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gRC, FORM 374 UA NUCLEAR REGUL4 TORY COMMISSI

M ATERIALS LICENSE Amendment No. 02 g
'

N
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of g

g 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 gy by the licensee, s license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear
t material designated below; to use such material for the purposch) and at the place (s) designated below; to deliser or transfer such material to -

|f persons authorized to recence it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions 3
|} specified in Section 183 of tke Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, and orders of the I

"

|5 Nuclear Regulatory Commissic1 now or hereafter in effect and to any conditions specified below. R i

3dMdM |
|

"''"'#*
| In accordance with the letter dated

|
''

Cardiovascular Medicine Associates
3 'g"rilg'1997| -

34-26706 01 is amended in ]S"
|

L its entirety as follows: ,2,
r ~

, (4 n2.
| 7255 Old Oak Boulevard, Suite C 208 ,

4qran n Date April 30, 2001 | ;| $ Hiddleburg Heights, OH 44130 y-
k 5. Docket or /'

|| $ ,' Reference Noa 030-34091 |
@h
| 6. Ilyproduct. Source, and/or % 7. Chemical and/or Physical 8. Maximum Amount that Licensee U

'

I
~

Special Nuclear Material Form May Possess at Any One Time j; , ,

- - UnderThis License'

|9 e
9 . . . '. g

|9 A. Any byproduct material ~A. Any radiopharmaceutical' A. As needed g

la identified in 10 CFR identified;in 10 CFR; E
'

l3 35.200 .j'35.200 ,(excluding y ,- ) E
_

,

3 t generators,! xenon.fand ' g
'

3 ' rradioa'cthe"ae,r_osols) ,~ g

i '' ' limitedntor 1 ^' h,,3
' *

3 . cardiovascular clinical: '
g
q

9 ' ; procedures. ,g g, ,

9 g
. .-

g . . g

a . . .f' ' :'3 9. Authorized Use: a
'

v3 y
< a

i A. Medical use described in 10 CFR 35.200 (excluding generators, xenon, and radioactive j
i aerosols) limited to cardiovascular clinical procedures. g
n r ' 8, n, g-

4 sj CONDITIONS j
E

i 10. Licensed material shall be used only at the licensee's facilities located at
| g 7225 Old Oak Boulevard, Suite A 2100, Middleburg Heights, Ohio. j
| 9

| 11. Radiation Safety Officer: Sabino D. Velloze, M.D. g1 |
4

i\ @
1 1 (
* n
N g'

3 $
# $
3 | g
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!
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|9706230108 970610 (.*
PDR ADOCK 03034091 w, -

(mu.u=>C- - ,.x - . . . ..,m_ , .._ . rmcerrm a mum m a m_, , , avereunen.uw a , ,, , , _
p

.

Nnted on recycled paper

t



g nunum.mmmusum *wwatwwmww ww W.w w w1Ewwwwww mtut.mmm = mfwfuf. . mf. j
g ,NR FORM 374A UCLEAR REGULATORY COMMISSION '
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W 34 26706-01 (
p MATERIALS LICENSE oncket or acrcrerice Number

'

N SUPPLEMENTARY SHEET 030-34091
N |

| Amendment No. 02
'

| W

> h
n E
N I
| 12. Licensed material listed in Item 6 above is only authorized for use by, or under the g

y supervision of, the following individuals for the materials and uses indicated: g

W d
! N q

s Autborized Users Material and Usq g
'

| A. Sabino D. Velloze, M.D. 10 CFR 35.200 (excluding generators, xenon. |ansi Jidioactive aerosols), limited to,4

| 8 cht ogc ar clinical procedures. |
|

IB. TrilokC.Sharma,H.U(j 10 CFR 35.200. cluding generators, xenon,
I

y Q and radioactiv osols), limited to

g
cardiovascularcig[alprocedures.|y

|
IC. Ibrahim Bshara'" eft. Dix 10 CFR 35.200 (excit ng generators, xenon.

andradioacti,v I
cardiovascularf,e.a'erosols), limited to

|
*g

| clinical rocedures.g
Except as specificdily provrF ,qtpith]thedtat@ementsi represekense,therwiX?ti t| 4pensee shall I13.
conduct its program in accordancd ations, and I '

I procedures contaffibd in the doclajbnt5, includffig%y? enclosures N

except for minorNhangekin1 th6'm6dicatusgradiation safe'ty pr'311sted below,E 6cedures as provided i
N

unless the statements, repr,aMe6ulat6cy; Cong'issi5h'sNegulations shall governin 10 CFR 35.31.' The Nucid E
N esentationyraiid ocedures'+1n the 1icensee's application N -

/ and correspondence'a're moredrestrit:tiVej,th8rt
' '

d \# y *ug 7 g f
-.egulations,% %

p' Q q |

Applicationdate{,Harch 5,1996;1and$ Q lN A.
~

'

R M.j' @ o\ N

Ee
N B. Letters dated April"1,3 1996 and June'17,1996. sN y+ E

| Y p 4, ,g 4( |
,

Ap i

y ,

N q.

N 5
N

M
N

E

! ,1

| FOR THE U.S. NUCLEAR REGULATORY COMMISSION |
W q

'

W g
N W

JUN 101997 g, g,j, jggw |Date ,

g Nuclear Materials Licensing Branch, Region III |
.

| C0 V i
8.__...................._...._.....-..
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: (FOR LFMS USE)
Q : INFORMATION FROM LTS |BETWEEN: --------------------

License Fee Management Branch, ARM
Q and

.
: Program Code: 02200

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

: Exp. Date: 20010430
: Fee Comments:

O : Decon Fin AssuF RidBT N--
:::::::::::::::::::::::::::::::::::::

LICENSE FEE TRANSMITTAL
O i

A. REGION
|.-

1. APPLICATION ATTACHED d
NQ Applicant /Licensoes CARDIOVASCULAR MEDICINE ASSOCIATES

Received Date 970513 f,
Docket No 3034091 ;J l
Control No. 302668 e

Q License No.: 34-26706-01 N
Action Type: Amendment

?
2. FEE ATTACHED ZZ

Q Ancunt O-- -

Check No.1 .r

3. COMMENTS
O

!!!"" :midE.::::::::
; O B. LICENSE FEE MANAGEMENT BRANCH (Check uhennilestone03isentered/[)

FeeCategoryandAnounts,_k_,.________________,,__,,______________1.

. Q 2. CorrectFeePaid./__pplicationmaybeprocessedfortAmendnent _____t
Renewal

______

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

' O ;3.
~ ~ - " " ~ " - ~ ~

OTHER ____,_____,..,_________________ ____

-
................................

si ned 60!O Da2e
- ---' I M :::::::::::::::::::'

l

, O Log ___ %. _____/ hT_______
Romitter

O J M 0 5 1997 |Tn
No

Fee Categorv . ,,7C._ _ _ _ _ _ _ _ _, _
Type of For. __/g Q __,,____

O one en= wyj&__________

* WW - . . -p
~ ~ ~ ~ ~ ~ ~ " ~ ' ~ ~ ~ ~ ' ~ ~O
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TRILOK C. SH ARMA. M.D., F.A.C.C.

SABINO D. VELLOZE. M.D., F.A.C.C.
M ARC D. SCHRODE. D.O., F.A.C.C.

(216)816-2708

MEDICAL ARTS CENTER IoLD OAK MEDtCAL PAVILloN
7255 otD OAK BLVD., SUITE C-2OO 6681 RIDGE ROAD. SUITE 210

.

MOOLEDURG HEIGHTS. OHIO 44130 PARMA. OHIO 44129

April 28, 1997

U.S. Nuclear Regulatory Commission, Region III
Materials Licensing Section,

801 Warrenville Road
Lisle, IL 60532-4351

RE: License No. 34-26706-01.

| Gentlemen:

Please change the above reference license for our facility to
reflect the addition of Dr. Ibrahim Bshara and Dr. T. C. Sharma as
authorized users. For Dr. Bshara's training and experience, please
refer to NRC license No. 34-26649-01; for Dr. Sharma, please refer
to attached documentation of training and experience.

Authorization is also requested for the addition of radioactive
materials listed in 35.100 and 35.200.

All other conditions of the existing license will remain the same.

Should you have any questions regarding this matter, please feel
free to contact me at 216-816-2708.
Sincerely,

Sabino D. Velloze, M.D.
Radiation Safety Officer

SDVamp

i

JUN 0 51997 RECEIVED
Jun05 8 MAY I 31997

REGION III
[fa ,T-t-17

.WA
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wa. NUCLEAR REGULAVORY COMMISSIONSUPPLEMENT A * a

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. StAA48 OF PROPO8E0 AUTHI)Al2ED Ul!IER OR AADIAfinN SAFETY Of FICER 2. FOR PHYW3AMS. STA TI OR
TERIIPTORY WHERE LKINSED

Trilok C. Sharma, M.D.
O h.io

3. CERTIFIC ATION
|

SPEC 1ALTY 80ARD CATEGORY MONTH AND YEAR CERTIFitO

A - 8 C |

|

i

4. TRAINING RECEIVED IN Basic RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH 08 TRAINING

FifLD OF TRAINING
A

LOCATION AND DAT!!S) 0F TRAINING CLOCK HOURS IN CLOCK HOURS OF
'

8 LECTURE OR SUPERYlSED
LABORATORY ON THE408

f xPERIE NCE

200 Hour Nuclear Physician
100Licensing Course held bya. RADIATION PHYSICS AND

INSMENWlON Associates in Medical Physics,
LLC, (formerly NMA Medical
Physics Consultation) 5284
Transportation Blvd., Cleveland, 1

I

OH 44125, on the following
dates:

-

#
b. MADIATION PROTICTION April 18-27,1997 30

20*
e, MATHEMATICS PtRTAINING TO

iTHE U$t AND ME ASUREMENT
I

0F RAD 10ACTrviTY

20"

d. RADIATION BOLOGY ,

30"

e. MADIOPHARMA CE UTICAL
CHEMISTRY

6. fXPERIt'NCE WITH RADITATION. Mens use omdwootom er rgweAene rep neneet

enmet mn vvso a f <wr wt t nea tww n nm i.vmg Typtnsvar
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SUPPLEMENT B U.S. NUCLEAR REOULATORY COMMIS$10N

PRECEPTOR STATEMENT

_ Supplement B must be completed by the appUcast physician's preceptor,11more than one preceptor Ls necessary to documentr

esportence, obta|n a separate atstement from each.

1. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS KEY TO COLUMN C
FULL N AME . PERSONAL PARTICIPATION SHOULD CONSIST OF:

1. supervised esaminaika er patients to determne the suitatory for

Trilok C. Sharma, M.D. '"'*1,,'*|@**""*'''"'"*"'"'d'"*"""*"'''""'*', e

8TREET ADORESS 2. Caseberation in deee ulibration and actual administratkn of due in the.
patkna inchading saiculetkn er the eadiation does, related musstements
and plotting of data.

3. Adequate perted of trowns to enabk anveislan se manga redinetive
patwies and fenow patknts through diagnosis and/or eewee of
" " " " ' '

CITY STATE ZIP COOE

2. CLINICAL TRAINING ANO EXPtRIENCE OF ADOVE NAMb PHYSICIANf

NUMBER OF
CASES INVOLVINO COMM ENTS

PERSONAL 8mw hh a - w a=y

* * " " * * ' " " " "
ISOTOPE CONOfTIONS DIAGNOSED OR TREATED PARTICIPATION o

A B C

hreid eeen X

Wrold uptah e X

Lueg perfusion seen X

Xenen ventdation ensdy X

Aeregel ventilatha eeen X

Renal flew eeen X

fleam seen X

Liverleeleen seen X

Bone scan X

G astreasoph aqeal ewiy X

Leveen eksnt enidy X

Cvetogram X

.

Dacrye evetsgram X

XCard ee periveenn seen '

'n * 9

Cardlee strees veetriculogram
. s .,

X

Cardlee reet ventekulogeam X

0atitum seen X

e

! |

|
|

!

1

!
|

|
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PROPOSED Pl#90CIAN U$tR

| PRICfPTOR STATtWNT KOM3WUfD)

2. CLlHICAL TRAINING AND EXPERENCE OF A30VE NAWD PW9eCIAN Kmahwed/ f

)
4

. ,
,

NUMER OP
ISOTOPE " CON 0ffr0NS DIAONott0 OR TMAft0 ' - ' CASE $ INVOLVIIs0 ~ COMMENTS - '

PERSONAL (Mafelonel ARrmselos er sonnese pisy he 1 1
* ' " '

PARTICIPATION s N bd4qPfseesonso m sheeeJ '

A B C 0

* 'P 32 TREATMENT OF POLYCYTHEMIA VERA, X {Se4,Ms/ LEUK 8MIA, AND DONE MtTASTAgts iei ;
,. ., - - . 1

P 32 .#f7RACAvffARY TMATMENT . X
(Codemo@

,_ . . . TMATMitf7 08 TNYROC CARCse#0MA X ! ,

a >131 , !
'

TMATMENf 0F WWERTWRotDt9M - X

Ae190 Bf7MACAVffARY TREATMENT - X
,

| Co 00 INTERSTmAL TRE ATMENT X
et

C+197 DNTRAC AVrTARY TRt ATMf ett X

'

>125

k 102.
INTERSTmAL TMATMENT . Xof

s

; Co-80
'

et TELETHERAPY TREATMINT - X

| C+137
'

.,
er-to TREATMfftf OP fYT DrSt Att - - X-

RAD 10PHARMActttflCAL PREPARATION X

- Me-et/ 04NERATOR -

5i

Te00m

$s>113/ OtNERATOR Xa

bwitano;

To 00m Rt A0 TNT Kfts 5

Other ALUMINA TESTING 5

r

9

i

3. DATIS AND TOTAL NUM0tR OF HOUR $ RtCEIVED IN CLIP 48 CAL RADIOfSCTOPE TRA#flNG
LOCATION - DATE5 COCK HOURS OP EXPERitNCE

Associates in Medical Physics, LLC March 14 23,1997 4
*

,

Cleveland, Ohio April 18-27,1997 '
[
!

4. THE TRAINING AND (APERitNCE INDICATED ALOVt 5.PM CIP R*S $40 NATURE |' WAR ORTAWBM UNnFR Tbf GUPfRVI9 ION OP! '

i e. NAMt OF SUPERVtSOR ' Mb
Paul Enriv -- -

r% |
<

T. PRECEPTOR'S NAME sense enn wave =W
b. NAME OP INSTITUTION |

AnnncIntes in Medical Physles. Ltc Paul Early
; s. MAILING ADORtSS

, President )' 52R4 Trananortation Blvd.
<

s. clTY
i_fjgveland. Ohio 44125 '

,

April 27,1997
1

! 9. M AftRIALS LICIN98 NUMNRIS) , 1

1

L 34 26645-01 |

e.-
v

$

$

}' 1

!
,

*
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511 C- THIS CERTIFIES THAT-
} q q@.p: _ - ,y4

.

s .

. ,a i;; Trilok C. Sharma, M.D. ~

>
.

,
.

m,- . , -

1-i.._
" .

i

-% h9 ' "'MHAS SUCCESSFULLY COMPLETED ALL REQUIREMENTS; -

; ?
',y .. x 7 FOR THE: ,

;gg 73
- <

-
-

NUCLEAR PHYSICIANLICENSING COURSE j9f% . ,~

,

_,,, m
gyJ _:;q.,. AND IS HEREBY AWARDED THIS - ~

;

-Qg -i CERTIFICATE OF COMPLETION j
w ~;. .

.

hf? 3 ON THIS Twenty-seventh DAY OF April,1997 |;

m>r . u. o,

Eh LL4l $ Y ;

h '

DIRECTO[OF T3INING i

7. E'd m,j - < .
} -

:: ::> /y
!krs

- 54

,__ m'e;'" #
' %

- . _-_ -- __
_

T" YsdiBrL%bY - ._ _ _ _ _ -
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[' 2500 Menomakh Driva, ckweland. Ohio 44109 1998

i'

i 216 396 4 000

! r_. m dMh

4

!

' Detober 18, 1996

; Nuclear Regulatory Commission
799 Roosevelt Drive

j Glen Ellyn, IL .60137
!

] RE: ~T. C. Sharma, M.D.

2 To whom It May concern
4

This letter is confirmation that T.C. Sharma, M.D. has performed<

; more than 1,000 stress myocardial perfusion studies using thallium
; 201 isotope during the time - period frost July, 1980 through June,

1983 while he served as a fellow in cardiology as well as an1

attending cardiologist at Metronealth Medical center. He gained
:

j clinical- experienee with thallium exercise SPECT imaging
procedures, technetium first pass radionuclide angiography,
equilibriust gated radionuclide ventriculography (MUGA Scan), and

,

myocardial infarct imaging.

During his preceptorship, he had supervised awamination of patientsJ

| to determine suitability of nuclear diagnostic studies, selection
of the proper isotope, recosusendation of the dosage to be used, and'

was trained to safely handle and administer these radioisotopes to

|: patients during his fellowship tenure.
:

His training as a cardiology follow included discussion of the
patient's history, their physical exen, results of their stress EEG
findings, and the interpretation of their nuclear test results with
myself and other members in the Department of Nuclear cardiology in

t him training program to confirm accurate diagnoses, and that
appropriate patient follow-up was also performed.s

! Sincerely,

h& N
, .

Stefan D. Kiron, M.D.
Assistant Professor of Radiology
case wastern menerve University

,

,

e

|
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|
!
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,
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i TRILOK C. SHARM A M.D., F.A.C.C.
SABINO D. VELLOZE. M.D., F.A.C.C. ;

M ARC D. SCHRODE. D.O., F.A.C.C. |

(216)816-2708

j . OLO OAK MEDICAL PAVILloN MEDICAL ARTS CENTER I
7253 oLD OAK BLVD SUfTE C-208 6681 RIDGE ROAD, SUITE 210 |'

M!DOLEBURG HEIGHTS. OHIO 44130 PARMA. oHlo 44120 1

!

-April 28, 1997 '.

;

U.S. Nuclear Regulatory Commission'

Region III,

.801 Warrenville Road
Lisle, IL 60532-4351

Gentlemen

Let this letter serve as documentation that T. C. Sharma, M.D. has4

stayed current in the field of nuclear medicine by the following:
1. Since 1989, Dr. Sharma, a working cardiologist, has

participated in the review of nuclear medicine studies that he !

has ordered at Southwest General Health Center in Middleburg j
'

Hts., OH. Dr. Sharma orders approximately 200 nuclear 1

medicine studies per year at this hospital. !

2. During 1995, Dr. Sharma participated in the interpretation of
nuclear cardiology procedures while associated with a mobile
nuclear service. During this association, Dr. Sharma
participr.ted in approximately 100 nuclear cardiology
procedures. )

3. Since we have begun operations at Cardiovascular Medicine
jAssociates, Inc., Dr. Sharma has participated, under my j

supervision, in all aspects of the nuclear medicine !
laboratory.

l'

\

If there are any questions regarding this information, please
contact me at 216-816-2708.

Sincere y,
;

%*

- no D. one, M.D.,

Radiation Safety Officer

SDV mp ,

1

|

,w -- - .
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[M ATERIALS LICENSE
-

* *

SUPPt.EMENT ARY SHEET 030-33840

g Amendment No. 01 ...___ _... .
y

-

... p

h
,

4
| C_0NDITIONS ff20545

Licensed material shall be used only at the licensee's facilitie's located atCenter Ridge Road, Suite 110, Rocky River, Ohio and 20525 Center Ridge Road, Suite
y

s |
10' )

d
4 148, Rocky River, Ohio.

>..

g,( Ibrahim Bshara, M.D. is. Radiation Safety Officer:11

Licensed material listed in Item 6 above is only authorized for use by, or under thef d

supervision of, the following individuals for the materials and uses indicate :
g

$ 12. r.

f5
4 Material and Use

For material listed in 10 CFR 35.100, 35.200 (excluding fAuthorized Users |

g
4

lbrah u Bsbara, M.D. xenon-133), lodine-131 for treatment of hyperthyroidism andI
cardiac dysfunction and . strontium-89 for treatment of |1 '#

i palliative bone metastases.j /
Except as specifically provided otherwise in this. license, the licensee shallf| 13. cor, duct its program in accordance' with the statements, representations, and

,

procedures contained in the docyments, .includingt any enclosures, listed below,except for minor changes in, the me' dical use radiation safety procedures as provided
W

$j The Nuclear Regd. at)ry Ccanission's regulations shall governT
unless the statements, representatt'cas, land; procedures in the licgnsee's applicationgin 10 CFR 35.31.

3

s and correspondence are more Festrici.ive.than the regulations.
g

A. Letters dated April 17, 1995 and M'ay 18, 1995'(excluding the Quality Managementk
gj

Program). l'
4 p
i

B. Application dated April 17, 1996.
,

.
d

4 f
E Fi

W

1

%< >f.
>

4 y<
. '

A . - - i
y
1
4 FOR THE U.S. NUCLEAR REGULATORY COMMISSION
4
4

4 -is k'

5

Date 6 96; ( ghwg -

kNuclear Materials Licensing'' Branch, Region Ill/ Nj )
,|,,b[

.
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[ ,' l*y ibe twen ee, a INcnte n heretiy inued autbon/ing the INenice to recen c. acquire potxcu. and transfer byprodoci. source, and speti:il ,ta(for
g,

deliver or transfer ut(h material tii ;

enasesini de.ignated belnis: to une such material for the purptac61 and at the place (n) denignated below:lo -
*

per*om aisthort/cd to recelve it in accof dance whti the regulation * of the applienble Part(s). This license shall be deemed to contnin itse (nndition3
ga

l l ti nnel nrders ni the y
specefhrd in Settinn lit 3 of the Atomic Encr;y Act of 1954, as amended, and in subject to all applicable ru et regu a ons."

3

Nuclear Regulatory Contminion now or hescafter in effe(t .end to any conditions specified below. dom 66 f \
i
'
) __

Lkensee in accordance with application dated 5
|ii ' e

April 1*T 1996 I,
3. License Number 34-26649-01 is amended in ja i- Premier Physicians Centers its entirety as follows:j

f
ht.

?' ,

20525 Center Ridge Road, Suite 148 4. Expiration ome ;~

I A,,,29, 7poo_ , , , _ ,
-

) Rocky River, OH 44116 5. Docket or
a, Reference No. n1n 11840 g. . . . . .

7. Chemical and/or Phy3ical 8. Maximum Amnont that I.icensee ;
&

5 6. Byproduct. Source, and/of May,Pov.c.s at Any One Time 2

h}
Fonn

i Special Noelcar Material . Under (fils 1.icense
c

. y'

*

A.' As needed $'
:

A. Any -

h A. Any byprodJct
"

# material identified radiopharmaceutical
3

k in 10 CFR 35.100 identified in 10 CFR ,

3
35.100

k.
.

B. As needed .i
E. B. Any byproduct 8. Any

E

) material identified radiopharmaceutical ,
4identified in 10 CFR) in 10 CFR 35.200 635.200 (excluding
ij3 xenon-133)
!3 C. 1 curie

k. C. Iodine-131 C . Any 1,.

D. As needed' 'il.

4

!h D. Strontium-89 0. Any
sf

!a ;
|i, 5

~
,

!E
~

' t
!s 9. Authorized Use: E

!!' ( -

13 A. Medical use described in 10 CFR 35.100. 6'

|9- Medical use described in 10 CFR 35.200 (excluding xenon-133). .(
, y

a B. "

' ( :)
3 C. For treatment of hyperthyroidism and cardiac dysfunction. s

g'a

i 0. For treatment of palliative bone metastases, g
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5-/f-f7DATE:

>

CORRESPONDENCE CLARIFICATION SHEET
<

REVIEWER: "BJ HOLT- h M 60M~

l

: LICENSEE: M M MA
LICENSE NUMBER: 3Y-~N 90$-b/

The following correspondence has been received from the above licensee and it
is not clear what action (s) is(are)~ required: Please review this

- corresmndence and indicate which of the following applies, and please return
to Deb)ie Hersey, as soon as possible.

Additional Information to Control No. .

Process in as a new action, additional information, and no fee required.
*

Process as new licensing action. Review has already been started on
Control No. and this information cannot be
combined with current in-house action.

Can be combined with Control No. . Review has not started.,

C

i Appears to be information for the license file - file it.
; _

Licensee is adding Nuclear Pharmacists.
*

Amendment is necessary . Amendment is not necessary .

(Information for license file),
..

_

A icensee is adding authorized users. -

'

'A check is included No check is included .

Amendment is necessary Amendment is not necessary. .

(This is a Notification)
Process in as a new licensing action:

A. Amendment
B. Renewal
C. New License Application

Other:
_.

Thank You For Your Help!!! 10/16/96

, _ _ . , .__ _ . _ _ _ - --
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Sabino D. Velloze, M.D.
Radiation Safety Officer
Cardiovascular Medicine Associates.
7255 Old Oak Boulevard, Suite C-208
Middleburg Heights, OH 44130

1

Dear Dr. Velloze:

Enclosed is Amendment No. 02 to your NRC Material License No. 34-26706-01 in
.accordance with your request.

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

1

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 rnust 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, " Standards 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 permanently
discontinues performance of duties under the license or has a name change;
or

b. When the mailing address listed on the license changes. (No fee is required
if the location 'of byproduct material remains the same.)

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

>

-.
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S. Velloze -2-
,

:

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;
.

c. Change Radiation Safety Officers;<

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

4

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 .

I 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 licensed material has never been possessed or used. ;

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 certifying official rather than a consultant.
1 n

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 i
;General Statement of Policy and Procedure for NRC Enforcement Actions. Since serious

consequences to employees and the public can result from failure to comply with NRC

,

t

i

e

$

'
,

h
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S. Velloze -3-

,

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.

Sincerely,

Original Signed By
Deborah A. Piskura
Nuclear Materials Licensing Branch

License No.: 34-26~/06-01
Docket No.: 030 34091

Enclosure: Amendmert No. 02

;

)

i

1

J

'!

DOCUMENT NAME: M:\03034091.CL7
. 73 veceive a copy of this document, indicate in the boa: "C* - Copy wrthotre attachment / enclosure "E* = Copy with attachment / enclosure "N* = No copy

OFFICE DNMS/ Rill Ajp |
NAME DAPiskura:brt''
DATE 06//0 /97

OFFICIAL RECORD COPY
-

. , , - . . - . -- _ . - . . . - __ _. _ . --- _ _
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I ' p ac h Oo UMTED STATES'

~/ q'9; NUCLEAR RESULATORY COMMISSION
--[ S REciON m
U j ' 801 WARRENVillE ROAD
%, /' USLE. ILUNOfS 60632-4351 )

***** May 30, 1997

'Sabino D. Velloze. H.D. |
Radiation Safety Officer

i
Cardiovascular Medicine Associates i

7255 Old Oak Boulevard, Suite C-208 i

Middleburg Heights OH 44130 i

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated 04/28/97)- |

|

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 j

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. New and amendment actions are normally processed within 90 days, unless we
find major deficiencies, or policy issues requiring central program office
assistance.

2. Renewal actions are normally processed within 180 days, however, under
timely filing (before expiration), you may continue to operate under your I

existing license. I

3. Termination actions are. normally processed within 90 days. unless
confirmatory surveys following decontamination / decommissioning activities
are involved.

A copy of your corresaondence has been forwarded to our Licensing Fee and
Debt Collection 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 Licensing Branch at (630)
829-9887. We will try to complete your request as soon as practicable. j
Any correspondence about this request should reference the control number. :

1

Nuclear Materials _ Support Branch

' Mail Control No. 302668
License No. 34-26706-01

i

k.
'


