CARDIOSPECIALISTS GROUP, LTD.
801 MacArthur Boulevard, Suite 203
Munster, IN 46321

November 15, 2010

Radioactive Materials Licensing Section
U.S. Nuclear Regulatory Commission
2443 \Warrenville Road, Suite 210

Lisle, IL 60532-4352

Re: Amendment to License No. 13-32400-01:

To Whom it May Concern:

Please add the names of Dinesh K. Kalra, M.D., as an authorized user for 10CFR35.200
procedures, limited to cardiovascular clinical procedures.

To support this request, we have attached a copy of Dr. Kalra’s Certification Board of
Nuclear Cardiology certificate, documentation of his safe use of radioactive materials training,
a completed NRC Form 313A form, including signed preceptor attestation, and copy of his
State of Indiana physician’s license.

Please remove the name of A. Arif Khalil, M.D. from our license. Dr. Khalil is no longer
associated with this licensee

If you need additional information to process this request, please contact Margie Biltgen,
CNMT at 219-836-9390.

Sincerely, . |
AU gl Ze

Robert L. Litchfield, DIQ.
Radiation Safety Officer

Copy: Margie Biltgen, CNMT
M.M. Corrales, M.D.

RECEIVED NOV 1 9 200




Cardiospecialist Fax:2196369332 Oct 27 2010 09:07am PQ02/008

L UM STSA (AUD) : U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION C R
{for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]
Name of Proposed Authorized User i ‘State or Territory Where Licensad

DINESH k. KALRA, M.b, | _INDIANA
Requested Authorzation(s) (check all that apply) T T e
135,100 Uptake. dilution, and excretion studies
5 35 200 Imaging and localization studies ( Zim/7e€d 70 NuciEAR C‘”‘“"“’GY)

—135.500 Sealed sources for diagnosis (specify device )

PART { -- TRAINING AND EXPERIENCE
{Select one of the three methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

&, - 1. Board Certification
a. Provide a copy of the board cerification. (SFZ'A AR B uc)

b. Ifusing only 35.500 matenals, stop here. If using 35.100 and 35.200 materialg, skip to and complete Part It
Preceptor Attestation.

7: 2. Current 35.390 Authorized User Seeking Additjonai 35.280 Authorization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.280.
b. Supervised Work Experience. ; -

(If more than one supervising individual is necessary to document supervised work experianice, provide multiple
copies of this section.)

Locatfon of Experience/license or | Clock Datesof |
Permit Number of Facility 0 Hours 1 Experence®

I

e e e ot e o o s e I

| i

Description of Experience
'Eluting generatar systems
\appropriate for the preparation of
iradicactive drugs for imaging and
Hocalization studies, measuring and
itesting the eluate for radionuclidic
\purity, and processing the eluate :
iwith reagent kits to prepare labeled | ’ : .
-radicactive drugs i 5 J !

! Total Hours of Experience:

‘Supervising Individual

. . IR |
‘Licensef/Permit Number listing supervising individual as an
fauthorized user

iSupervisor meets the requirements below., or equivalent Agreement State requivements (check all that apply). i
F :
35290 1 35.390 + generator experience in 32.290(¢)(1)(i)(G)

NRS FORM 3134 (AUD) (3.200%) PRINTED CN RECYCLED PAFER PAGE 1




Fax:2138369392 Oct 27 2010 09:Q7am PO03/008

Cardiospecialist

e POV STIA (RUDY U.8. NUCLEAR REGULATORY COMMISSION

(3-2008;

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

i e H . .
! Description of Training : Location of Training . Clock . Dates oi
- ! , Hours 1 Training
i & | N
iRadiation physics and ( :
‘z instrumentation I ; !
! ! i ‘
!

\,._,,__.._.._._M.,._,_._y.v_.._-... e E BA o e e e _~.__‘ SR | n— IR
é i ! < i
|Radiation protection ; | :
‘ I |

S S——

|

IMathematics pertaining to the use
and measuremant of radioactivity

.

|
|

S -

e

.Chemistry of bypraduct material
|for medical use (not required for
135 590)

= S T

1Radian‘on biology : |

R S

i Total Hours of Training:

b, Supervised Work Experience (completion of this table is not required for 35.590).

(If mores than one supervising Individual is necessary to document supervised work experisnce,

provide muitiple copies of this section.)
‘Supervised Work Experien(—:'e J B T;tal H(;;;;% - A
L _ (Experienca: 1
| Description of Experience 1 Location of Experience/License or ' Confirm ' Datesof
; Must Include: ! Permit Number of Facility f " Expenence” |
e RIS L Tl B S
Ordering, receiving, and unpacking | | 7 Yes i ,‘

. z 2 ¢ : es 5
rradioactive matenais safely and f = {‘
(performing the related radiation | : L: No \
isurveys ?{ |
Performing quality control | A R
| procedures on instruments used to | L JYes = :
‘defermine the activity of dosages | l — i

and performing checks for proper

operation of survey meters

S

PAGE 2
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L TUAM 2 TOA (AUL) U.S. NUCLEAR REGULATORY COMMISSION

(3-2003)
‘

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

3. Training and Experience for Proposed Authorized User {continued)
5 Supervxsed Work Experience. (continuad)

i Description of Experience I Location of Experience/License or , Conﬁr - | Dates of ,
Must Include; ; Permit Number of Faclli | By xence i

‘: YL & ._‘_,L -,h.__ﬁ..ki_*__p_ei, L

|Calculating, measuring, and safely | _ - Yes '~

preparing patient or human research | I

subject dosages ‘ L_No \

i 1 . e |

Usmg administrative controls to i i | Yes : :

‘prevent a medical event involving the E o

juse of unsealed byproduct material T No ! i

L f }_._':'.W__ |

.Using procedures to contain spilled | T Yes |

| typroduct materiat safely and using t - ]

‘proper decontamination procedures 1 N

— 7 — “"““”"’“L‘”“‘“ "”_‘T”w“"' T

| Administering dosages of radioactive * " Yes

drugs to patients or humarn research i i

)subjects i i No I i

| | =

Elutmg generator systems appropriate, [ "Tves |

ifor the preparation of radioactive “ |

.drugs for imaging and localizaiion I - "1 No

istudies, measuring and testing the P

\e'uate for radicnuclidic purity, and 1

,prooessmg the eluate with reagent i 1 {

 Kits to prepare labeled radioactive ; | | ;

drugs i ( :

Supenvising individual iLinense/Permit Number listing supervising individual as an

i au\honzed user

3

' Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
L 35190 {35290 [ 135390 [ | 35.390 + generator experience in 35.290(¢)(1)(il)(G)

c. For 35520 only, provide docurnentation of training on use of the device,

Device ] Type of Training f Location and Dates
; |

= e e

j
{
n
!

d. For 35 500 uses only, stop here. For 35,100 and 35.200 uses, skip to and complete Part || Preceptor
Attestation.

PAGE 2
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15 };ORM 3134 (AUD) U.S, NUCLEAR REGULATORY COMMISSION
. AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required  If more than
one preceptor is necessary ta document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfili the duties of the
position sought and not attesting to the individual's "general clinical competency.

First Section
Check one of the following for each use requested:

For 35.190
Boartd Certification

{1 lattest that has satisfactorily completed the requirements in

Name of 'Propc.sad Authorized Usar

10 CFR 35,190¢a}(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Iraining and Experience

__ | attest that has satisfactorily completed the 60 hours of training and
Name of Pioposad Authonized Usar

experience, including a minimum of 8 hours of classroom and laboratory training. required by 10 CFR
35.180(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.280
Board Cerification
\;Z Vatest that DINESH K. KA LRA, M. ). has satisfactorily completed the requirements in
"7 Name of Proposed Athonzed Usar
10 CFR 35.280(a)(1) and has achieved a level of competency sufficient to function independently as an
authonzed user for the medical uses authorized under 10 CFR 35,400 and 35 200.

OR

Training and Experience
_; | attest that has satisfactorily completad the 700 hours of training

Name of Proposed Authorized User
and experience, including a minimum of 80 hours of classroom and labaratory training, required by 10
CFR 35.280(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Secg;—g-gg;tlo-n Dl s R 8 O R P W 8 B N O 0 e v 0 0 YA D 0 Rl e 1 e e e e T R T A S S
Complete the following for preceptor attestation and signature:

>’dl meet the requirements below, ot equivalent Agreement State requivernents, as an authorized user for:

[ 35180 ;(35_290 135390 [ 1135330 + generator expenence

Name of Preceptor T hrs ¢Sign;;u{re* Telephane Number X  Date X

ey ; / LA v | ? ih GIV/ACTI T S) E2S) A / =
Rebe T L [afe V‘»} /e / ‘ “‘ILCLC,C'(J{( J(" (Lcu ? A9 %36 93¢ S 1
A - :

License/Permit Number/Facility Name 2 e : ; ‘ !
, & 9 2TIYND - O 'a_.»_‘:(';?/»_’. OfXLicd s 4 STewp, C10 .

S e
i 5
.2/ > T

FAGE 4
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Cardiospecial ist

o T R
TEXAS HEART INSTITUTE
Alfilicted with St 1ke ' hprscopal Hospital and Texas Chilitren s Hesprifeld

Certifies that

Dincsh K. Kalra, MDD

has successfully conipiered the caurse

“Safe Use of Radicaciioe Maierials i Medical Jutaging
conducied over five 40-hour sessions betwee) dnly 7, 2000 aud September | £, 2000,

e lectewes and laboatory trafiig were presented by members of the facultiss of (he

Nuclear Medicine and Cardiology Sections of Rayler Callege of Medicine and
The University of Texas-Houston Health Science Conter

i the classrooms and Nudear Medicine {aboratorles of St. Luke's Fpistopal Hospital and the Texas Heart Insfiie.

Ihe cotmse was desigied 10 meet the ficensing requirements of the Mirdgar Regulatory ¢ onnnission
andt agreament stajes for wiedical pse of diagnostic radioplamacenticals,

)
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ya tactiana Professlons) Licensing Agency
5 ¥ Medical Liccnsing Board

402 V. Washington S1,, Room W72, IndinnapollxiN 46204
{317 23260

Physman License

i

Dinesh Kumar Kalrp

i License Number Expiration lanynmunn

01047767A | Expirss June 30* Odd Yaars

i
i
1
i

Current License Status can be veriﬁed online
www.plaingoy . License Express Option

R




cation’ a0 g A b
whhmopmhmuoﬂhNkIm-BtMM.ﬂdiqrml ammgumon eraty - EXPIRES)

LCENSENO ' i dalihmti I
aumucrzedloon?-wnhf-adwlvﬂ“ﬂdw“bfw e 07/3'”201 :

oas 12@330 '

: LICENSED
' PHYSICIAN AND SURGEON

DINESH KUMAR KALRA MD
1001 W MADISON ST APT 607
CHICAGO, IL 60807

“‘“‘) DEAN MARTINEZ : DANIEL £ BLUTHARDT -
: ‘)/ % SECRETARY WWD{REGTOR S

Tha official 8tatUs of thls I!celue can be veriﬂed 31 www Idfpr com 5 3230814
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| DINESH KUMAR KALRAMD -

i ExPiRes: ' - ; o4 i

1‘0713112011 - SIGN: f"f,ﬁ o
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UNITED WE STAND




