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Dubravka Starcevic, MD, FACC
Glen E. Tonnessen, MD, FACC, FSCAI

Hunterdon Doctors
Office Building

Dennis Lawyer September 23, 2008
US NRC Region I
475 Allendale Rd.

King of Prussia, PA 19406-1415

Re : Amendment Request for Hunterdon Cardiovascular,
License #: 29-30542-01

030352 k0

Dear Mr Lawyer,

[ am requesting an amendment to the above referenced license in order to:
1. Add the following authorized users to the license:

a) Dubravka Starcevic, M.D.
Dr. Starcevic’s credentials are attached for your review.

We recently submitted an amendment request which included adding Dr.
Starcevic to our license as an authorized user. You wanted evidence that Dr.
Starcevic had been trained in the use of generators as well as the other
qualifications submitted. Dr. Starcevic attended a training session at our
radiopharmacy to address this need on 9/23/08. I have amended page three of her
form 313A to reflect this additional training and have included that and other
forms.

All other aspects of our program will remain the same. We have already
submitted an amendment request to the New Jersey Department of Environmental
Protection, radioactive materials section, in order to duplicate these changes on
our State license, as well.

If you have any questions or need any additional information please contact me at
your convenience at (908) 788-6460.

Sincerely,

1100 Wescott Drive, Suite G3

Flemington, NJ 08822

908 788-6471 | FAX 908 788-6460
www.hunterdoncardiovascular.com

Hunterdon Health and

Wellness Center
Third Floor
537 Route 22 East

Glen E.CPontessen, M.D./RSO

Attachments: Physicians Credentials

Whitehouse Station, NJ 08889
908 823-9200 | FAX 908 823-9211

www.hunterdoncvhealth.com
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SCAl

Licensing Specialist June 16, 2008

US NRC- Region 1
475 Allendale Rd.
King of Prussia, PA 19406-1415

Re:  Nuclear Cardiology Qualifications for Dubravka Starcevic, M.D.

Dear Licensing Specialist,

I have worked closely with Dubravka Starcevic, M.D. for the past 8 years, since she
joined our practicz on 8/1/01. She has been fully integrated into our nuclear cardio.
diagnostic lab operating under the authority granted in license NRC-29-30542-01 ar

NIJSL-20666 under my supervision.

During that time period, Dr Starcevic has completed more than the 700 hours of trais
and experience in basic radionuclide handling techniques applicable to the medical
of by-product material, as outlined in 10 CFR 35.290, paragraph (c). In addition, Dr
Starcevic has successfully completed the radiation physics courses offered by the
Institute for Nuclear Medicine Education.

I believe that Dr. Starcevic has achieved a level of competence sufficient to function
independently as an authorized user for the medical uses authorized under 10 CFR
35.100 and 35.200 and the authority granted by the above referenced radioactive
materials license,

Sincey

Glen E. Tonnessen, M.D.
RSO/Authorized User e?’
Radioactive Materials License # NRC-29-30542- 01 and NJ SL-20666

908 788-6471 | FAX 908 788-6460

www.hunterdoncardiovascular.com

Hunterdon Health and
Wellness Center

Third Floor

537 Route 27 East
Whitehouse Staticn, NJ 08889

908 823-920C | FAX 908 823-9211

www hunterdancvhealth.com



- NUCLEAR MEDICAL EDUCATION PROC RA M
~ Affidavit of Academic Completlon & Compety ncy S
This document isto attest that . .

@uﬁraﬂ&a Imszromc, MD o
has successfully completed the dldacttc program o

PRINCIPLES OF R AD..' ATION "g';;i;Hvs|

o andhasprovzded‘ i emdence" ofa'tt

| i his program and eoidence.

o ofachieving the objectives of this pr program through examination..
‘ 3} This program provzdes the followzng levels.of accomplzshment

N\ ;

_50 Contmmng Education Units (CEU)
50 . Didactic Instructional Hours (DIH) -
. In com'"hanc ' W1th 10CFR35/ AEA 73-689

' 3 0 Semester Hours Ama-lcan Councﬂ on . .
- Educatron (ACE) Amencan Assocxahon for

Collegiate Reglstrars - . v -
v 18 October 2000 198696 N,
Certlfymg Ofﬁcxal _ ' Date Completed | » 3 ’ertlﬁcatmn :

Instltute for Nuclear Medical Educatwn

Cemhed Approved and. Regulated by the Dwxsxon of Private Occupational- Schoo]s Department of Higher Education in Colo[ado Validated by the Accredxtihg
Comimission of the Accrediting Council for Continuing Ediication Trajniing, a2 national accredltmg agency listed by the US Secretary ofEducatxtm. Validated by the American
Councxl on Education, recogmzed by the American Assoaahon for Callegmte Regxstrars Councﬂ on Post- Secondary Educanon Lig by NRC: & Agreement States.

s INMEN132:Class <ComplRComp 1/00
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NUCLEAR MEDICAL EDUCATION PROGRAM
Affldav1t of Aeademlc Completlon & Competency |

. This document is to attest that
Dubravka Imsirovic, MD
has. successfully completed the dzdacttc program

MEDICAL RADIATION INSTRUMENTA?-flON%f"-
. o . and has provzded evtdence qf attendance in this program and evldence
| .. >

of ach ieving the objectivés of this prograim through examination.”
_ Thzs program provxdes the followmg levels of accompl tshment

_5, 0 (_ontmumg Educatxon Umts (CEU)
50 DldaCth Instructlonal Hours (DIH)

uc bn (ACE) AmencanAssocxahon for’ -

HERNN

- Colieglate Regls trars
IN. T8 22 October 2000 198754
CertlmegOffmal R B “Dafe Completed T o Certlfrcahon S

ite foz’f"‘Nuclear Me 'd‘lcal Education

Certified, Approved- and Rebulated by the’ Division of Prwate Occupatxoml Schools Departmént of Higher Edmatmn uw Colozado

Vahdated by the Accredltm;,> |
Commissionof the Accredmn& Council for Continuing Education Traini ing; anational accrediting a agency listed by the USSecretaryofEd ucat;on alidated by the American’
Council on Educauon recognized by the American. Assocxation for Collez,late Rq,lbt’(’ﬂl‘b Counciton Post Secondary Educatmn Llcensed by NRC & Agreement States:

INME 1 132 -Clasgs Il-Compl&Corhp HoO ¢
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NUCLEAR MEDICAL EDUCATION PR.GR A

Thzs document is to attesf that

~ Dubravua Imsirouc, Mﬂ) o
hassuccessfully completed the dzdactzc program - .




N UCLEAR MEDICAL EDUCATIQN PROGRAM
- Affldawt of Ac_:ademlc Completlon & Competency

Thzs document 18 to attest that :

__ Dubravua Imsirouc, MD
has successﬁdly completed the didactic program

-. RADIOPHARMACEUTICALS AND CH EMIS;’,~~ nY o

- and has provided evidence of o éndance in this program and. idene
o of uchzevmg the objectives of this program through examination. =

) Thzs program provtdes the foIlowmg levels of accomplzshment Sy

50 Cummumg Education Units (u:U)

50 Didactic Instructional Hours (DIHY
In compliance with 10CFR35/AEA 73-689.
_50_ Board Accepted HoursNUSPEX NMTCB mb, j -
a ABMRSO?Z NG, MRLB R
_3.0.. Semester Hours' American Councd on
© Education (ACE) ‘Ainerican Assocxatlon for -

D o _ ColleglateReglstrars _ : T hé- A
cﬁ/{éﬂl_ | 18 March 2001 1 991 25
Certifying Official ' Date Completed | ' Cerhflcahon o

" Institute for Nuclear Medical Education

Certified, Approved and Regulated by the Division of Private Occupational Schools Department of Higher Education in Colorado. Vahdatu’l by the Accredmnb
Commission of the Accrediting Council for Continuing Education Traiviing, anational accrediting agency listed by the US Secretary of Eduication. Validated by the American
Council on Education, recognized by the American Association for Collegiate Registrars, Council on Post- -Secondary Education. Licensed by NRC.& Agreement States,

INME1132-Class IV-Compi&Comp 1/00
X - N | -




!NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISEION
(10:2087)

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150.0120
AND PRECEPTOR ATTESTATION EXPIRES: 10/31/2008

(for uses defined under 3%.°00, 35.200, and 35,500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User ' State or Territory Where Licensed
Dbravta Starcevir, A Wew Te45ey
Requested Authorization(s) {check all that apply) ’
35.100 Uptaks, dilution, and excretion studies
35.200 Imaging and localization studies
" 35.500 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 expaerienca since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the usas checked above.

|D 1. Board Certification
8. Provide a copy of the board certification.
b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part ||

Preceptor Attestation.
[ ] 2. Current 35.390 Authorlzed User Seeking Additional 35,290 Authorization
a. Authorized user on Materials License meeting 10 CFR 35.380 or equivalent Agreement

State requirements seeking authorization for 35.290.

b. Supervised Work Experiance. . . .
{If mora than one supervising individuai is ngcessary to document supervized work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of
Description of Experlence Permit Number of Facllity Hours Experience*

Eluting generator systams
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the sluate for radionuclidic
purity, and processing the eluate
with reagent Kits to prepare labe¢led
radioactive drugs

Total Hours of Experience:

Buperviging Individuai §LicnnsolParmit Number listing supervising Individual as an
;author [zed user

H
i
evehovieaiis LI T LT TN T Y I TR Y,

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

-----------

D 35.290 D 35.390 + generator experience In 32.290(c)(1)(li)(G)

NRC FORM 313A (AUD) {10-2007) PRINTED ON RECYCLED PAPER PAGE 1




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(B27)  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Tralnlng and Experiance for Proposed Authorized User

a. Classroom and Laboratory Training.

- . Clock Dates of
Description of Training Location of Training Hours Training*

Radiation physics a Tn S’H’HUII’ 2d £o s . Qm
instrumentation nd Ve ook /}'M ', uJ Ed B (’mﬁfﬁﬂ \ QWMQ
/

Radiatian protection

- 3o

Mathematics pertaining to the use
and measurement of mdloactivity M

Chemistry of byproduct material
for medical use (not required for
35.690)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.580).
(If more than one supérvising individuel is necessary to document supervised work experiencs,
provide muiltipie copies of this section.}

Supervised Work Experlence Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility © Experience*
Ordering, receiving, and unpacking / o
radioactive materials safely and H A ’{7[6( D Yes 2-06 g"‘
performing the related radiation Cfbl’d OV QG SC{/C/./ at [JNe

surveys A Soc\/laj('e_s 9008

Performing quality control

procedures on instruments used to D Yes
determine the activity of dosages
and performing checks for proper I:l No

operation of survey meters /

PAGE 2



|NRc FORM 313A (AUD) U.S. NUCLEAR REGULATORY GOMMISSION
082007 4 UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Tralning and Experience for Propoged Authorized User (continued)
b. Supervised Work Experience. (continued)
Description of Experience Location of Experience/License or Confirm Dates of
Must include: Permit Number of Facility Experence*
Calculating, measuring, and safely [] Yes
praparing patlent or human research ’\ $ /(J D No 9»009 -
bject d s (A 23
subject dosag ne s - 1 008’
Using administrative controls to M’ cl PQ’\’ o [7] Yes
prevent a medical event involving the . .
use of unsealed byproduot material (n |:| No
Using procedures to contain spilled > 00 Ta™ [ ves
byproduct material safely and using Stress Teat
proper decontamination procedures E] No
s 7
Administering dosages of radioactive : 7 39 T 90 ] Yes
drugs to patients or human research 4/ eed 168 N
: o
subjects 2 4O DPhse, A al;,
Eluting generator systems appropriate (;hegg
for the preparation of radioactive D Yes \&/
drugs for imaging and localization I No
studiss, measuring and testing the ~ v o |
eluate for radionuclidic purity, and A’f {’bh(l zd
processing the sluate with reagent
kita to prepare Iabeled radioactive 9/ 33/03 J
drugs z

Supervising Individual

Glen E. TnnzaS‘Z/h ;/’f'ﬁ'

LucansaIPerm
authonzud user

[J3s.190 [ 35.290

SUporvuor meets tha requnremenm below, or aquivalent Agreement State requlrements (check one)
[]35.390

E| 35.390 + gensrator

I - 3054F- G}

Ber listing supervising individual as an

experience in 35.280(c)(1)(IN(G)

c. For 35.580 only, provide documentation of training on use of the device.

Davice

Type of Training

Location and Dates

d. For 35.500 uses only, stop hera. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor

Attestation.

PAGE 3




NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
(102001 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 providas, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtaln a separate preceptor statement from each. (Not
required to meet training requirements in 35.580)

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

First Section
Chack one of the following for each use requested:
Eor 35.190
Board Certification
[ 1 attest that has satisfactorily completed the requirements in
Nama of Propoaed Authorize Liser ,
10 CFR 35.190(a)(1) and has achieved g level of competency sufficient to function indepsendently as an
authorized user for the medical usas authorized under 10 CFR 35.100.

OR

Training and Experience
D | attest that has satisfactorily completed the 80 hours of trainling and
" "Nama of Proposed Authorixed User

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

Eor 35.290
Board Certification
[] | attest that has satisfactorily completed the requirements in
Name of Proposed Authorize] User

10 CFR 35.290(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 and 35.200.

OR

[/ attest that Debyav Ko % fcuvl g' M,ﬁas satisfactorlly completed the 700 hours of training
Name of Praposad Authorized Uner )

and experience, including & minlmum of 80 hours of ciassroom and laboratory training, reguired by 10
CFR 35.290(c)(1), @nd has achieved a level of compatency sufficient 1o function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Socond Section
Complete the following for preceptor aftestation and signature:

l___] | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
[(J3s190 [J3s200 [ 35.39% [ 35.390 + generator experience

Name of Preceptor Telephone Number Date

Clom € Tannessenh o/ (7 A A— 7/59/03,
Liconse/Permit Numbsr/Facility Name 2 q _L %[éﬁ 3 -o0) ? /9 W

PAGE 4




This is to acknorledge the receipt of your letter/application dated

q {)\5 08 , and to inform you that the initial processing which
includes an admlmstratwe review has been performed.

A 3054 -0
m There wege no %Hstranéolf]usségs;our app%ci on was assigned to a

technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

E] Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number ‘ ",é{(i& 2

When calling to inquire about this action, please refer to this control number
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RY) Sincerely,
(6-96) Licensing Assistance Team Leader



