P T L S R D O g A S W O I et B R Ot M NBA B A AR A A B AR

]

= " " il An L NEL U e
- :'g‘cmmq 374 . us. nucLMr niouumm/ comms’ pace 1 oF 2 _ pace “;

MATERIALS LICENSE Amendment No. 03

| Pursuani to the Atomic Energy Act of 1954, as amended. the Epergy Reorgamization Act of 1974 (Public 1w 93-438), and Tide 10, Code of
Federal Regulations, Chapter 1, Pans 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations heretofore made
by the licensee, a hcense is bereby 1ssued authorizing the hicensee 10 receive, acquire, possess, and transfer byproduct, source, and special nuclea:
material designated below: 1o use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such nsaterial to
"L persons authorized 10 receive it in accordance with the regulations of the apphicable Part(s). This hcense shall be deemed to contain the conditions
specified in Section 1¥3 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the

Nuclear Regulatory Commission now of hereafier in effect and 10 any conditions specified below
R08.59
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In accordance with letcer dated

April 24, 1997

I Mohamad S. Kassir, 4.D. 3. License Number 34.26383-01 is amended in
its entirety to read as follows:

Licensee

21330 Timkin Mercy Drive, N.W.

Suite 200 4 Expiration Date - Noyember 30, 2002 1
Canton, OH 44708 IS Docketor Ly e e i,
ST Sy o ORI &g — —-r W Ll
6. Byproduct, Source, and/or 7 ( ‘hemical and/or Physical ¥ M.mmum Amounl lhdl Licensee
Special Nuclear Matenal Form May Possess at Any One Time
Under This License
A. Any byproduct A. Any A. As needed
material identified radiopharmaceutical
in 10 CFR 35.100 identified in 10 CFR
35.100
B. Anv Zynroduct B. Any B. As needed
material ident?fied radiopharmaceutical
in 10 CFR 35.200 identified in 10 CFR
35.200 (excluding
xenon-133 and
generators)

9. Authorized Use:
I A.  Medical use described in 10 CFR 35.100.

5 B. Medical use described in 10 CFR 35.200 (excluding xenon-133 and cenerators) limited
< to cardiovascular clinical procedures.

CONDITIONS
10. Location of use: 1330 Timkin Mercy Drive, N.W., Suite 200, Canton, Ohic.
11. Radiation Safety Officer: Mohamad S. Kassir, M.D,

12. AuthorizedUser 1< 115  Material and Use "
A. Mohamad 5. Kassir, M.D. 10 CFR 35.100 and 35.200 (excluding
xenon-133 and generators), limited to
cardiovascular clinical procedures. L

L
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Material and Use

Todd L. Jolinson, M.N, 10 CFR 35.100 and 35.200 (excluding
xenon-133 and generators), limited to
cardiovascular clinical procedures.

Patricia J. Rubin, M.D. 10 CFR 35.100 and 35.200 (excluding
xenon-133 and generators), limited to
cardiovascular clinical procedures.

The }1censee may not possess ard use materials authorized in Items 6, 7, and 8
until:

The 1icensee has constructed the facilities and obtained the equipment
described in the application and supporting documentatior; and

The U. S. Nuclear Regulatory Commission, Region III, ATTN: Chief, Materials
Licensing Section, 801 Warrenville Road, Lisle, Iilinois 60532-4351 has been
notified that activities authorized by the license will be initiated.

Within 30 days of the date of a decision not to complete the facility, acguire
equipment, or possess and use authorized material, the licensee must notify the
Commission in writing, of the decision,

BLJBLURL U 3 8L SR R R N R OF R TR SN S O

Except as specifically providec otherwise in this license, the licensee shall
conduct its program in accordance with the statemeints, 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 shali govern |
unless the statements, representations, and procedures in the licensee's application
and correspondence are more restrictive than the regulations.

A. Applications dated January 26, 1992, and November 6, 1996; and

B. Letters dated September 22, 1992, December 6, 1995, May 23, 1996, and
December 19, 1996.
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FOR THE U.S. NUCLEAR REGULATORY COMMISSION

icensing Branch, Region IT1
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(FOR LFHS USE)
INFORMATION FROW LTE
BETHEEN:

License Fee Management Branch., ARN ¢ Progran Code: 02201
and i Status Coder 0

Regional Licensing Bections i Fee Category: 7C
i Exp. Date: 5002!130
Fee Comments: __

Decom Fin Assuf Regd?

LICENSE FEC TRANGRITTAL
A, REGIOR

1. APPLICAYION ATTACHMED
Applicant/Licensee!? R, MOHAPAD §.. WK.D.
Receives Date! [

Docketl No! )
Controetl No.} &
Litense No.! 383-01

Action Type! Anendment

FEE ATTACHED
Amount?
Check N

COMMINTE

ot

Signed
Date

-y - .

- o W wnden cr'en oyl -

LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered /V_ /)

. £ 4y
Fee Category and Amount: 4

Correct Fee Paid.
trnendrent

Renewal

Litense

OTHER

Bigned _ Ll C- el o an.
Dale - 5 ST
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i # L ]
Sreven C. Hirscy, MDD, FACC
Om Monamap S Kassik, MDD, FACC
Brian E. Sitmons, MDD, FACP, FACC, FCCP

Jorn C. Tsal, MDD, FACC
PaTrICIA |. Rusin, M.D.
Tooo L. Jounsos, M.D

Materials Licensing Section

U.8., Nuclear Regulatory Commission, Region .1
801 warrenville Road

Lisle, IL 60532-4381

-

Re: License No, 34-26383~-01

aent lemen:

Pleass amend our Materials License to add Todd L. Johnson, MD and
Patricia J. Rubin, MD to the 118t ~»f authorized users. Documen-
tation of training and experience is attached for review,

1f there are any questiong, piease contact me at 330-489-1386.

Thank you for your attention to this matter.

S‘ncerely,/

s ’ i
{ Mt - /
3 . e W #

Mobhamagd B. Kass'‘r, M
Radiation Bafety Of

P! 2597 RECEIVED

Comprehensive Cardiology Diggnosis & Treatmeni/Screening & Prevention for Heart Dm'am 2 ‘ w

Cardirlogy One, Incorporated, 1330 Mercy Drive, N.W,, Buite 200, Canton, OH 44708 Fax 330-489-1258 'lclepmm III

Massiilon Offive: 830 Amherst Road, N E., Suite 104, Masgillon, OH 44646 Fax 330-830-6934 Telw phone
Dover Office: 2620 N. Wooster Avenue, Dover, Ohio 44622 Telephone 330-36. 3505 . ‘
MR L2570
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THE (,LEVELA'\'D Cl l\l( F()l INDATION

A Neatgomoal Beborved Conader o devdes v st ] bsstter T
February 3, 1997 Raymunuo |, Go. M.,
Clianman
Deportmenl of Nigclour Moshs mge / Ghs
20 b s
TO WHOM IT MAY CONCERN.

This is 10 centify that Todd L. Johnson, M.D. gained clinical experience in nuclear
cardiology in the Department of Nuciear Medicine at the Cleveland Clinic during the period
August - September 1993, Oclober - November, 1994, and one week in June 1996
During that tme, Dr. Johnson actively participated in tne foilowing number of procedures:

4681  Thallium stress imaging/function procedures
83 PET studies - ether Rb-82 perfusion or F-18-FDG
metabolic imaging, or both
12 Ejection fraction calculation procedures

Duning this tme, Dr. Johnson aoquired experience in health physics, radiopharmace utical
preparation, techrucal, and administrative proceduras of our facility, as well as general
operations as stipulated by our license conditions

Whiie spending approximately 14 hrs in the nuciear pharmacy laboratory, Dr. Johnson
gained experience in the preparation of radiopharmaceutical kits dunng this penod, ard
vluted the "™ Tc/*Mo generator.

The hours of nuclear cardwlogy chnical and work experience eccrued during this period
otal more than 1000 hours

Sincerely,
/ot T 2,0

Raymunde T Go M D

Chairman Cleveland Clinic Foundation Nuclear License No. #34-0046601
frmb
Divastran OGF RABIOLGGY
Oacpueimcnn of Taggoonin Radwib.gy (iomgitl s Clinm?
D anment ol Nudkear Modiane 7 Departooent of Radolaoss e sagn

D500 Bucdid Avenoe Olevebitmd O 14195
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UCATION PROGRAM
Affidavit of Academic Completion and Competency

Tius document is to attest that

TODD L. JOHNSON, MD

has successfully completed the didacti program

PRINCIPLES OF RADIATION PHYSICS

and has prov: wience of attendance in this program and evidence
of achieving the objectives of this program through examination.
This program provides the following levels of accomplishment:
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S6__ Dhdactic Instructional Hours (DIH)
(I compliance Mtl\\lOCFK:S and Agreement States)
S§__ Continuing Bducation Units (CEU) -~ ©

s
—50__ Technical/ Professional Credit specified by the 14 September 1996
Ametican Pharmidcéutical Association and the Date Class Commen
Ametican Association bf Health Physiciste® ¥ NS
i il derumerctation Wil Se provided to Regulstory Agencis § o participant request Y -

Chanlie Y Poot 191724

Authorized Signature Affidavit of Competency

Institute for Nuclear Medical Education ST
5660 Airport Bivd., Sulie 101, Boulder, Colorado 80301 — B800-548-4024 \‘u

Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated bY Me /
Accrediting Commission of the Accrediting Council for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education. i
Validated by the American Council on Education, recognized by the Post-Secosdary Education.
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Affidavit of Academic Compietion and Competency

This document is to attest thai
TODD L. JOHNSON, MD

has su-'«'e‘.csfuliy compieted the didactic program

MEDICAL RADIATION INSTRUMENTATION

and has provided cvidence of attendance in this program and evidence
of achieving the objectives of this program through examination.

This program vrovides the following levels of accomplishment:
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.50 __ Didactic instructional Hours (DIH)
(*n compliance With 10CFR35 and Agreement States) .
5 __ Contifiding Bdutatlon Units [CEU) = g
50 . Techilcal/PFoi@isiohal Uredit specified by the . 22 September 1996
American ?"hlﬁ?\a&uh‘cal _ASS(!‘{&HOT\ and the : Date Cllﬂ; Commenced
American Associdtion of Health Physicists® *
WW“EMklmwwmm

191771

Affidavit of Competency

Institute for Nuclear Medical Education
5660 Alrport Bivd., Suite 101, Boulder, Colorado 80301 - 800-548-4024

Certified, Approved and Regulated by the Division of Private Occupat
Accrediting Comeniasion of the Accrediting Council for Continuing Educa
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NUCLEAR MEDICAL EDUCATION PROGRAM
Affidavit of Academic Completion and Competency

"his document is to atlest that

TODD L. JOHNSON, M.D.
has successfully com:pleted the didactic program

MEDICAL RADIATION PROTECTION

and has provided evidence of attendance in this program and evidence
of achieving the objectives of this program through examination.
This program provides the following levels of accomplishment:

_ Didactic Instructional Hours (DIH)

(In compliance with 10CFR35 and Agreement States}
_ Continuing Education Units (CEU)

_ Technical/Professional Credit specified by the June 15, 1996
American Pharmaceuticai Association and the at
American Association of Health Physicists®
“wdistiomal decwmymtation wel be provaded to Repulatory Age s upew perti gt gt

Conlio H Lol 0191575

Authorized Signature Affidavit of Competency

Institute for Nuclear Medical Education
5660 Airport Bivd,, Suite 101, Boulder, Colorado 80301 —  800-548-4024
Certified, Approved and Regulated by the Division of Private Occupaticnal Schools, Department of Higher Education in Colorado. Validated by he

Accrediting Commission of the Accrediting Council for Continuing Education Training, a national accrediting agency listed by tive US Secretary of Education.
Validated by the American Council on Fducation, recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education.

Date Class Commence|
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Affidavit of Academic Completion and Competency

This document is to atiest that

1 9
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TODD L. JOHNSON, M.D.

kas successfully compieted the didactic program
RADIOPHARMACEUTICALS AND CHEMISTRY

and has provided evidence of attendance in this program and evidence
of achieving the objectives of this program through examination
This program provides the following levels of accomplishment:
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50 Didactic Instructional Hours (DIH)
{(In compliance with 15CFR3S and Agreement States)

_ Continuing Education Units (CEU)

_ Technical/Professional Credit specified by the
American Pharmaceutical Association and the
American Association of Health Physicists*

“midrtimai dxumerttation will he provided to Regulstory Agencire wpom pavtic it requrst

June 15, 1996

Date Class Comimrenc <

faget C191537
e

Affidavit of Competency

Institute for Nuclear Medical Education
5660 Alrport Blvd., Suite 101, Boulder, Colorado 80301 —  800-548-3024

Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated b
Accrediting Commission of the Accrediting Council for ¢ ontinuing Education Training, a national accrediting agency listed by the US Secretary of Education

Validated by the American Counci! on Education, recognized by the American Association for Collegiate Registrars, Councit on Post-Secondary Education
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Affidavit of Academic Completion and Competency

This document is to atlest Haut
TN
1ouU L. JOHNSON, MD
has suc (;;,/ui!u completed the didactic program

MEDICAL RADIATION INSTRUMENTATION

and has provided evidence of attendance in this prog ram and evidence
of achiet

ing the objectives of this program through examination.
This program provides the fellowing levels of ac complishment:

50 __ Didactic Instructional Hours (DIH)
(In compliance With 10°FR35 and Agreement States) 2
.5 __ Contifisting Bddellon Units CELY d
50 . Techrilcal/ Pi6iisibhal Credit specified by the .~ 22 September 1996
Ameéricaft Phafdlacbulical Association and the Date Class Commenced
American Associdtion of Health Physicists® £

WM“&M&RMW”WMM

191771

Authorized |Signature Affidavit of Competency

institute for Nuclear Medical Education
5660 Alrport Bivd., Suite 101, Boulder, Colorado 80301 — B0O0-548-4024
Certified, Approved and Regulated by the Divizion of Private Occupational Schools, lbpmtmenl of Higher Education in Colorado. V

. Accrediting Commiesion of the Accrediting Council for Continuing Education Training, & national accrediting agency lisied by the US Secretary of M1 ¥
; | Validated by the American Council on Education, recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education.
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NUCLEAR MEDICAL EDUCATION PROGRAM

Affidavit of Academic Completion and Competency

This document is lo atlest that

TODD L. JOHNSON, M.D.
has successfully completed the didactic program

MEDICAL RADIATION PROTECTION

and has provided evidence of attendance in this program and evidence
of achieving the objectives of this program through examination.
This program pro. des the following levels of accomplishment:

850 _ Didactic Instructional Hours (DIH)

(In compliance with 10CFR35 and Agreement States)

__5 _ Continuing Education Units (CEU)

50 __ Technical/Professional Credit specified by the
American Pharmaceutical Association and the
American Association of Health Physicists*

“adk o B R T el L T Ty —

June 15, 1996

Date Class Commence)

Affidavit of Competency

Institute for Nuclear Medical Education
5660 Alrport Bivd,, Suite 101, Boulder, Colorado 80301 — 800-548-4024

Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by
Accrediting Commission of the Accrediting Council for Continuing Fducation Training, a national accrediting agency listed by the US Secretary of Education.
Validated by the American Council on Education, recognized by the American Association for Collegiate Kegistrars, Council on Post-Secondary Education

Autherized Signature
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NUCLEAR MEDICAL EDUCATION PR
Afiidavit of Academic Completion and Competency

This document is lo attest that

TODD L. JOHNSON, M.D.

has successfully completed the didactic program

RADIOPHARMACEUTICALS AND CHEMISTRY

and has provided evidence of attendance in this program and evidence
of achieving the objectives of this program through examination.
This program provides the following levels of accomplisiment:

__50 _ Didactic Instructional Hours (DIH)

{In compliance w ‘th 10CFR35 and Agreement States)

5 __ Continuing Education Units (CEU)

_50__ Technical/Professionai Credit specified by the
American Pharmaceutical Association and the
American Association of Health Physicists*

“ndetrtsnal decarmentation wwll be proveded to Reguistory Agracies upom partic pant rrguest

June 15, 1996

Date Class Commenczg

131032
Affidavit of Competency

institute for Nuclear Medical Education
5860 Airport Bivd., Suite 101, Boulder, Colorado 80301 — 800-548-4024

Authorized Signature

| Certified, A oroved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colora_o. Validated by {
i Accred? vamission of the Accrediting Coun-il for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education.
American Council on Fducation, recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education.
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CLINICAL FPET 14 ZE2

UNIVERSITY

SChOOl Of MediCine P sion of Rzdation Safety

June 26, 1996

Patricia Rubin, M.D.
Division of Cardiology

Dear Dr. Rubin:

The institutional Radiation Safety Committee unanimously voted to approve
you 2s an authorized medical user at the meeting held June 26, 1996, The approval
was based on the statement of training énd experience and signed preceptor
statement presented on your pehalf at the meeting by Barry Siegel, M.D. The
approval permits you to be the responsible nuclear physician for cardiovascular
diagnostic procedures involving radioactive materials, including materials licensed
by the US Nuclear Regulatory Commission (NRC) for the categories of use specified
in 10CFM35.910 (uptake, dilulion and excrction studies) and 15,920 (imaging and
localization studies).

Your use of NRC-licensed materials for medical uses is authorized by NRC
Ma: ‘« License 24-00167-11.

-

Copies of the preceplor and tralning/experience statements are enclosed.

Sincerely, { /
ekl 7
JE:AI Eichling, Pn.D.
Secretary
cc: Barry A. Siegel, M.D. Radiation Safety Committee

Washengion Lnivsity )hool of Medhiing
a1t Wastungton Uinivessiiy Mechoal Center
Campus Box 8131, 660 5 Fuchel Ave

St Lovis. MO 63110-1093

(A14) 302-29%8 FAX (D14) 302:333%

(e ahion S10 5 Kingshighway!

bk R



M onw NAC 3134 SUPPLEMENT A

U 5 NUCLEAR REGULATORY COMMISSION

P TRAINING AND EXPE RIENCE
AUTHORIZED USER OR AADIATION SAFETY OFFICER
t f 2 S’A" on 1t RHITORY I~
1 NaME OF AUTHORIZED USER OR RAODIATION SAFETY Of FICER Eass Gn A
PRAACTICE AL Q1CINE
Patricia J. Rubin, M.D. g “ghia

3 CEu'fmcrmg_u

SPECIALTY sOARD
#“

catrcony
0

MONTIH AND YE ak CERTIFILD
<

American Board of
Internal Medicine

Cardiovascular Dis

Sept.

Nov.

1989

i A ——— —

1995

& TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIOUES

i ‘ TYPE AND LENGTH OF TRAINING
LECTURE/ SUPERVISED
FILLD OF TRAINING LOCATION AND DATLIS) OF TRAINING LABORATORY | LABORATORY
A ) COURSES £ XPERIENCE
] (Howit) (How1)
3 [+] .8
; . RADIATION PHYSICS AND Mallinckrodt Inst. of Rad. 84 16
INSTAUMENTATION 7/1/93-1/31/96 |
Mallinckrodt Inst. of Rad.
o RADIATION PROTECTION
24 6
7/1/93-1/31/96
! THEMATICS PERTAIMING TO
¢ ?:::s(:nouzusoatutuv Mallinckrodt Imst. of Rad. 20
QOF RADIDACTIVITY 7, 1/93"11'31/96
Mallinckrodt Inst. of Rad
4. RADIATION 8iOLOGY 20
7/1/93—1/3!/96
.. IADAO'NARMAC(UTICAL Hallinckrodt Inst. of Rad 20
CHEMISTRY

l 7/1/93-1/31/96

|

6. EXPERIENCE WITH RADIATION. {Act

val s of Radwisolopes or Equivalent £ xperiencel

.
=

WHERE SXPERIENCE WAS GAINED

OURATION OF EXPERIENCE i

1S0T0PE A X IMLUM AMOUNTY
c-11 le mCi
0-15 \100 mCi
F-18 |14 mCi
tn-111 |250 uCi
71-201 |5 mCi

| |Te-99m 30 mCi

MIR
MIR
MIR
MIR
Univ. Hosp. Cleveland

Jul 93-present
Jul 93-present
Jul 93-present
Nov 93-Dec 95
Jul S§l-Jun 93

Univ. Hosp. Cleveland| Jul 91-Jun 93

PET
PET
PET
Planar
SPECT
SPECT

FORM NRC-J1IM Supplement A
-8

Page 5
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NRC-313M-SUPPLEMENT B
7e)

U.S. NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

vxperience, obwin & separam staternent from each.

Supplement B must be completed by the applicant physician’s preceptor. |/ more than one preceplor is necessary to document

1. APPLICANT PHYSICIAN'S NAME AND ADDRESS

KEY TOCOLUMN C

FULL NAME

Patricia J. Rubin, M.D.

FERSONAL PARTICIPATION SHOULD CONSIST OF .
1Supervised examination of patients 1o determine the suntability for
fadioisotope dingnosis and/or treatment end recommendation for

prescribed dosage.

STREEY ADDRESS

2Lollaboration in gose calibration end sctual administration of dose
10 the patient including calculation of the radiation dose, related
- measurements and plotting of data.

cCiTy | STATE | 21P CODE J-Adecuate period of training 10 enable physician 10 menage radicective

patients and follow petients through diagnosis end/or course of
treatment,

2. CLINICAL YRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

FORM NRC.31 P
gy IM-SUPPLEMENT B

NUMBEK OF
CASES, INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additional information or comments may
PARTICIPATION be submittyd in duplicate o0 separaw sheen. )
A e c o]
DIAGNOSIS OF THYROID FUNCYION
DETERMINATION OF BLOOD AND -
BLOOD PLASMA VOLUME
1131 LIVER FUNCTION STUDIES
o
1125 FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES
IN VITRO STUDIES
OTHER
1125 |DETECTION OF THROMEOSIS
13 THYROID IMAGING
v EYE TUMOR LOCALIZATION
Se- 75 r ANCRE AS IMAGING
Y369 | CISTE RNOGRAPHY
¥e.133 |BLOOD FLOW STUDIES AND
PULMONARY FUNCTION STUDIES
OTHER
BRAIN IMAGING
CARDIAC IMAGING
T™ 101D IMAGING
p v
SALIVARY GLAND IMAGING
TeB9m | 8L000 POOL IMAGING 333
PLACENTA LOCALIZATION
LIVER AND SPLEEN IMAGING
LUNG IMAGING
BONE IMAGING
TH
2" Irc-99m Myocardial Imaging | 311




- . -

PRECEPTOR STATEMENT /Continied)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN {Continued)

NUMBEHR OF
CASES INVOLVING COMMENTS
PERSONAL (Aaditional information ar commena may bm
s CONDITIONS DIAGNOSED O TREATED PARTICIPATION Omited in Juplicat on sperst eers, )
A a c 0
P32 TREATMENT OF POLYCYTHEMIA VERA,
Robk) | LEUKEMIA, AND BONE METASTASES
2
(comigsn | "NTRACAVITARY TREATMENT
TREATMENT OF THYRAOID CARCINOMA
1131
TREATMENT OF MYPERTHYROIDISM i
Au-198 | INTRACAVITARY THEATMENT
Co60 INTERSTITIAL TREATMENT
ar
Cs137 INTRACAVITARY TREA TMENT
1128
o INTERSTITIAL TREATMENT
qu
or TELETHERAPY TREATMENT
| Ce137 3
5r-90 TREATMENT OF EYE OISEASE
RADIOPHARMACEUTICAL PREPARATION
Hoghn, | GENERATOR 6
Se11Y
in113m | GENERATOR
Te®9m | REAGENT KITS 4
Other
T1-201 {Myocardial Imaging 453
C=11 Myocardial Imaging 125 -
0-15 Myocardial Imaging 107
F-18 Myocardial Imaging 97

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

7/1/94-6/30/95 (1000 hours) during fellowship in cardiovascular nuclear medicine
and clinical PET.

{4 THE TRAINING AND EXPE RIENCE INDICATED ABOVE
WAS OBTAINED UNDER THE SUPERVISION OF:

B PRECEPTOR'S SIGNATURE

& NAME OF SUPEAVISOR
Barry A. Siegel, M.D.

&‘a»a/égmeeém

B NAME OF INSTITUTION
Mallinckrodt Institute of Radiology

7. PRECEPTOR'S NAME (Ploase rype or pnnt)

& MAILING AGORESS
510 S. Kingshighway Blvd.

Barry A. Siegel, M.D.

a ey

$t. Louis, MO 63110
AT WA CICERSE OB RTS]

24-00167~-11

s/8/a
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MAY 2 0 1997

Mohamad S. Kassir, M.D.

1330 Timkin Mercy Drive, N.W.
Suite 200

Canton, OH 44708

Dear Dr. Kassir:

Enciosed is Amendment No. 03 to your NRC Material License No. 34-26383-01 in
accordance with vour request.

Please review the enclosed document carefully and be sure that you understand
all conditions. If there are any errors or stions, please notify the U.S.
Nuclear Regulatory Commission, Region III office at (630) 829-9887 so that we
can provide appropriate corrections and answers.

Please be advised that your license expires at the end of the day, in

the month, and year stated in the license. Unless your license has been
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:

1. Operate in accordance with NRC regulations 10 CFR Part 19, "Notices,
Instructions and Reports to Workers: Inspections,” 10 CFR Part 20,
"Siandards for Protection Against Radiation,” and other applicable
regulations.

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

a. When an authorized user or Radiation Safety Officer permanentiy
d;scontinues performance of duties under the license or has a name
change; or

b. When the mailing address listed on the license changes. (No fee
$ re?uired if the location of byproduct material remains the
me.

- R In 2 rdance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promplly, in writing, and request termination of the license when you
g§:1$$ to terminate all activities involving materials authorized under

cense.

203 576
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4. Request and obtain a license amendment before you:

a. Receive or use byproduct material for a clinical procedure
permitted under Part 35 but not permitted by your license issued
pursuant to this Part;

b. Permit anyone, except individuals described in 10 CFR 35.13(b), to
work as an authorized user under the license;

A Change Radiation Safety Officers;

d. Order byproduct material in excess of the amount, or radionuclide,
or form different than authorized on the license;

e. Add or change the areas of use or address or addresses of use
identified in the license application or on the license; or

f. Change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date of your license.
You will receive a reminder notice approximately 90 days before the
expiration date. Possession of byproduct material after your license
expires is a violation of NRC regulations. A license will not normally
be renewed, except on a case-by-case basis, in instances where 1licensed
material has never been possessed or used.

In addition, please note that NRC Form 313 requires the ape]icant. by his/her
signature, to verity 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 certifying official rather than a consultant.

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

Sincerely,

Original Signed By
Deborah A. Piskura
Nuclear Materials Licensing Branch

License No.: 34-26383-01
Docket No.: 030-32947

Enclosure: Amendment No. 03

DOCUMENT NAME: M:\03032947.CL7

To receive » copy of this document, indicate in the box: "C" = Copy without sttachment/enclosure "E" = Copy with sttachment/enclosure "N = No copy

/RI111

. o>
NAME _|DPISKURA: jay '

DATE 05//97
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Vol

. NUCLEAR REGULATOrY COMAISSION
P § REGION 1l
: 801 WARRENVILLE ROAD
LISLE. ILLINOIS 605324351
April 30, 1997

Mohamad S. Kassir, M.D.
Radiation Safety Officer
Suite 200 '

1330 Timken Mercy Drive, N.W.
Canton, OH 4470

SUBJECT:  ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated April 24, 1997)

Dear Licensee:

In response to your request, we have completed the initial processing. which is
an administrative review of your application for a(n):

__ New License _X_ Amendment __ Renewal
__ Termination ___ Auth User (Amendment not required) __ Other

No administrative deficiencies were identified during this initial review.
However, it should be noted that a technical review may identify omissions in the
submitted information.

It appears that your request is routine (see 1-3 below, as applicable).

1. ?ﬂﬂaiﬂd_QEESQMEQI actions are normally processed within 90 days. unless we
ind major deficiencies, or policy issues requiring central program office
assistance.

2. Bgng¥ﬁl actions are normally processed within 180 days. however, under
timely filing (before expiration). you may continue to operate under your
existing license.

. § lggglngzign actions are normally processed within 90 days. unlesc
con 1rma§ory surveys following decontamination/decommissioning activities
are involved.

A copy of your correspondence has been forwarded to our Licensing Fee and
Debt Collectior Branch (301/415-6097) for approval of the fee category and
amount., if required.

If you have a compelling safety or business-related reason for requesting
expedited review, please contact the Materials Licensino Branch at (630)
829-9887. We will try to complete your request as scon as practicable.
Any correspondence about this re uest should reference the control number.

Nuclear Materials Support Branch

Mail Control No. 302576
License No. 34-26383-01



