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) (FOR LFMS USE)
BETWEEN: INFORMATION FROM LTS: a

o --------------------
:

License Fee Management Eranch, ARM : Program Code
) and : Status Code: 3_____Regional Licensing Sections Fee Category:

Exp. Date: 0 _____________________
: Fee Comments: 7 ^

Decon Fin AssuF~Re:::::::::::::::::::::qBT -
stiT::::::::::rv

~O/
LICENSE FEE TRANSMITTAL

/,/ -

>

A. REGION &/ )# >

1. APPLICATION ATTACHEG /Applicant / Licensees b4AT AND PADIVAL, MD'S, INCv' Mh ',/

Received Date 9E0423 /

.-Q U
-

LDocket No 3034731Control No.: 3 858 __

License No.: 3 3 2437'OI
-

Action Type N Licensee 'n
iJ

2. FEE ATTACHED

_ $_ q. O b/Amount:
Check No. _Q[

3. COMMENTS
-

Si ned
Dage c< ->

::::::::g*y7.gy:::
B. LICENSE FEE MANAGEMENT BRANCH (Check when ni estone 03 is entered /j )
1. Fee Category and Anount: ________________!j _h_________________
2. Correct Fee Paid. Application nay be processed fort

Amendment
Reneual _____]_________

_____ _______

License ____ y_________

3. OTHER __________________________________
................... . ... . ...

o1 ::::: tL@::::::::::::::::::::
tog- ._d/.AJ $- ZU-------

nommer ___ Mh
----

Check No._M --

Amount ___f/3, A -- L---. , ,

Foo Category __ ___--_----

YAY 1 4 W Type of Foo _ ___
Date Oheck Roc'd .d~_-- _---___ --

Date Completed 1/I__- ----
By: j_4_ _ _ _ ' ---- ---- -- - -

__ .
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esRC 608tM 313
<t4M U t NUcLt AR REGut ATOAV COMw$860Ns * *

9. 3s ea.0. 32. 33.
90 CFA 3 , ' APPROVED DV OMB

APPLICATION FOR MATERIAL LICENSE 3164013040
s P..a 36 0

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION Gu OE FOR DETAILED 6 INSTRUCTIONS FOR COMPLETING APPLICATION. SENDTWO COPfES
OF THE ENTIRE CO80PLETEQ APPLICATION TO THE NRC OFFICE $PECIFIED BELOW.

APPLICAT108e8 POR DeSTRIOUTIOes DF fMEMPT PRODUCTS PILE APPLICAfl08t# WITM: if YOU Apt LOCATED IN

U.S. NUCLE AR REOULATORY COMMnsiON
Da VISION 08 INDUSTRI AL AND MEDICAL NVCLE AM $AP f TY, NMS$ IL LINOls. iNDI ANA. lOAA. MICHICAN. MINNESOT A, MISSOURI. DMio, OR

n'9CONSiN, SEND APPLICATIONS 8 70.thA$NiasGTDN. DC 30066 ,

ALL OTHER P9400seg PILS APPLICATIOess A4 70LLOWS. IF 700 ARE U s NUCLEAR REGULATORY CoeMtS5 TON. PtG60N iet
LOCAftpIN MATimeALS LICEN8ihG SECTION

T39 ROQ8 EVE 67 ROAD,
'

COesss4CTeCUT, DSLAWARE. D#eTR4CT OF COLuutiA. MAisef MARYLA8so,
aAAGSACMUSgTTs aggW MAadPGMtRE,8 SEW JERSf Y. Gatw YORN. PENNSYLVANIA.
Ase005 teLAND. OR VSma40NT, SEND APPLICAT#08e8 70. ARE ANSA 8 COLO R ADO, lDAmeo. u ANSAs. Louislassa. MONTANA, NESR A&K A,

seen assxaCO,9sORTM DAKOT A. OKLAMonsA,60UTM DAKOT A TEXAS. UTAN.
U $ NUCLEAR REOULATORY COMMet&l0N RE0!ON I
NUCLEAR MATERIALS SAFETT 65CTION S
475 ALLINDAL6 ROAD u s NUCLE AR pf GULATOstf COMMiss'CN. R$GION IV
KING Os1 PROS $6A, PA 19406 MATERIAL RADIATION PROTECTION 8tCTION

611 RYAN PLAZA drive.8UlTE 1000
Aa Amanda, PLORIDA. 480ReiA. K8NTUCNY, M4484884 ppt, NORTM CAROLINA.

| PUS 70 R6CO. GOUTM CAROLiesA. 7tNesE8888. VinalNAA VIRecal ISLANOS, OR
'

WEST VIRe#N4A,84ts0 APPuCATioses to ALASKA. AR120alA, CALIFORNIA. MAwall. NEVADA, OR400N, WAsMlas0 TON.
Asep U.S. TERRITORIES AND P000ttloses in THe Pacepic, gE8sD APPLICATIONS
70;U.S. NUCL&AR REGULATORY COMM4Ss04, PE0!ON k

esuCEAR MATGRIAlt $AFETY SOCTION
131 aAARWTTA 3TR3(T. $UITE 230 y g. pguCLEAR NEGULATOPY COMWittiON. RfC:0N y
ATLANTA GA M NUCLEAR MATER 6 ALE SAFETY SECTION

1e0 Mamie LANS, sutTE 310
WALNUT CRESE, CA tem 6

PER00ses LOCAfte see AORegesesst gTATes sesso APPLeCAfsoses To TMs U s NUCLEAR Re8ULATORY COneMemiOas casLY a8 TMtY wa8M 70 Posetes Aeso 066 LtCasseto e4ATERIALspl STATM MAJECT TO U.S. souCLEAR ReeULATosiv oonsasameces JURteDeCTION.

1. TMit 18 AN APPLICATION FOR ICaera amornedese saril 2. NAME AND MAILING ACDRES8 07 AP*LICANT finclueleEd Casef

( A.i.ew uceNse M k w / b ,e/ tiok I"*.

C. AMENDeWENT TO LICENSE NUMBER b UI.
M8b N. M C2'~

C. AsNaw4L o* LICsNas NUMeER
_

3. d.DDRE80tS$1 wMcRE LICEastED MATgRiAL wiLL se usED OR PossESStD.

f M k

4. NJ.Ast 09 P9R$0N TO pt CONTACTtD Atuuf TMis A* PLICATION TELgPMQN& NUMgERWk Ans.se G:n nu.+I %.r V trHnan
$U;MIT ITends 6 THROUOM 11 ON O'4 a W* PAPGR. TM6 TYPE AND SCOPE OF INFORMATION TO ef PRovtDED IS OttCRietD IN THE LICENSE APPLICA110N OuiDt.

5. MADt0 ACTIVE MAf TRIAL
a tiement and mass nummer, e ehemicas endiar anymsi fem end c msnm m amou e 6= PVRPOSEt$l 80R WHICM LICENSED MATERIAL W'LL SE USED.n
eta 6sh emit he poessness et eat este t@e

T.INDVDUAL 9 18LE FOR RADIATION SAFETY PROGRAM AND TMEIR
S TR41*dtNQ FOR INDIVIDUALS WORKING IN OR FPt0 VENTING REstRICTto AREAS

9 FActLITi$$ AN0 00UtPMENT, 10. RADIATION SA86Tv PR3 GRAM.

12. LIC6NSEE F5 68 ($se td CFR t/0 eas esefsea l10 Js,
R WA$TE MAAIAG8MENL pgggayggony h Njk 60 $ kN
13. CERTIFICATION. Abaessapeemissessey apPlasesti TM5 APPLsCANT UNDER6Ts.NDS TMAT ALL STATEMtNT8 AND RtPriESENT ATIONS MADS IN THit APP 6| CATION Amt|

( 9tN0 led 0 UPON TMS APPLICANT,

[ TM6 APPLICANT AND ANY OFFICIAL 8x4CUTtNG TMis CERTIFICATE 0N ON BEHALF OF THE APPLICANT, NAMED IN ITEM 3.CERTipf 7 HAT TMiB APPLICAfl0N tt
:

PROPARAD ele COMPORMITY wtTM TITLE 10. CODE OF PEDERAL RIOULATIONS. PARTS 30,32,33,34 38. AND 40 AND THAT ALL INFORMATION CONTAINED h(R$1N,
| t$ TR ND CORRECT TO THE Set? OF THEIR 16ssOWL80Ge ANb setetF.
I trA to u 8.C. SECTION 1901 ACT OF JUNE 36.1948.63 FTAT. 740 MAEES tT A CRIMINAL OFFewst to MAgg A weLLFULLY P ALSE STATEMEpit OR bfPRESENTATioN
! TO ARTassefT OR AGENCY OF,THE UNITED STAT ($ AS TO ANY MATTER W TMIN ITS JURISDICTION.

s%NatiiRe mRT evmo o*Pn;ep v ernomnTto NaMa
gri Le paTa

M i / %p&Qee Trn wgg
v- * y POR NRC USE ONLY _ _ _ m,. .

TyPg of pes PSE LOG FS6 CAftOORY ConsMENTE K Qg}yLy

AMOuesT FisCtivt0 CMeCei NUM88R

R EG mN III
g,ppqgygg gy -~

7E- ' ' ~ ~ -

k 4 .oIh
EgT# MATE D BustDf N PtR Rf 8PONat 70 COM*Lv wiTM TMi$ INFORMATiON C06LICT40m R50UEST t 'T.5 sts

'

PoewARD Con 0MENTS R80 ARDiesG DUROEN ESilWATE TO THE RECORD $ AND R$ PORTS MANAGOMEN}iOR ANC((P 430l. Q,S. OdVCLE ARNEC PORad 31)($451
T

RtGULAfORv ConsMissaON. WASHINGTON. DC 3908. AND TO TMf CPFICE 09 INFORMATiON AND REGVLATORY AF F AtRs,OFFlCE OF
heANAGSMANT AND SUDGET, WASMINGTDN. DC 20603,

303EK .
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BHAT & PADiyAL MD'S,INC.
275 CLINE AVENUE

MANSFIELD, OHIO 44907
PHONE (419) 756-2177

P. PADIVAL, M.D. F.A.C.C. P. B. BHAT, M.D.
BOARD CERTIFIED CARDIOLOGY GENERAL SURGERY
AND INTERNAL MEDICINE

M. KATAPADI, M.D.
IMTERNAL MEDICINE /
PRIMARY CARE

arch 25, 1998

U.S.N.R.C. Region III
Materials Licensing Section
801 Warrenville Road
Lisle, Illinois 60532

RE: (License New Application)

To Whan It May Concern:

Enclosed please find a complete license application for the use of
radioactive materials at ou 277 Cline Avenue location in Mansfield,
Ohio 44907. We have also included the application fee of $1800.00
to cover the cost.

Our radiation safety progran was modeled after Regulatory Guide 10.8, Rev 2.
In addition, we do not plan on utilizing I-131 in amant greater than 30 uCi
at this location and therefore a Quality Management Program is not
required.

Should you have any questions regarding this application, feel free to
contact me directly.

S rely,

$J

stration

i

I
(

APR 2 31||18

i
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Bhat and Padival MD.'s, Inc.
277 Cline Avenue

Mansfield, Ohio 44907

Phone: 419-756-9420

NRC FORM 313

Item 5 and 6 Radioactive Material and Purpose for Which
Licensed Material Will Be Used

Byproduct Material Amount Purpose

5b. Material in 35.100 As Needed 6b. Medical Use
Sc. Material in 35.200 As Needed 6c. Medical Use

Item 7 Individual Responsible for Radiation Safety Program and
Their Training and Experience.

| The RSO for this facility is P. Suresh, MD. For training and
| experience refer to prior NRC License Application for Richland

Cardiology Internal Medicine. A copy of this license is
included.

Item 8 Training for Individuals Working in or Frequenting
Restricted Areas.

We will establish and implement the Model Training Program that
was published in Appendix A to Regulatory Guide 10.8,Rev.2.

!
' Ancillary personnel, e.g., nursing, clerical, or housekeeping,

whose duties may require them to work in the vicinity of
radioactive materials would be informed about radiation hazards

| and propriate precautions to be taken.
|

| Item 9.1 Facility and Equipment
!

Refer to the attached room diagram.

|

_ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ . - -
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Equipment: Camera - Siemens Orbiter with Icon Computer

Dose Calibrator - CRC 15R or equivalent

Survey Meter - Ludlum 14C or equivalent

I

Well System - Caprac or equivalent |
t

Item 9.2 Survey Meter Calibra, tion

Survey Meters will be calibrated in accordance any NRC or
Agreement State approved vendor for the calibration of survey
instruments.

1

Item 9.3 Dose Calibrator Calibration

We will establish and implement the Model Procedure for
calibrating our Dose Calibrator that was published in Appendix C
to Regulatory Guide 10.8, Rev.2. The accuracy, constancy and
activity linearity evaluations will be corrected if levels exceed
+/-10%.

Item 9.4 Personnel Monitoring Program

We will establish and implement the Model Personnel External
Exposure Monitoring Program published in Appendix D to Regulatory
Guide 10.8., Rev.2.

1

Item 9.5 Imaging Equipment 1

N/A

4
Item 10.1 Radiation Safety Program

We will issue the (Model Radiation Safety Committee Charter) and
Radiation Safety Officer Delegation of Authority that was
published in Appendix F to Regulatory Guide 10.8, Rev.2.

Item 10.2 AIARA

We will establish and implement the Model ALARA Program that was
| published in Appendix G to Regulatory Guide 10.8, Rev. 2.
|

Item 10.3 Leak Testing

We will establish and implement the Model Program for leak
testing sealed sources that are greater than 100 uCi in strength

!
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that was published in Appendix H to Regulatory Guide 10.8, Rev.
2. We will may also send these wipe tests for analysis to an NRC
or Agreement State license that has been approved for wipe
testing analysis.

Item 10.4 Safe Use of Pharmaceuticals

We will establish and implement the Model Safety Rules published
in Appendix I to Regulatory Guide 10.8, Rev. 2.

Item 10.5 Spill Procedures

We will establish and implement the Model Spill Procedures
published in Appendix J to Regulatory Guide 10.8, Rev. 2.

Item 10.6 Ordering and Receiving

We will establish and implement the Model Guidance for Ordering
and Receiving Radioactive Material that was published in Appendix
K to Regulatory Guide 10.8, Rev 2.

Item 10.7 Opening Packages

We will establish and implement the Model Procedure for Opening
Packages that was published in Appendix L to Regulatory Guide
10.8, Rev 2. In addition, we will comply with 10 CFR Part 20 in
opening packages containing radioactive materials.

Item 10.8 Unit Dose Records

We will establish and implement the Model Procedure for Unit
Dosage Record System that was published in Appendix M.1 to
Regulatory Guide 10.8, Rev. 2.

Item 10.9 Multi-dose Vial Records

We will establish and implement the Model Procedure for a
Multidose Vial Record System that was published in Appendix M.2
to Regulatory Guide 10.8, Rev. 2.

Item 10.10 Molybdenum Concentration Records

We will establish and implement the Model Procedure for Measuring
and Recording Molybdenum Concentration that was published in
Appendix M.3 to Regulatory Guide 10.8, Rev. 2.

1

Item 10.11 Procedure for Keeping Inventory of Implant Sources

N/A

|
t

)
._-____ _ ______ ______ _____________ O_
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Item 10.12 Area Survey Records

We will establish and implement the Model Procedure for Area
Surveys that was published in Appendix N to Regulatory Guide
10.8, Rev. 2. The Table N-1 will be used for action levels for
both restricted and unrestricted areas. The action levels for
area. surveys will be 2 MR per hour for restricted areas and .05
MR per hour for unrestricted areas.

Item 10.13.1 Procedure for Calculations Worker Dose from Noble
Gases

N/A

Item 10.13.2

N/A

Item 10.13.3 I

N/A
l

Item 10.13.4 i

N/A

Item 10.14 Radiopharmaceutical Therapy

N/A

Item 10.15 Procedure For Radiation Safety During Implant
Therapy

I

N/A

Item 11.1 Waste Management i

We will establish and implement the General Guidance and Model {
! Procedures for Waste Disposal that was published in Appendix R to '

Regulatory Guide 10.8, Rev.2.
!

I

l
'

,

i

I
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BUAT AND Padival MD's. Inc.
277 Cline Avenue
Mansfield, Ohio 44907

6

Computer

Lockable

Door

==mmmmmmmmmmmmmmmme

Lockable

Door

Siemens Orbiter
6

3

1

O
NOTE: NOT DRMVN TO SCALE

1. Dose Calibrator
2. Standard "L" Shield for Dose prop.
3. Isotope receipt area

4, Sink

5. Hallway
6. Outside ,

1

Room Size 21 feet x 13 feet
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U.s. NUCt. EAR REDU TORY COMMISS80N "^ "
Amendment No. 07

| . MATERIALS UCENSE
'

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

Code of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 39,40 and 70, and in reliance on statements and representations heretofore
j
h

made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer bypmduct, source, and special!
nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliver or tnnsfer such material

!

!
'

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 Energy Act of 1954, rs amended, and is subject to all applicable rules, regulations and orders of the Nuclev
g Regulatory Commission row or hereafter in effect and to any conditions specified below.

6
I i* * " * *

In accordance with letter dated
September 16, 1994. ''

t. International Integrated Electro 3. ucense number 34-25951-01 is amended i;iMedical Systems, Inc. its entirety to read as follows: y

2. 390 Marion Avenue |

!
, --

Mansfield, OH 44907 | 6 1. 'ExdIhtion date February 28, 1999
|N .- \ . 5. Docket or %fj + , . . . Reference No. >030-30723 ..

|) G. Byproduct, source, and/or % 7. Chemical and/or physical -8. Maximum amount that licensee |
>

5 special nuclear material form
'

|
.may possess at any one time

{
'

under this licensej y,

li.' ; A. Any byproduct
. A. Any .y, A... As needed i1I s material identif,1,ed y 'radiopji'a~rmac.e'ut al (J I

i '" 2"'a 35 2% y Mrjd 3h;
~

o I
B. Any byproduct h (0 / B. s needed! material identi(j)d

hp% .' fde;i5#h'ap|k,1610 CFR(?[-
ra,d utilcal/#v

| in 10 CFR 35.200
s

nf.fffied-,

j % i
'~' ~

35.200 (excluding # '
j g generators and
a j

Xenon-133) Ii?

.:, ) - < '

j e M i

v
9. Authorized Use: / \i, 4%d . , sjA. Medical use described in 10 CFR '35.YO'd.T Y

'

!
i B.,1 Medical use described in 10 CFR 35.200 (excluding generators and Xenon-133).$

.

i

: ; CONDITIONS7
1

i i 10. Location of Use: 390 Marion Avenue, Mansfield, Ohio. Ii I

| 11. :g -Radiation Safety Officer: Pammal Suresh, M
_ . _ _ . .-

2 .

'

I
i 12. Authorized User:*

I
'

E Pammal Suresh, M.D., for material in 35.100 and 35.200 for cardiovascular clinical
| procedures.,

L! CO " 6.
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34-25951-01 '

-

MATERIALS LICENSE
- .

I *

SUPPLEMENTARY SHEET ~
; 030-30723
|

'

|
Amendment No. 07I

I

I
.

i
~ '

s 13. The licensee shall not vacate or release any location of use whose address is
'| identified in Condition Number 10. for unrestricted use, without first submitting a

.

close-out survey to the NRC to review. e

14. This license is. based on the licensee's statements and representations listed below: i

{
| A. Application dated August 1993 (excluding reference to QMP); and !
N '

N B. l.e+.ters dated September 16, 1994
. .. ,

and Nov. ber 7, 1994.em,s !
n' t .__ ~-

'q i

is, ! '

a !

3
)
m

|'.c

|,/,

j ,, -
. --, .

.. | ?' 'r;h, h:wNhfk* Y 'p.

. .| ! t i, t E. w .] [.#.#$ c' i
'-*

4 4 0c % h|:~T je..'S
ijnitTf ' ~' '

%fo}
. ;: ;; *

!.! i. 't. tis f.

s -
.j il

21 R

$
i

!N |a R

t. .y i
.

|j ,.; . -

3
?'d
M;
i'M

:;4 I

H
'

jj, i
FOR THE U.S. NUCLEAR REGULATORY COMMISSION

|is | '

%

M ,

i) ! 'M j,gg jDate NOV 2 31994 g,y
j Matfials LMensing Section, Region III I
rej

l4
4 1

-

1

4,
.

L . Co "
|.
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NRC FORM 577 U.S. NUCLEAR REGULATORY COMMISSION
(1 1998)

LICENSE FEE AND DE%T COLLECTION BRANCH
DIVIS:ON OF ACCOUNTING AND FINANCE

LICENSE FEE REQUIREMENTS OFFICE OF THE CONTROLLER
U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555-0001

TYPE OF ACTION

Q NEWLICENSE

[] RENEWAL OF LICENSE
I) HAT AND PADIVAL, M.D.'S,INC.

O AMENDMENTTO LICENSE277 CLINE AVENUE
MANSFIELD, Oil 44907 REQUESTED D4TE

~ ~ ^ ~ ~

04/15/1998
[ICENSE NOMBElf ~ ~~~

~ ~ ^ ~

CONTROL NUMBER
~~

303858
L APPLICATION FEE DUE IL FEE NOT REQUIRED

Your request for a licensing action is subject to the fee (s) in the Check Enclosed is your check which-

category (ies) noted below in accordance with Section 170.31 of 10 CFR C ___ Number accompanied your request. TheP rt 170. Payment of the fee is required prior to the issuance of the fee is not required because:hconse, renewal, or amendment.

fay e t o he fee " "
2.. Q. APPLICATION ! RENEWAL i ~AMENDstENT~ [~~] ~ -__ .1,800.00 I s- ~~is'

~
mber

' 'N
-

- - _f - ---_II~ I'$ Date of The Licensing staff has informedS
f [-] Request us that your request is to be;5 --~i5 }$ considered as a continuation of

--]g_ ._ _ __ . ._ J .g ..
_._ _

nt[o the request hstod.
_.

|3
_ _ _ __.

- _ . . - . - - - _ . . . - - . .. - . -

b _ _____ Date of
Your request was combined, prior

_ _LI_._______._ [, _, _ _____ d'
_

Request to rev' r;, with the request listed.e
I8 1 __ - ,] $ Control

5

!$ 3 j$ Number5

i8 |$ !$

llL CHECK RETURNED

FEE (s) DUE g 1,800.00
q Check Enclosed is your check which was-

PAYMENT RECEIVED F 1A00.00 L_. __ ___ Num w mu W M n h h bank &
AMOUNT DUE [3 _ _ [_ . g400.

INSUFFICIENT FUNDS

L-] fee.Your request was received without the prescribed application ["l ACCOUNT CLOSEDE

y"2~Edoeived your chdk'Iisted below[Paymeniof the additional ~
r] OTHER~

~ 300.00~ ~ ~ Check Number
fee noted above is required. Mall THE REPLACEMENT CHECK TO THE ADDRESS LISTED AT THE20441

TOP OF THIS FORM AND REFERENCE THE ABOVE CONTROLl Amount NUMBER.$

You'r req'u t w liincriase the 5 cope of your licehse
~

D Therefore, your request is subject to the application ee s) noted - - - - - -IV. LICENSE ISSUED WITHOUT THE REQUIRED FEE
ram.

c-------- - - - - - - - - -

hicense The lis' ted license was issuedabove. Refer to Section 170.31 and Footnote 1(d)(2). [~'
_ _ . _ . ,J umber

~

lr~e -
~

without the required fee being
l

Y5ur~heensTe~ fore,d pnot kithe receipt 5f your a'phIicaiion foF~ - - -
hhent? oted in ect o 1 of t forrn

i o renewal. There your request is subject to the apphcstion fee (s)
noted above. Refer to Section 170.31 and Footnote 1(a). gt*

. . _ - _ - . . _ - . .
ued

MAKE PAiMENT OF THE FEErS) TO Tile UIS NUCLEAR
' ~ ~ ~ ~

-TThe shope of your hcen"seOrog5m w~as increased.' Therefore, your
~ ~ ~ ~ ~

REGULATORY COMMISSION AND MAIL THE PAYMENT TO THE !a
~

request is subject to the application fee (s) noted in Section 1 of this
ADDRESS LISTED AT THE TOP OF THIS FORM IF WE DO NOT form. Refer to Section 170.31 and Footnote 1(d)(2).RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE LISTED BELOW, WE SHALL ASSUME THAT YOU DO NOT -- -- - - - - - -

WISH TO PURSUE YOUR APPLICATION AND WILL VOID THIS f - Because of the urgency of your request, the hcense was issued- - - - - -
ACTION. i .. without remittance of the presenbed fee noted in Section 1 of this

form.

SIGNATURE-UCENSE FEE ANALYST LFD ! LFDCD %"MyAg y DATE

f7 Pend' Cyf

SHIRLEY CRUTCHFIELD b~ f/29 3 - --- ---] cc(

NRC FORM 677 (11998) PRINTED oN RECYCLEo PAPER his forrn wad desdned using informs

w______-________________________ _



.____-__--__._______,__-.__.__--_____..-_.-.-_-___.___-z_-_,,_..._ __--__-.._-__;-____.___-_.__._-_.____.._.--_____.-__.__--__,__._.__--..__-.,-___,-.--_....-_._--

'

i
, , , , . . . ~ .

, - - - '|
} j

.'
',

'- - !; i

Im
i) g t-

1

%y,D I
l'

i i hhh! |
9n- 1

;
1
'

E j5' -

; g Em i'

8 o" L"
E !

,

-

t.

i
' ' .j

.k-
1

!;

:

E "R -[ !
!

,

i I h f 1P i
!

, f'$ $ f f

pue !.

f
1ra w

ii e t g. S
!

[ h, r' $.
U

.

qd
! ,~. I

_

c $,
"Q$ali i~.: ,.

*

+ . I=
gy i

~

4 - % n .
- I -

E E" .
4'M
Si j [' ,_

i j_..

Utl/ ili,

o
( l i's coa

'

4;i;
\ c;3 [ h. <.

,%t )i
4

I

| . .T. . . :: *

j,, i,;: i. ,

\.
t.

l

l-
|
t_



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

'
t

, FAX TRANSMITTAL
| - --

Tc:hhh From:[kh
i Fax # $0 f/7 Q 3f Number of pages: h

k UNITED STATES
NUCLEAR REGULATORY COMMISSIONNg4 ( REGION lli

W 'f)[F;i 801 WARRENVILLE ROAD

dg , LISLE, ILLINOIS 6057' 4351
630-829-9841 (phone). 630-515-1259 (fax)

CONVER8ATION RECORD |tiue loArr;

ft05yan yQ7 7/8/98

NAME OF PERSON (S) CONTACTED ORGANIZATION TELEPHONE NO.

Charles Glomuso, consultant for Bhat and Padival, M D.'s Inc. 1-888-934-1871

bks h#% M- hM d
Qro_e No.:

Pendin
l No.: 303858 g[ ,

EUMMARY

We have reviewed your application dated April 15,1998, and your letter dated March 25,1998,
requesting a new license and find that we will need additionalinformation as follows:

1. You are requesting authorization for materials identified in 1G CFR 35.200, which includes
the use of sodium iodide iodine- 125 in quantities exceeding 30 uCi.

10 CFR 35.32(a) states, in part, that a licensee must establish and maintain a written
<

Quality Management (QM) program for all 10 CFR Part 35 uses applicable to their program.
{
l
1

Please submit a QM program as required by 10 CFR 35.32(a). In lieu of submitting a QM i
program, if your use of 10 CFR 35.200 materials will not include sodium iodide iodine-125
in quantities exceeding 30 microcuries (uCi), you may submit a " negative declaration"
confirming this use is not a part of your licensed material program.

Confirm in your " negative declaration" that you will submit a OM program prior to initiating
future use of sodium iodide iodine-125 or iodine-131 in quantities exceeding 30 uCi.

Please submit your QM program or " negative declaration" in ' separate correspondencea
from your response to other items in this letter.

2. Your application dated April 15,1998, and your letter dated March 25,1998, ("the
application, the letter") request authorization for materials in 10 CFR 35.100 and 35.200.

Please note that 10 CFR 35.200 includes the use of xenon-133, aerosols and generators
unless you direct us to specifically exclude these items. Your application indicates that the
xenon-133 and aerosols authorization is "not applicable" but you should specifically request
their exclusion.

:

| in addition, if you do not want authorization for generators, please so state. |
i

3. Although your application names a Radiation Safety Officer (RSO), it does not name any
,

authorized physician users. You must name at least one authorized physician user for each
type of use requested. i

If it was your intention for Dr. Suresh to serve as your authorized physician user also,
please so state and note the following: on the referenced license that already lists Dr.



'2

Surash as RSO/suthoriz:d us:r, his/hrr (?) authorization is limited to cardiovascular clinical
studiss. In cccordanca with that authorization, we would also limit Dr. Suresh's |

authorization on your license to cardiovascular clinical studies unless you can demonstrate ;

that Dr. Suresh has received training and experience that meets the requirements in 10 CFR '

35.920 and that the scope of this training and experience encompasses at least several
other anatomicalimaging modalities, such as brain scans, bone, lung, etc.

4. On a detailed vert, ion of your facility diagram, please indicate the position of each of the
areas described below (a-d) and describe the type, dimensions, and thickness of shielding
that you will use. Please also indicate the direction of north, the scale of the diagram or
the actual room dimensions and the room numbers, if applicable. Exhibit 6 and item 9.1 of

|
the enclosed Regulatory Guide 10.8, Rev. 2, may be helpful in preparing your response and '

provides an example of a facility diagram that is acceptable to the NRC.

a. Use and storage of Tc-99m generators, including spent generators. if you will not
be using generators, please so state.

I
b. Storage of radiopharmaceuticals (refrigerated and nonrefrigerated),

c. Storage of radioactive waste, including decay-in-storage prior to disposal as
nonradioactive waste. This area should be large enough to handle an accumulation
of Tc-99m generators as well as other solid waste. If this area is not located within
your main department, describe how you will secure the material.

i

d. Preparation and dispensing of radiopharmaceuticals (e.g., lead glass L-block, etc.).

5. Your application implies that you will have your instruments calibrated by instrument
calibration service licensed by the NRC or an Agreement State. Please explicitly state this
commitment and provide the name and NRC or Agreement State license number of at least
one instrument calibration service that you may utilize.

6. Your application implies that you will have your sealed sources tested for leakage by a
service licensed by the NRC or an Agreement State. Please explicitly state this
commitment and provide the name and NRC or Agreement State license number of at least
one sealed source leak testing service that you may utilize.

7. Item 10.1 of your application specifies commitments for a Radiation Safety Committee. Please
note that it is not clear to us whether the composition of your practice requires an RSC. Please
review the definition in 10 CFR 35.2 for " Medical institution" and the requirements in 10 CFR
35.22, enclosed, and advise us whether an RSC is appropriate for your license.

8. Item 10.12 of your application lists action levels for area surveys of "2 MR per hour for restricted
areas and .05 MR per hour for unrestricted areas."

The units used appear to be typos. Please note that "MR" refers to "Mega-roentgen" or "Mega-
rem," which represents millions of roentgens / rems although you probably intended to use the unit
" milliroentgen" or "mR," which represents a thousandth of one roentgen / rem. Please advise us if
these units need correction.

ACTION REQUIRED

We will void this action temporarily until response can be prepared and received. Then, upon receipt ofi

' response, we will reactivate this application, complete the review and, hopefully, issue the new license.
No additional fees are required to do this, it is only an administrative " holding pattem" procedure that gi.es
you time to prepare response.

NAME OF PLRSON DOCUMENTING CONVERSAilON ATURE DATE

Colleen C. Casey | | July 8,1998

/
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+jAn ta TOq UNITED STATESg NUCLEAR REGULATORY COMMISSION
8 o REGION 111
r,; g 801 WARRENVILLE ROAD

e LISLE. ILLINOIS 60532-4351\...g / April 24, 1998

Pammal Suresh, M.D.
Radiation Safety Officer
Bhat and Padival, M.D.'s Inc.
277 Cline Avenue
Mansfield, OH 44907

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Application Dated April 15, 1998)

Dear Licensee:

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

X New License 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. New and amerdment actions are normally completed within 90 days, unless we
find major deficiencies, or policy issues requiring central program office
assistance.

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

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

A copy of your corres)ondence has been forwarded to our Licensing Fee and Debt
Collection Branch (30:1415-6097) for approval of the fee category and amount, if
required.

We will try to complete your request as soon as practicable. Any correspondence
about this request should reference the control number. Please direct any
questions concerning your request to the Materials Licensing Branch at
(630) 829-9887.

l.
} Materials Support Branch

'

Mail Control No. 303858
License No. 34-32089-01

|

L


