren.rm,.r c,r-w ~-Ar
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License No.- 29-10191-03
Docket No. 030-34198'

Control No. 123416

Mr. Sreenivasa Murthy, M.S..

Radiation Safety Officer'

St. Joseph's Hospital and Medical Center i

703 Main Street :

Paterson, New Jersey 07503'

Dear Mr. Murthy:
,

'Please review the enclosed document carefully and be sure that you understand t

all conditions. If there are any errors or questions, please notify the U.S.
Nuclear Regulatory Commission, Region I Office, Licensing Assistance Team,
(610) 337-5093 or 5239, so that we can provide appropriate corrections and
answers.-

iPlease be advised that your license expires at the end of the day, in the
month, and year stated in the license. Until your license is terminated, you .

'must conduct your program involving byproduct materials in accordance with the
conditions of your NRC license, representations made in your license
application, and NRC regulations. In particular, note that you must:

,

i 1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20, ,

" Standards for Protection Again.it Radiation," and other applicable
regulations.

;

2. Not possess and use materials authorized in Items 6, 7, and 8, on the
.

license until:
,

a. you have constructed the facilities and obtained the equipment,

described in the license application and supporting documentation; >

and ,

'

b. you have notified the U.S. Nuclear Regulatory Commission, Region I,
ATTN: Chief, Nuclear Materials Safety Branch, 475 Allendale Road,'
King of Prussia, Pennsylvania 19406 in writing, that activities '

authorized by the license will be initiated, t

J

3. Notify NRC, in writing, within 30 days:

a. when an authorized user or' Radiation Safety Officer, permanently
,

discontinues performance of duties under the license or has a name'

change; or i

!OFFICIAL RECORD COPY ML ig
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Mr'. Sreenivasa Murthy, M.S. -2-*

St. Joseph's Hospital and Medical Center

b. when the mailing address on the license changes (no fee is required
if the location of byproduct material remains the same).

4. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license:

a. when you decide to terminate all activities involving materials
authorized under the license; or

b. if you decide not to complete the facility, acquire equipant, or
possess and use authorized s terial.

5. Request and obtain a license amendment before you:

a. permit anyone to work as an authorized user under the license;

b. change Radiation Safety Officer;

c. order byproduct material in excess of the amount, or radionuclide,'

or form different than authorized on the license;

d. add or change the areas of use, or address or addresses of use
identified in the license application or on the license; or

Ie. change ownership of your organization.

6. Submit a complete renewal application with proper fee or termination j

request at least 30 days before the expiration date of your license. You {i

will receive a reminder notice approximately 90 days before the ji

expiration date. Possession of byproduct material after your license i

expires is a violation of NRC regulations. A license will not normally (
be renewed, except on a case-by-case basis, in instances where licensed |

material has never been possessed or used. )t

In addition, please note that NRC form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements
contained in the application are true and correct to the best of the
applicant's knowledge. The signatory for the application should be the
licensee or a certifying official of the licensee rather than the Radiation
Safety Officer or a consultant.

You will be periocically inspected by the NRC. Failure to conduct your
program in accordance with NRC regulations, license conditions, and
representations made in your license application and supplemental
correspondence with NRC will result in enforcement action against you. This
could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as
specified in the " General Statement of Policy and Procedure for NRC
Enforcement Actions," (Enforcement Policy), NUREG 1600.

OFFICIAL RECORD COPY

_ _ _ _ _ _ _ _ _



__ _

o. o.
. ..
.

.

.

Mr'. Sreenivasa Murthy, M.S. -3-*

St. Joseph's Hospital and Medical Center

Since serious consequences to employees and the public can result from failure
to comply with NRC requirements, prompt and vigorous enforcement action will
be taken when dealing with licensees who do not achieve the necessary
meticulous attention to detail and the high standard of compliance which NRC
expects of its licensees.

Thank you for your cooperation.

Sincerely, I

i

ORIGINAL SIGNED BY:

Sheri A. Arredondo
Division of Nuclear Materials Safety

License No. 29-10191-03
Docket No. 030-34198
Control No. 123416

Enclosures:
1. License No. 29-10191-03 i

2. 10 CFR Parts 2, 19, 20, 30, and 170
3. NRC Forms 3 and 313

i

|

DOCUMENT NAME: R:\WPS\MLTR\2910191.03
Te reeelve a copy of th6e deoument. indleste in the ben: "C' = Copy w/o attach /enci *E' - Copy w/ sttach/enci *N' = No copy

0FFICE DNMS/RI N DNMS/RI
,

,

NAME Arredondo(/, -
'

DATE 07/31/96 D 07/ /96 07/ /96 07/ /96 1

0FFICIAL RECORD COPY
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St Joseph's Hospital and Medical Center
703 Main Street Paterson a New Jersey = 07503 = (201) 754-2000 !

i

ns N
e . July 25,1996 fho
U
o
Z U.S. Nuclear Regulatory Commission

@ Attn.: Ms. Sheri Arredondo
E Region one
j 475 A!!endale Road

E King of Prussia, Pennsylvania 19406
o
O

.Y
5 Dear Ms. Arredondo:

I
o
O

Reference: Docket # 030- 34198
Mail Control # 123416

We are in receipt of your letter dated July 17,1996 regarding our application for Blood Irradiator. Following
response chronologically corresponds to the additional information you have requested in your aforementioned ;

letter.

1. We conform that the Blood Irradiator will only be used for irradiating blood and blood plasma. No
other flammable or corrosive materials will be irradiated using this unit.

;. We confirm that the training provided for individuals using the Irradiator will incluue the Principles
and fundamentals of radiation safety and good safety practices related to the use of the Irradiator, and
the use of radiation detection instruments.

3. We confinn that all repairs and alterations involving removal of shielding or access to the source will
be perfonned by the supplier or other persons who are specifically licensed by NRC or an Agreement
state for such work.

4.

As requested in your letter, I am sending a duplicate copy of this letter to your attention. Thank you for your
cooperation regarding this matter. In case you have any questions regarding the contents of this communique,
you may reach me at (201) 745 - 2681.

Sincerely, j
;

' ./ |

f i

Sree furthy, .1.S.
Chief Medical Physicist / R.S.O. /gy p/g

Member of The Mount Sinai Health System. Affikate of Seton Hall University School of Graduate Medical Education

OFFICIAL. RECb< of Medicine and Dentistry of New Jersey.JUL 291996
and The Universit
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Docket No. 030-34198 )

Control No. 123416
'

Mr. Sree Murthy
i

Radiation Safety Officer
St. Joseph's Hospital & Medical Center
703 Main Street
Paterson, New Jersey 07503

Dear Mr. Murthy:

This is in reference to your application dated June 10, 1996. In order to
continue our review, we need the following additional information:

1. Confirm that you will not irradiate flammable or corrosive materials.
For this purpose, flammable will mean any material with a flash point at
a temperature below the temperature you expect irradiated products to
reach during irradiation. However, in no case should any material with a
flash point below 145 degrees Fahrenheit be irradiated. For this
purpose, corrosive will mean any material with a pH less than 4.0 or
greater than 10.0. You may propose different definitions if
justification is provided.

2. In section 8.1 of your application, you describe the training that will !
be given to operators of the irradiator. This training should include I

the principles and fundamentals of radiation safety and good safety |

practices related to the use of the irradiator, and the use of radiation
detection instruments. Please confirm that training for individuals
using the irradiator will include these topics.

3. In section 8.1 of your application, you describe the training for i

individuals performing maintenance. Any repairs or alterations involving |
removal of shielding or access to the source must be performed by the |
supplier or other persons who are specifically licensed by the NRC or an <

Agreement State for such work. Please confirm that any repairs or
alterations involving removal of shielding or access to the source will
be performed by the supplier or other persons who are specifically
licensed by the NRC or an Agreement State for such work.

We will continue our review upon receipt of this information. Please reply in
duplicate to my attention at the Region I Office and refer to Mail Control
No. 123416. If you have any technical questions regarding this deficiency
letter, please call me at (610) 337-5342.

!

i 0FFICIAL RECORD COPY :
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S. Murthy -2-
St. Joseph's Hospital and Medical Center

i

If we do not receive a reply from you within 30 calendar days from the date of |
this letter, we shall assume that you do not wish to pursue your application. |

,

Sincerely,

OR!GINAL SIGNED BY: i

SHERI A. ARREDONDO
Sheri A. Arredondo !

Division of Nuclear Materials Safety

Docket No. 030-34198
Control No. 123416

,

,

!

!

!

i

|

|

i

DOCUMENT NAME: P:\STJ0ES
To rooelve e copy of thee doeurnent. Indiente In the boa: "C" - Copy w/o ettech/enci *E" = Copy w/ ettech/enct *N' = No copy

0FFICE DNMS/RI
_

N DNMS/RI |
NAME ArredondoC/d
DATE 07/17/96 'A 07/ /96 07/ /96 07/ /96

0FFICIAL RECORD COPY
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St Joseph's Hospital and Medical Center
703 Main Street Paterson New Jersey = 07503 - (201) 754-210 0

,

Office of the President

e June 10,1996

|O$
U.S. Nuclear Regulatory Commission~

/j Region I g fo '3 Y
E 475 Allendale Road

j King of Prussia, Pennsylvania 19406 ggo
E
o
U
c)
.g Dear Nuclear Regulatory Commission :

0
5
y Reference: License # New

Mail Control #

Please find enclosed the application for the Gammacell high dose blood irradiator manufactured by
Nordion International Inc.

A check for the amount of $ 1200.00 has been enclosed to cover the license fee as indicated in item # 12 of
NRC form 313.

Thank you for your cooperation regarding this matter. In case you have any questions regarding the contents
of this application, please contact our Chief Physicist / R.S.O., Mr. Sree Murthy at (201) 745 - 2681.

:

Sincerely, I

/! ^^'

Sister Jane Frances llrady |
President.

I'23416
Affdiated hospital of The University of Medicine and Dentistry of New Jersey and Seton Hall University
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NRC FORM 313 U. 5. NUCLEAR REGULATORY COMMisSf0N APPROVED SY OMS NO S1984130
I#P'"E8*****

($ es) ESTIMATED SURDEN PER RESPONSE TO COMPLY WITH THIS,0 CFR 30. 32, $3 MMO COLLEN RN 9 HOURE SUSWAL OF M
Sd. 35. 30 Se one 40 APPLCATION IS ECESSARY TO DETERMINE THAT THE APPUCAM IS

QUALIFIED AND THAT ADEOUATE PROCEDURES EXIST TO PROTECT

APPLICATION FOR MATERIAL LICENSE RsGaoNo SuRDEN ErrRaATE TO mE NFORMAioN ANo ReCO NTS
THE PUBLC HEALTH AND SAFETY FORWARD COMME

oS
MANAGEMENT BRANCH PANSO T714L US NUaEAR REOULATORY
COMMISSION. WASHbMOTON. DC M5SS40Dt. AND TO THE
PAPERWORK REDUCTION PRCUECT (3190 4120) OFFICE OF
MANAGrMENT AND BUDGET WASMDe3 TON DC 20503

INSTRUCTIONS: SEE THE APPROPRIATE UCENSE APPUCATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPUCATION.
SEND TWO CCPtES OF THE ENTIRE COMPLETED APPL | CATION TO THE NRC OFFICE SPECIFIED BELOW.

APPUCATION FDR DISTRISVTION OF E AtMPT PRODUCTS FILE APPUCATIONS WITH IF YOU ARE LOCATEDIN

OtVISION OF POUSTRIAL AND MEDCAL touCLEAR SAFETY L.LIN008. INDIANA. IOWA. MCNIGAN. MINNESOTA, M.SSOURf. OMIO, OR WISCONSON,

OFFICE OF NUCLE AR MATERIALS SAFETY AND SAFEGUARDS SEpe APPuCAfiOh8 TO
U S NUCLEAR REGULATORY COM649840N
WA4+eNGTON DC 2U5640001 MATEmALS UCENGING SECTION

U S NUCLEAR REGULATORY COMMfSSION, REOICM lli
All OTHEft PERSONS FILE APPUCATRONS AS FOLLOWS 700 ROONT ROAD
|F YOU ARE LOCATED pg. OLEN E11YN. L 00137-5027

CONesECTCUT. DELAWARE. Dl3TReCT OF COLuisiSIA. alAING, MARYLAND. ARKANSAS. COLORADO. IDANO, MAkSAS. LDulSnAhA, MONTAhA, NESRASKA, NEW

I;ASSACHUSETTS. OsEW HAasPsHIRE, NEW JERSEY. NEW YORel, PENNSYLVANIA. MEJuCO. DeORTH DAKOT A. OKLAHOIAA, SOUTM DAKOT A, TEAAS. UT AM. OR WTDMit60.

RHODE 18 LAND. OR VERMONT, SEND APPUCATIONS TO SEND APPLCATIONS TO'

UCENSING ASSISTANT SECTION NUCLEAR MATERIALS UCENSNG SCCTON
NUCL EAR MartnALS SAFETY BRANCH U S NUCLEAR REOULATORY COMMdiSION, REOION IV |
U S NUCLEAR NEGULATORYCOMeAtSSION REOICNl gg g gygg p(AgA Dgeyg, gy|TE 400
475 ALLtJOALE ROAD ARsNGTON. TX 7e0114084
kJNG OF PROS $lA. PA 1840414is

A1ASAMA. FLORIDA. OGOft01A, MENTUCMV. MIS 84SSIPPI, NORTH CAROUNA, PUERTO ALASKA, AMEOhA, CALIFORNIA, HAWAE, NEVADA, OAEGON. WASNINGTON. AND U.S.

OCO, SOUTH CARoupsA. TENNESSEE, VIRGesslA. VIR0lN ISLANDS. OR WEST VIROINLA, TERRf70 RIES AND POSSERSIO808 IN THE PACIFIC, SEND APPUCAflONS TO'

SEND APPUCAflONS TO:

NUCLEAR MA'EmALS LCENSING SECTION RADIDAC?lVE MATERiAts SAFETY BR ANCH

U S NUCLEAR REOUL ATORY COMMISSION REGION 11 U S NUCLEAR REGULATORY COMMISSIOPL REGION V f7
h .1

101 MARiCTT A FTREET, NW, SUITE 2900 1450 MARIA LANE p

ATL ANT A, GA 30323 019G WALNUTCREEM.CA 946alL&3e8

PERSONS LOCATED IN AGREEtlENT STATES SEND APPUCATIONS TO THE U.S. NUCLEAR REOULATORY Colilth&SION ONLY IF THEY WISH TO POSSESS AND USE UCENSED
MATERIAL IN STATES SUBJECT TO U S NJCLEAR REQULATORY C00lMISSION JURISDICTIONS. [J /d

1 THIS IS AN APPLICATION F04 (CNece apprtiense Wom) 2 NAME AND n&AluNG ADDRESS OF ANLICANT (lhr.Amse 2, ccmss)

}A New uCtNsE St. Joseph's Hospital & Medical Center

S AMENouENT 70 tCeNse NuuaER 703 Main Street

}c RENEWAL OF LCENsE NUusER page,,,,, yaw j ,,,,y gygg3

$ ADDRESS!ES1 WHERE UCENSED M ATERiAL WtLL BE USED OR POSSESSED 4 84AME OF PERSON TO BE CONTACTED ABOUT THIS

'*"C"'*"
St. Joseph's Hospital & Medical Center

Bree Murthy, M.S.703 Main Street
Paterson, New Jersey 07503 YtLEPHONE NuMelER

(201) 754-2681
SUB4PT ffE MS S THROUGH f1 ON & 112 X 11' PAPER THE TYPE AND SCOPE OF INFORIAATION TO BE PROVIDED 18 DESCRS6ED N THE LICENSE APPLICATON OJIDE

g RADIOACTIVE MATERIAL
e Element and mese number, b chemeces andAv Phyeme' lown. and c meruimum emouni 6 PURPOSC(S) FOR WH'CH LCEN9ED MA'ER.AL WILL BE USED

wduch wn! De poseeesed et may one tes

T NOMDVAL(S) RESPONSIBLE FOIL R ADIATION SAFETY PROGRAM AND THEIR
8 TR AINING FOR NDMDUALS WORKING N OR FREQUEN'INO RESTRCTED ARE AS

TR A!NiNQ EEPERIENCE

9 F ACIUTlf S AND EQUIPMENT. 10 RADIATION SAFETY PROGRAM

12 LICENSEE FELS (5ee F0 CFR f 70 ear Secean f10 3f)
11 WASTE MANAGEMENT. 1 AMOUNT ggggg

FEE CATEGORY 3f | ENCLOSED $
13 CERTIFICATION (nfust Se compmess by apparenft THE APPLICANT UNDERST AN[Aii IHAT ALL ST ATEMLMTS AND REPRESEMT A flONS MADE N TheS APPLICATION ARE DNLMN3

UPON THE APPLICANT

THE APPLICANT AND ANY OFFICIAL t. AISUTIN3 THIS CERTIFICA fluN ON tt0M ALF OF THE APPUCAMr. NAMLD IN ff EW 2 QNT4 Y THAT TheS APPLICATION IS PREPARED IN
CONFORMITV WTTH TITLE in CODE OF FEDERAL RE3UL ATIONS PARTS 30, $2. 33,34 35. 38 30 AND 41 AND THAT ALL INFORMATION CONT AINED HEREN IS TRUE AND
CORRECT 70 NE DEST OF THElm KNOWLEDGE AND BEUEF

W ARNING 18 U 8 C SECTION 1001 AC' OFJUNE 25.1848 82 ST&T. 749 MAKES IT A CNNiNAL OFF ENSE TO MAKE A WILLFULLY F ALSE ST ATEMCNT OR REPRESENT ATION TD
ANY DEPARTMENT Oft AGENCY Of THE UNf'ED STATES AS TO ANY MATTER WITHIN fTS JURISDICTIO14

CERTIFYING OFFICEft - TYPEDIPRWTFD NAME AND TTTLE SIGNATURE f ,# DATE
June 10,1996,d W F - 13r. Jane Frances Brady, President a

FOR NRC USE! ONLY
TYPt OF 6 6 E fff. LOG 8 EE CATEGORY AMOUNT RECEIVED CHECN NUMBER COMME NTS
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APPIuOVEO 8Y DATE

NRC FONU D1S (6 84 PRINTED ON RECYCLED PAPLR

0FFICIAL RECORD COP _Y_ n -8 98 123416
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ATTACIIMENT TO ITEM # 5-

Item Description

1 Radio-nuclide Cesium - 137

2 Number of Curies per source 1 (one)

3 Source manufacturer AECL /Nordion

4 Source Model number C-3001

5 Number of sources in the 1 fone) sealed source * of 1450 Ci/ source and a total of

irradiator 1450 Ci (53.7 TBq) (Nominal) i20% providing a
central dose rate of 850 Rad / Min +20%

6 Maximum amount that will be 3480 Ci (128.9 TBq)**

possessed at any one time

* Manufacturer's Product Information literature is enclosed.
** This is to accommodate the total activity during source change if any.

,

i

,
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ATTACIIMENT TO ITEM #6 |- -

|

1

PURPOSE (S) FOR WIIICII LICENSED MATERIAL WILL llE USED.

|

The Gammacell 1000 Elite Model I blood irradiator will be used for the irradiation of blood and blood products.
The scaled sources are contained in the self-shielded Gamacell 1000/3000 and the external radiation levels are
illustrated in the attached chart.

,

_ . . . - _ _ _ _ _ . . _ _ _
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ATTACllMENT TO ITEM #7-

INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY PROGRAM : TIIEIR TRAINING AND
EXPERIENCE.

Mr. Sreenivasa Murthy is the Radiation Safety Officer for this license. Mr. Murthy will be familiar
with:

1. The basic design, operation, and preventive maintenance of the irradiator.
2. The principles and practices of radiation protection.

3. The biological efrects of radiation

4. The written procedures for routine and emergency irradiator operations.

5. Our application for the license, our license, and regulations of NRC.

Mr. Murthy is currently approved as the R.S.O. on the NRC License # 29-10191-02. Mr. Murthy's
Resume has been enclosed for your reference. Mr. Murthy will attend a one week RSO course is
offered by Nordion at the: Canadian Irradiation Center

535 Cartier lloulevard
P.O.Ilox 320
Laval, Quebec
II7N 4Z9
CANADA
(514) 687 - 5165

,

|

|

|

| '

,
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ATTACllMENT TO ITEM # 8
l

- -

1

8.1 Training Program

All the personnel who will be operating the blood irridator will be under the direct supervision of
the Radiation Safety Officer. The irradiator operators and the maintenance operators will be
trained for the following :

flperator Trainine Program:

After the installation of the blood irradiator, Nordion will train all individuals who will be
designated as users. The method of training will include the following :

Review of Operator's Manuale
Demonstration of all the operating features of the unite

Explanation of how to calculate and change the timer setting to receive the desired absorbed dose.e :

"llands On" performance of how to initiate and complete a proper irridation cycle for eache

operator.

Maintenance Trainine Procram:

The unit will be maintained by Nordian and, at a later stage, St. Joseph's 11ospital may elect to train a
biomedical technician or designee on site. The Nordian representative or the in-house designee will have
training that will include the following :

* Review of relevant sections of the Operator's manual.
Review of routine maintenance requirements 9Eg. Inspection of electrical connections,*

lubrication of drive chains, fuse replacement, wipe test, safety interlocks, switch adjustments)
review and demonstration of parts replacement (fuses, switches, relays, etc.)e

"llands On" performance of trouble shooting techniques and parts replacemente

Other Trainine Procram:

Not applicable

i 8.2 Evaluation ofIndividuals competency and Training program

At the completion of the training all attendees will be evaluated for the competency of the basic principles
of Radiation, Operation of the unit, and emergency procedures to follow, by administering a written 25
multiple-choice test. A minimum of 20 correct answers ( 80%) will constitute the trainees's understanding
of the subject. The written examination will be conducted under the supervision of the Radiation Safety

,

Officer.

-___ _ _ _ _ _ _ _ . _
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8.3 On - the-Job Training :.

Individuals who will be hired to operate the Blood irradiator will be provided with "on the job" training.
The training will include but not limited to:

Inservice frorn the Radiation Safety Officer as outlined in item 8.1 and a competency evaluatione

as outlined in item 8.2.
Under the supervision of the Radiation Safety Officer or his designee., observe a minimum ofe

10 (ten) blood irradiator procedures by a trained individual.

8.4 Training Instructor

Mr. Srcenivasa Murthy, the Radiation Safety Omcer, is responsible for the training and evaluation of the
individuals competency.

8.5 Record Maintenance

All the pertinent training documents and the individuals competency evaluations will be maintained at
the Radiation Safety OfGce. All these records will be maintained for a minimumn of three years.

|

|

I
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ATTACIIMENT TO ITEM # 9.1. .

9.1.a filood Irradiator room layout diagram

See attached diagram

9.1.h Illood Irradiator location and control of access to the radioactive material.

Blood irradiator will be located in the Xavier building Room # XG 14. The room will always be kept
locked. Only the trained personnel and the Radiation Safety Officer will have access to this room. All
other ancillary staff must be accompanied by a trained operator or the Radiation safety Offficer.

9.1.e Fire protection considerations.
.

The area where the Blood Irradiator is situated is monitored by a fire detection system and the room is ,

provided with a water sprinkler system.

Security office will have access to this room for those situations and will inform the Radiation Safety
Ollicer or his designee for immediate assistance.

The Nordion Blood irradiator is a self contained unit and has been tested for fire safety. The unit can
withstand a temperature of 800* Celsius for 10 minutes and 400 Celsius for I hour.

ATTACIIMENT TO ITEM # 9.2

A Ludlum Model 14C with pancake chamber will be used to measure the ambient radiation rate level on
a quarterly basis.

We will establish and implement the model procedure for calibrating survey instruments that was
published in Appendix B to Regulatory Guide 10.8, Revision 2.

A Cesium - 137 Calibration source SR # S-436, Model # 773, SN 127 of activity on the date of calibration
Aug.10,1983,163 mci and dose rate 53.14 mR/hr is available for the calibration of survey meters. The
current decayed activity and the dose rate for the source is 121.17 mci and 39.5030 mR/hr. See the
enclosed Source decay data for more details.

The Gammacell 1000 Elite is a self-shielded device. We do not anticipate any ambient dose to any
operator's or to the staff that may be in the vicinity of the unit while not being used. The ambient
exposure will be measured by placing a Thermoluminescent Dosimeter in close proximity to the unit and
monthly data will be provided on the external radiation levels.

Thermoluminescent Dosimeters services are currently provided by Landauer company.

.

_ . - - - - _
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ATTACIIMENT TO ITEMS # 10.1- .

The Radiation Safety Committee Charter and Radiation Safety Of6cer's delegation of authority has
already been set up according to the NRC License # 29-10191-02 under which St. Joseph's llospital is
operating. The same committee will oversee this license.

ATTACilMENT TO ITEMS # 10.1

The Gammacell 1000 Elite is a self-shielded device. We do not anticipate any ambient dose to any
operator's or to the staff that may be in the vicinity of the unit while not being used. The ambient
exposure will be measured by placing a Thermoluminescent Dosimeter in close proximity to the unit and
monthly data will be provided on the external radiation levels.

Thermoluminescent Dosimeters services are currently provided by Landauer company.

ALARA program does not apply in this situation.

ATTACIIM ENT TO ITEMS # 10.3

We will implement the procedure for leak-testing the Gammacell 1000 Elite Model I blood irradiator that
was provided by Nordion International Inc. Wipe test procedure attached

ATTACIIMENT TO ITEMS # 10.4

No Radiopharmaceutical will be utilized under this license.

ATTACllMENT TO ITEMS # 10.5
i

i

We will establish and implement the model procedure for area surveys that was published in
,

Appendix N to Regulatory Guide, Revision 2. l

!

ATTACIIMENT TO ITEMS # 10.6 )

QPERATING PROCEDURES

Section 7 of the Operator's manual outlines the operating procedures for the unit. All operator's will |
be trained accordingly and the manual will always be at the console.

EMERGENCY PROCEDURES

The sources are always in a shielded position and are never in danger of exposing the operator to any
direct radiation. The only situation for radiation hazard is during an active fire hazard. As noted above
in section 9.lc, the unit can withstand a temperature of 800* Celsius for 10 minutes and 400* Celsius for i

i hour. Security of6ce will have access to this room for such situations and will inform the Radiation |
Safety Of6cer or his designee for immediate assistance. !

|

|
|
.
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ATTACHMENT TO ITEMS # 11.1 & 11.2. .

i ;

i We will establish and implement the general guidance and model procedure for waste disposal that was
published in Appendix R to Regulatory Guide 10.8, Revision 2.

',

Note:'

.

; -

; 1. The Gammacell 1000 F. lite, Model A Cs - 137 blood irradiator will be returned to
i- Nordion for disposal.
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ATTACIIMENT TO ITEMS # 12. -

,

Please find enclosed the licensing fee for this application in the amount of $1200.00 dollars.

)

.

;

|

J
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Iligh Dose Illood Irradiator- -

(Summary)

The Nordion Gammacell Blood Irradiator will be located in the Blood Bank department on the Ground
Floor of Xavier Building.

a) The installation will be performed by the Nordion International , Inc.

b) Preventive maintenance will be performed annually by Nordion International, Inc.

c) Ernergency Procedure and the contact telephone numbers will be posted at the site of the unit.

d) All personnel involved in the use of the unit will be trained by the Nordion technicians.

e) A Hoor plan for the Blood bank department with the irradiator will be developed for the
Radiation protection survey, after the installation.

f) A Radiation protection survey of the unit will be performed immediately after the installation.

g) A wipe test of the irradiator sample chamber will be performed on a quarterly basis.

h) The Radiation Protection Survey for the ambient dose level will be performed on a quarterly
basis.

i

Note. The Cesium Sources in the Blood Irradiator does not move. The Blood sample is positioned in
the samp!c cell. The sample chamber moves into the source irradiator chamber. Sources cannot
be reached for quarterly wipe test. Wipe test will be limited to the wipe testing of the sample
chamber.

I

|
|

I
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ly_ LEE TEST PROCEDURE- -

The following wipe test procedure is taken frorn Section no. 9 of the operators manual provided by
Nordion international Inc.

1. Unplug the Gammacell blood irradiator from the wall unit.

2. Remove the front panel and storage box.

3. Thoroughly wipe the entire surface of the sample chamber cavity using high wet-
strength material.

4. Move the sample chamber to the litilADI ATE position.

5. Thoroughly wipe the outside of the rotor.

6. Repeat, with a new wipe, the top of the radiation shield

7. Repeat, with a new wipe, the bottom of the radiation shield.

8. Count all three wipes in an area where there is background radiation only.

__--- - . - _ _ _ _ _ _ _
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DIAGRAM OF BI,000 IRRADI ATOR INSTA1 I NI1ON

Direcion: I -+ East Scale 1 cm * l'
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Cs-137 Calibration Source Decay Data. -

,

Isotope : Cesium 137
,

Manufacturer : Nuclear Associates
Model Number: 773 SN 129 .

Serial Number : S-436
Source Colibration date : 10-Aug-83

Activity on calibration day : 163 mci
Output on Calibroflon day : 53.14 mR/hr @ I m.

.

Measurement date 10-lun-96
Elapsed time 4688 days

Half life : 10957.5 days

Decay Factor: 0.7434

Decayed Activity: 121.17 mci
Decayed Output at 1 m : 39.5030 mR/hr.

,

Cnlibrated by: Sree Murthy, M.S., Chief Physicist / R.S.O.

St. Joseph's llospital and Medical Center'

703 Main St., Paterson, NJ 07503

NRC license #: 29 - 10191 - 02

L

Dose Rate in mR/hr with attenuation factor 10-Jun-96

Distance in cm 1 0.25 0.1 0.025 0.01

10 3950.30 987.58 395.03 98.76 39.50

20 987.58 246.89 98.76 24.69 9.88

30 438.92 109.73 43.89 10.97 4.39

40 246.89 61.72 24.69 6.17 2.47

50 158.01 39.50 15.80 3.95 1.58,

60 109.73 27.43 10.97 2.74 1.10 '

70 80.62 20.15 8.06 2.02 0.81

80 61.72 15.43 6.17 1.54 0.62

90 48.77 12.19 4.88 1.22 0.49

100 39.50 9 88 3.95 0.99 0.40

4 110 32.65 8.16 3.26 0.82 0.33

120 27.43 6.86 2.74 0.69 0.27<

130 23.37 5.84 2.34 0.58 0.23

140 20.15 5 04 2.02 0.50 0.20

150 17.56 4.39 1.76 0.44 0.18

160 15.43 3.86 1.54 0.39 0.15

170 13.67 3.42 1.37 0.34 0.14

I80 12.19 3.05 1.22 0.30 0.12

190 10.94 2.74 1.09 0.27 0.11

200 9.88 2.47 0.99 0.25 0.10

.
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St Joseph's Hospital and Medical Center
703 Main Street Paterson New Jersey = 07503 = (201) 754-2000

RADIATION SAFETY EMERGENCY PROCEDURES
9
o
o in th event of a radiation ha ard or a need for clarlfication reeardine the radiation safety and ation hazard be a

O radiation producine eaulpment or by the use of a radioactive inaterial. followine personnel must be contacted in the
ORDf?R OF1.ISTli/NG.y

O
E r? Ilome Heeper llosp.- Title Person llosp. a

E estension neeper

E
O Physicist on call (201) 977-1315
0

[ lladiation safety OffittG Sree Slurthy 2681 (718)317-0062 (800)374-4434
Pin # 43847=,

.G
E Asst. Radiation Safety Officer Khalillbrahim 2674 (908)721-1531 (800) 327-0816

O
O Radiology supersisor on call (201)977-7172

Radiology Administratise Director Edward hiontague 2696 *71-099

Vice President -Clinical Services Stelvyn Pataschnick 2040

in th event of a mis-administration or overdose of radiation. followine avencies must be contacted within 24 hrs.

1. US Nuclear Regulatory Commission,llegiuon 1
475, Allendale Road
King of Prussia, PA 19406-1415 Phone: (800) 432-1156

2. Bureau for Radiation Protection
25 Arctic Pkwy
Trenton, NJ 08625 Phone: (609) 292 - 7172

3. Director, Office of Inspection & Enforcement
US Nuclear Regulatory Commission
Washington, D.C. 20555 Written Report only

Posting Location: Nuclear Medicine, Nuclear Cardiology, Radiation Therapy, X-ray, CT
scanner, Therapy Simulator, Telephone Switch room, Security Office,
Regan 4-South, Non-invasive cardiology, O.R. bulletin board, Blood
irradiator room, Emergency room

Revised on June 10,1996

Affikated hospital of The University of Medicine and Dentistry of New Jersey and Seton Hall University
School of Graduate Medical Education
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