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Ao U.S. NUCLEAR REGULATORY COMMISSION AR e OF e PAGES

Amenduie
MATERIALS LICENSE mendment No. 60

Pursvant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-43K), and Tule 10, Code of
Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations heretofore made
by the licensee, a license 1s hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear
materiai designated below: 1o use such material for the purpose(s) and at the place(s) designated below, to deliver or transfer such matenal to
persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions
specified in Section 183 of the Atomic Encrgy Act of 1954, ar amended, and is subject to all applicable rules, regulations, and orders of the

Nuclear Regulatory Commission now or hercafter in effect and to any conditions specified below ACCifitl RER ,PD CODY
Vi T ivink neLvun !

Licensee

f In accordance with the letter dated
: ' ; April 30, 1997,
 St. Francis Medical Center | 3. License Number 37-01072-01 is amended in
; 1ts entirety to read as follows:

’ 400 - 45th Street
" Pittsburgh, Pennsylvania 15201

l 4. Expiration Date  August 31, 2005
I :

| 5. Docketor

030-02976
6. Byproduct Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee
Special Nucicar Material Form May Possess at Any One Time
Under This License
A. Any byproduct material A. Any radiopharmaceutical A. As needed
identified in 10 CFR identified in 10 CFR
35.100 35.100
B. Any byproduct material B. Any radiopharmaceutical B. As needed
identified in 10 CFR identified in 10 CFR
35.200 35.200 except generators
C. Any byproduct material C. Any radiopharmaceutical C. 500 millicuries
identified in 10 CFR identified in 10 CFR
35.300 35.300
D. Any byproduct material D. Any brachytherapy source D. 2 curies
identified in 10 CFR identified in 10 CFR
35.400 35.400
E. Any byproduct material tE. Prepackaged Kits £. 2 millicuries
identified in 10 CFR 31.11
F. Strontium 90 F. Sealed Source F. 10 millicuries

EEER R I SR AT

A Any uptake, dilution and excretion procedure approved in 10 CFR 35.100.
B. Any imaging and locaiiration procedure approved in 10 CFR 35.200.

C. Any radiopharmaceuticai *trerapy procedure approved in 10 CFR 35.300.

D. Any brachytherapy procedure approved in 10 CFR 35.400.

£ In vitro studies.

F

Constancy checks of ionization chamber |||||||!||||!W||ﬂﬂ|ﬂl|||||ﬂ||m
R e 24()0’23 CONDITIONS

10. Licensed material may be used only at the licensee's facilities located at
400 - 45th Street, Pittsburgh, Pennsylvania and licensed material in Item 6.B.
at Room 218, Suite 100, 4221 Penn Avenue, Pittsburgh, Pennsylvania and One St.

Francis Way, Cranberry Township, Penisylvania. ML 10
11. The Radiation Safety Officer for this license is Krishnadas Banerjee, Ph.D.

12. Licensed material listed in Item 6 above i5 only authorized for use by, or under the
sunervision of. the fullowing individuals for the materials and uses indicated:
9706240018 970&10
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-::.:;"r,maru UCLEAR REGULATORY COMMISSION Pe g - e :
‘ License number -
¢ MATERIALS LICENSE Lot L | SRR
: SUPPLEMENTARY SHEET Docket or Reference number 5
: SRENERET T sl
G SR e _____Amendment No. 60 v
» Authorized Users Material and Use §
Lawrence Bucklew, M.D. 35.200 for cardiovascular clinical procedures :
: P.P. Chengappa, M.D. 35.200 for cardiovascular clinical procedures :
ol John George, M.D. 35.200 for cardiovascular clinical procedures f
: Revati Ghatnekar, M.D. 35.200 for cardiovascular clinical procedures y
. Michael F. Hagerty, M.D. 35.200 for cardiovascular clinical procedures p
- Chandra R. Polam, M.D. 35.200 for cardiovascular clinical procedures :
. Makum Ramesh, M.D. 35.200 for cardiovascular clinical procedures :
. Mark Schmidhofer, M.D. 35.200 for cardiovascular clinical procedures b
. Vinod H. Shah, M.D. 35.100; 35.200%.35.300; 35.400 .
8 David P. Shreiner, M.D. 35.100; 35.200;3 35.300; in vitro studies .
. Andres Ticzon, M.D. 35.200 for.cardiovascular clinical studies :
: Joseph A. Wapenski, M.D. 3611003 135.200; 35.300; in vitro studies .‘
o Yaser Kalash,M.D. 35.200 for cardiovascular clinical procedures
v Ragoor K. Reddy, M.D. 35.200 for cardiovascular clinical procedures
. Ram L. Dhawan, M.D. 35.200 for cardiovascular clinical procedures
; Santosh M. Pandit, M.D. 35.200 for cardiovascular clinical proceduves
: Parminder K. Sharma, M.D. 35.200 for cardiovascular clinical procedures
. Ralph Fitz, M.D. 35.200 ‘for cardiovascular clinical procedures *
¢ Krishnadas Banerjee, Ph.D. Strontium 90 sealed source for constancy checks of 2
o ionization chamber b
! Asha Raman, M.D. 35.200 for cardiovascular clinical procedures ﬁ
E 13. In addition to the possession limits in Item 8, the licensee shall further restrict [§
f the possession of licensed material to quantities below the minimum 1imit specified .,
% in 10 CFR 30.35(d), 40.36(b), and 70.25(d) for establishing financial assurance for |
: decommissioning. .
i 14. The licensee is authorized to transport licensed material ir accordance with the ;
| provicions of 10 CFR Part 71, "Packaging and Transportation of Radioactive Material.“;
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: License number
MATERIALS LICENSE AENGRSIEE | o | 1L e
SUPPLEMENTARY SHEET Docket or Reference number
SRR SRS, | . .o SRR U
i ol i ¥ Rl x Amendment No. 60 S
15. Except as specifically provided otherwise in this license, the licensee shall conduct ;
its program in accordance with the statements, representations, and procedures ‘
contained in the documents, including any enclosures, listed below, except for minor
changes in the medical use radiation safety procedures as provided in 10 CFR 35.31.
The U.S. Nuclear Regulatory Commission’s regulations shall govern unless the
statements, representations, and procedures in the licensee’s application and
correspondence are more restrictive than the requlations.
A. Application dated May 26, 1995
B. Letter dated August 3, 1995
C. Letter dated December 21, 1995
D. Letter dated January 4, 1996
E. Letter dated September 20, 1996
f. Letter dated October 22, 1996
G. Letter dated April 30, 1997
For the U.S. Nuclear Regulatory Commission
e ORIGINAL SIGNED BY:
Date R By TARA L. WEIDNER

Region |
King of Prussia, Pennsylvania 19406

LS B R B B R R R SRS SRS R R RS SR R B

Nuclear Materials Safety Branch |
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Krishnadas Banerjee, Ph.D.
Radiation Safety Officer
St. Francis Medical Center
400 - 45th Street
Pittsburgh, PA 15201

Dear Dr. Banerjee:

This refers to your license amendment request. Enciosed with this letter is the amended
license.

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditions incorporated into the amended license. If there are any
errors or questions, please notify the U.S. Nuclear Regulatory Commission, Region |
Office, Licensing Assistance Team, (610) 337-5093 or 5239, so that we can provide
appropriate corrections and answers.

Thank you for your cooperation.

Sincerely,
ORIGINAL SIGNED BY:
TARA L. WEIDNER

T3 L. Weidner
Lyvision of Nuclear Materials Safety

License No. 37-01072-01
Docket No. 030-02976
Control No. 124802

Enclosure:
Amendment No. 60

OFFICIAL RECORD COPY ML 10



DOCUMENT NAME: R:\WPS\MLTR\L3701072.01

To receive a copy of this document, indicafe in the box: "C" = Copy w/o attach/encl “E" = Copy w/ attach/encl "N" = No copy

uOFFICE DNMS/RI | | ~r|N DNMS/RI

vy

NAME Weidner ‘,7' ||

DATE 06/03/97 06/ /97 06/ /97 06/ /97 I]
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ST FRANCIS MEDICAL CENTER

400 - 45th Street
Pittshu

April 30, 1997 Moedases 0

U. S. Nuclear Regulatory Commission
Licensing Assistant Section

Nuclear Matenals Safety Branch

475 Allendale Road

King of Prussia, PA 19406-1415

RE. License #37-01072-01
Gentlemen:

We would like to amend our NRC license #37-01072-01 to include the following;

1. Make Doctor Asha Raman an authorized user for radiopharmaceuticals in 10 CFR 35.200.
Enclosed you will find preceptor forms signed by one of the authorized users and also a
certificate showing the 200 hours required as a qualification to become an authorized user.

2. We are remodeling the existing nuclear medicine department to accommodate a PET
scanner. The changes to be made are shown on the enclosed diagram.

Enclosed you will find a check for $460.00 to cover the amendment fee. If you have any
questions, please do not hesitate to contact me.

Very truly yours,

Kool B

Krishnadas Banerjee, Ph.D.
Radiation Safety Officer

KB cf

Enclosures

124602
MAY 27 w087

Healing body, mind and spint

OFFICIALRECORDCOPY ML 10



EXHIBIT 3
SUPPLEMENT B

SUPPLEMENT

PRECEPTOR STATEMENT

U. & NUCLEAR REGULATORY COMMISS|ON

CXDAIONCE, OLWIN & MOErIW Sta Wwmen t from

Supplement 8 myst be cavzb.dey e mplzcg'rnm’omm V' more then one preceptor ia necessery 0 clocument

V. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS

FULL MAME

Sila anan, L

1 8upervised exsnvingtion of petients 10 determine the suhtabiliey »or

STRELY ADDAE S

St. Francis

) e

burah 15201

2Collsboretion in dow elibretion and setus! sdminintretion of doss

JAdeauete period of treining 1o eneble physicken 1o MONSEE o Guct v

KEY TO COLUMN C
PERSOMAL PARTICIPATION SHOULD CONBIST OF :

100101000 haynaBis BAA/OT tremt men t g FRED Mnendet 1on for
Prencribed doege.

10 the petient ingluding asicuietion of the radwtion Goe, rewted
MR AUrements ang plon ing of dets,

Pationts snd lokiow pstient: through disgnosis snd/or course of
trastment,

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PRYSICIAN

s e

NUMBER OF
CASES INVOLVING COMMENTS
BOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSON AL Aaditronal m lomnetin & commen s mey
PARTICIPATION B s lenitend n Gupiicem on mperem shie .
c (4]

Thyroid scen

Thyroid uptake

Lung perfusion scan

C( IR NSVSREE

Lenon ventilation siugdy

| Glnd s vk |

} Aerosol wentiletion scan
. Rendl Tlow scan

) QT"\'\‘“ Q““’“M\ ‘

o | Brain scan

.| Liver/spleen scan

-/b\;—,. - v‘f\\’i A Q/\.&‘ ..\

=7 \| Bone scan

Gastroesophages! study

c»n\_ /,u,\'}g A\AANG T f\

. LeVeen shunt study

Cystogras

SIS %‘(:\/&quz\ '&“54 &‘:

N | Dacryocys togram

. N2 4'*-:~..\ c‘\LM‘

: i
Cardiac perfusion scan. . 4 o ud /()JL ‘%9 L e
\ | Cardiac stress ventriculogram TZ—_ - . r‘u & ,\‘:’ "\-% (Nw
Cardiac rest ventriculogram s 2>(} A L e }
1 Galitum scan (\,’/%’{ f\*(‘__ ) g
T 1,1 R DK
§Y( c\(\.u: RV (VN
Q-;[ ¥ ‘K—Q \ L(—\’\‘Cm‘)\
f g o »
{_,L’»‘:-\/L-'\\ U i,
V> ';1/ ? s
EXH-6




PROPOSED PHYSLICIAN USER

EXHIBIT 3 (Continued)

PRECEPTOR STATEMENT (Continuved)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSBICIAN (Continved)

NOREER O
CASES INVOLVING COMMENTS
Tore CONDITIONS DIAGNOSE PERSONAL (A S/ tan el informeton o commen i mey be
o DOR TOATES PARTICIPATION Bbaw (B8 in Guplicew On P el shee s, )
A [ € -]
.32 TREATMENT OF POLYCYTHEMIA VERA,
Sovid) | LEUKEMIA, AND BONE METASTASES
re
tooum el INTRACAVITARY TREATMENT
_| TREATMENT OF THYROID CARCINOMA
“an
TREATMENT OF MYPERTHYROIDIS'
Ac188 | INTRACAVITARY TREATMENT
Co80 INTERSTITIAL TREATMENT
or
Cs127 INTRACAVITARY TREATMENT
178
o INTER, TTIAL TREATMENT
'
o TELETHERAPY TREATMENT
o137
$r80 TREATMENT OF £ YE DISEASE
RADIOPHARMACEUTICAL PREPARATION
e | wm—
{ 20V | asnenaton
ToBom | REAGENT KITS
Qe

3 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICA L RADIOISOTOPE TRAINING

LOCATION DATES CLOCK HOURS OF EXPERIENCE
Med enter o0 - 2 g
/]
4 INING AND EXPERIENCE INDICATED ABOV
WAS OBTAINED UNDER THE SUPERVISION OF: / ,
& NAME OF BUPERVISOM L T TP o > )
Whdres R. Ticzon, M.D., FACP., FACI E§ /( ‘(1 e L

& NAME OF INSTITUTION

t. Francis Medical

o MAILING ADDRESS

Division of i:.[‘jk"‘)wj._ 400 45t

ECEPTOR'S NAME r}-

type or prnt)

M.D.. FACP.: AL

11\ zan,

\~ 2347

EXH-7
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K Syncor s

The Service Difference

February 28, 1997

To whom it may concern

RE Asha Raman, M D
3903 Shadowood Circle
Allison Park. PA 15101

This is to certify that Dr. Raman participated in radiopharmaceutical training at our facility on November
5. 1996 This training involved multiple generator elutions, Mo99 assay. alumina testing, kit preparation,
chromatography and quality control, dose drawing and assay, preparation and packaging unit dose
radiopharmaceuticals for DOT shipments

Certified by

fira
In !

Dan Littlefield Howard Sloop§
Pharmacy Services Manager Radiation Safety Officer
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CERTIFICATE OF COMPLETION AND COMPETENCY,

bt
S

This certifies that

ASHA RAMAN, M.D.

has successfully completed all 200 hours of didactic trammg in

BASICS OF RADIOISOTOPE HANDLING
: M and as proof of competency as evidenced through examination, is hereby awarded this
FU2E CERTIFICATE OF COMPLETION

The certificate holder demonstrated satisfactory proficiency in the followmmg subjects

Radiation Physics Instrumentation
Mathematics Radation Protection
[ § Radiation Biology Radiopharmaceutical Chemistr

"\,vr(,w”/nyr 27 - October 1. 1996

October 16 - 20 1996 K
/,/'{/ . /‘i /2 I/,////?b November ] - 10, 1996 _
hlllmu ed Signature Date e ‘:“
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DIVISION OF ACCOUNTING AND FINANCE
REQUEST FOR REFUND TO EMPLOYEE/VENDOR

THE EMPLOYEE/VENDOR IDENTIFIED BELOW HAS OVERPAID THE NUCLEAR REGULATORY
COMMISSION FOR GOOLS AND/OR SERVICES PROVIDED AND IS DUE A REFUND

EMPLOYEE/V NDOR/PAYEE CODE: ‘
Y %‘(/ug Medecel fearse

ADDRESS: f7¥7 }éw% ,&wquﬂf_ﬂ%»
NODRESS: 400~ 4572 fbre T 4

CITY: %Mcugé STATE: " 11p: £520/-//94
TRANS CODE: PX

TRANS TYPE: ___ FUND: JOB CODE : AMOUNT : o0 &
TRANS TYPE: IR FUND: R1435  JOB CODE: INTR  AMOUNT:

TRANS TYPE: IR FUND: R1099  JOB CODE: ADCH  AMOUNT:

TRANS TYPE: IR FUND: R 7 JOB CODE: FINE _ AMOUNT:

TOTAL REFUND AMOUNT :47& ol
coments: Loz 37 0/&7074/2’7/4 o?/j?j'a;/ A4 A
%/ G7 a7 4 ’

imit comments to 40 characters, including spaces)
PREPARED BY: ﬂ by Lauk Lh—  omeCpnt K [TF7
AUTHORIZED BY: %_:’,,/(_w el Al wnf b/5l47
ORIGINAL INV. NO: DATE PAID: / AMOUNT :
REFUND ENTERED INTO COLLECT BY:
REFUND DETERMINED BY: DATE:

) .

x4
AL

e

pr77, PLEASE ATTACH APPROPRIATE SUPPORTING DOCUMENTATION
o

%735 sy
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A
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(FOR LFMS USE)
INFORMATION FROM LTS

BETWEEN: i eeeeecccccccccccn———
License Fee Management Branch, ARM : Program Code: 02120

and : Status Code: 0
Regional Licensing Sections : Fee Category: 7C

Exp. Date: 20050831
Fee Comments: 7C EFF 8/28/95
Decom Fin Assur Reqgd: N

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

LICENSE FEE TRANSMITTAL

A. REGION e

1. APPLICATION ATTACHED
Applicant/Licensee: ST. FRANCIS MEDICAL CENTER

Received Date: 970527
Docket No: 3002976
Control No.: 124602
License No.: 37-01072-01
Action Type: Amendment
2. FEE ATTACHED y
Amount : ___fff:}{
Check No.: __oc1(593%
3. COMMENTS

signed ___ Mo Lok .V

e e MY N |
B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered ;in)
1. Fee Category and Amount: _;le _____ éﬁ{}éQ _________________________

2. Correct Fee Paiq/r Application may be processed for:

Amendment )RR e e DR
T e S e AR S
A T T e A L
DR o R SRR R TR LN R e e e T
o gy SR
igne B L R et T e S & e
Date "‘,/égzﬁn
& “Wﬁﬁ
e T ———
. oh-am__;' o
“l v - [-ﬂy{‘l ""(

ﬁn

Type of Fee A‘// ) g
Date Choos % d /
l"& e
| /77

by




