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October 23, 2006 Br« c)~

Dennis R. Lawyer

Health Physicist, Commercial and R&D Branch
Division of Nuclear Materials Safety, Region 1
Nuclear Regulatory Commission

475 Allendate Road

King of Prussia, PA 19406-1415
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T NOJ93Y
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Dear. Mr. Lawyer,
Re: License # 29.28330.01 030 30443

We would like to apply for an amendment of our radioactive license # 29-28330-01 to
include Dr. Louis Fusilli as one of our authorized users for 10 CFR 35.100 and 200
materials. We are enclosing the following documents to support this application:

1. Certificate of his didactic training from the Institute for Nuclear Medical
Education

2. A preceptor attestation of his practical & clinical experience with radlatlon
signed by myself as an authorized user

3. A preceptor attestation and a letter of his practical experience with radiation
specific to eluting generator systems appropriate for preparation of radioactive
drugs for imaging and localization studies, etc. signed by an authorized nuclear
pharmacist.

If you have further question, please call our consulting physicist, Jessie Z. Trivino, M.S. at
(201) 906-1803. Thank you very much for your immediate attention.

AR
)

John Capitanelli, M.D.
Medical Director and RSO

Encls.
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A Division of Cardiology Associates
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Radioisotope Handling

Attestation and Certification

Compietion and Competency
This docwment is an affidavic that

Louis D. Fusilli, M.D.

has successfully completed the prescribed didactic program of
education and has achicoed the objectives of this program
as evidenced by written examination

This Program provides the follonving levels of docwmented accomplishment
100 Continuing Education Units {CEU)
_100_ Didactic Instrucbional Hours (DIH)
In compliance with 10CFR35/ AEA 73-689
_H0_ Board Accepted Hours NUSPEX, NMTCB Il b,
ABMRSO, ABR, ABNM, CBNC

26 March 2006 203758
Certifying Official Date Completed Certification

Institute for Nuciear Medical Education

Certified, Approved and Regulated by the Division of Private Ocospational Schools, Department of Higher Education in Colorade. Validated by the American Ceunci) on
Education (ACE), recognized by e American Assocation for Collegiate Registrars, Council on Post-Secondary Education. Licensed by NRC & Agreement States.
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APPENDIX B

NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION
(04-2005)

D BY OMB: NO. 3150-0120
MEDICAL USE TRAINING AND EXPERIENCE e sty 0 31800

AND PRECEPTOR ATTESTATION

PART | -- TRAINING AND EXPERIENCE

Note: Descriptions of training and experience must contain sufficient detail to match the training and experience

criteria in the applicable regulation (10 CFR Part 35).

1.

Name of Individual, Proposed Authorization (e.g., Radiation Safety Officer), and Applicable Training Requirements
(e.g., 10 CFR 35.50)

DR Lowis D, Eusiitii

2. For Physicians, Podiatrists, Dentists, Pharmacists — State or Territory Where Licensed
NEW_Jeesey
3. CERTIFICATION

a. Provide a copy of the board certification. (Stop here if applying under 10 CFR Part 35, Subpart J or 35.590(a);
continue if applying under other subparts.)

b. Provide documentation in appropriate items 4 through 10 of training or clinical case work required by 35.50(e);
35.51(c); 35.290(c)(1)(ii)(G) for AU seeking 35.200 authorization; 35.390(b)(1)(ii{G}; 35.396(d)(1) and 35.396(d)(2);
35.590(c); or 35.680(c).

c. Provide completed Part || Preceptor Attestation, lfems 11a through 11d.

Stop here after completing items 3a, 3b, and 3c when using board certification fo meet 10 CFR Part 35 training and
experience requirements.
4. INDIVIDUALS IDENTIFIED ON A LICENSE OR PERMIT AS RADIATION SAFETY OFFICERS (RSO),
AUTHORIZED USERS (AU), AUTHORIZED MEDICAL PHYSICISTS (AMP), OR
AUTHORIZED NUCLEAR PHARMACISTS (ANP) SEEKING ADDITIONAL AUTHORIZATIONS

a. Provide a copy of the license or broadscope permit listing the current authorization and (b) or (c)

h. Complete items 6¢ (and 10 when training is provided by an RSO, AMP, ANP, or AU} and preceptor items 11b through
11d to meet requirements for: RSO in 35.50(c)(2) or 35.50(e); or AU in 35.290(c)(1){ii)(G) or 35.390(b){1)ii)(G) or
35.590(c) or 35.690(c); or AMP under 35.51(c).

c. Complete items 5, Ba, 6b, 10, and Preceptor items 11a through 11d to meet AU requirements in 35.396(a).

5. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING (optional for Medical
Description of Training Location Clock Hours Dates of Training

Radiation Physics and o% congleTen

Instrumentation

Radiation Protection ] ——

TWSTITUIE _Fok {oo Mag. 26, vootb

Mathematics Pertaining to the Use NACLEAL HePICAL
and Measurement of Radicactivity 7

Edncatio N

Radiation Biology

Chemistry of Byproduct Material for
Medical Use

OTHER

NRC FORM 313A (04-2005) PRINTED ON RECYCLED PAPER PAGE 1
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APPENDIX B

NRC FORM 313A

(04-2005)

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

6a. WORK OR PRACTICAL EXPERIENCE WITH RADIATION

Name of CLocation 3nd DatesI ankdlor
¢ e . . orresponding Cloc
Description of Experience lsnud‘?sg:xs;{zg) Materials License Hours of
Number Experience
- 0bDEp G, LECevinG F ulfAcnG. NOPTH TERsEY |
2ADI0 ACHIVE  MATERALS PPy T ’ J’ogr.a CAPiraNELLL MDD NucLEAR
flegopnive FELATED FADIATION 4PV Dine nosTie. CENTEQ
- Pepropirine QC fRocepuile s N “ #34-33330-oi
DISE CALBRATOR + SuAVEY HeTel - i
“ CALLWLATING MEASWRING  t SAPE W
PREPAPANG PATIENT DOSAGES \ .
150 iies
- ADPMINS TEATWE CONTEOLS T9 \ \
Pheve T MEDLCAL EVENTS {
~ PECoyAMI NATIOP oF 8 |
FAD(oAeTIVE $OiLLs
- ADMNISTERING J05ACES OF W\ -
RADIOPHATEMA CaLuTicfYis 70
IaepTs
6b. SUPERVISED CLINICAL CASE EXPERIENCE (describe experience elements in 6a)
No. of Cases Name of Location and Dates and/or
. . Involving Ay Corresponding Clock
Radionuclide Type of Use Personal sl':'%?\';;gi':]g Materials License Hours of
Participation Number Experience
} 1 W } NOETH JERseY )
Te 49 n Arvinc l. 350 JouN CAPTANELLD '(‘;;‘EML 00 _Hes
— o
STRESS !:g,.r?e“fz. sTic
T1-20) {E5TS Vi 29-28130-01

PAGE 2
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APPENDIX B

NRC FORM 313A
(04-2005)

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

6c. TRAINING FOR SECTIONS 35.50(e), 35.51(c), 35.590(c), or 35.690(c)

Training Element

Type of Training *

Location and Dates

N rx

* Types of training may include supervised (complete item 10 for 35.50(¢), 35.51(c), and 35.690(c)), didactic, or

vendor training.

7. FORMAL TRAINING Physicians {for uses under 35.400 and 35.600) and Medical Physicists

Degree, Area of Study
or
Residency Program

Name of Program and
Location with

Corresponding Dates
Materials

License Numbers

Name of Organization that
Approved the Program
(e.g., Accreditation Council
for Graduate Medical Education)
and the Applicable Regulation
(e.g., 10 CFR 35.490)

N

8. RADIATION SAFETY OFFICER (RSO) -- ONE-YEAR FULL-TIME EXPERIENCE

O YES Completed 1 year of full-time radiation safety experience (in areas identified in item 6a) under supervision.

0O na  of Mlx

the RSO for License No.

9. MEDICAL PHYSICIST -- ONE YEAR FULL-TIME TRAINING/WORK EXPERIENCE

O YES Completed 1 year of full-time training (for areas identified in item 6a) in therapeutic radiological physics
O N/A  (35.961) or medical physics (35.51) under the supervision of

N ( JA% and
0O YES Completed 1 year of full-time work experience (at location providing radiation therapy services described and
[0 N/A for topics identified in item 6a) for (specify use or device)

the supervision of

under

requirements for Authorized Medical Physicists (35.51) (specify use or device)

who is a medical physicist (35.961) or meets

B-3

PAGE3
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APPENDIX B

NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION

2005)
C%9  MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

10. SUPERVISING INDIVIDUAL -- IDENTIFICATION AND QUALIFICATIONS

The training and experience indicated above was obtained under the supervision of (if more than one supervising
individual is needed to meet requirements in 10 CFR 35, provide the following information for each):

A. Name of Supervisor B. Supervisor is:

P , . . -
Joln CAPITANELLY. H-D. Authorized User {3 Authorized Medicat Physicist
’ & Radiation Safety Officer [ Authorized Nuclear Pharmacist

C. Supervisor meets requirements of Part 35, Section(s) f ?0, 9"7{0.ﬁ 79 D
for medical uses in Part 35, Section(s) LOO’ oo ’ S00

D. Address E. Materials License Number

# 29— 2330 - |

PART Il -- PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. If more than one preceptor is necessary to document
experience, obtain a separate preceptor statement from each. This part is not required to meet the training
requirements in 35.590 or Part 35, Subpart J (except 35.980).

| attest the individual named in ltem 1:

11a.
| has satisfactorily completed the requirements in Part 35, Section(s) and Paragraph(s) )
as documented in section(s) __ bf 4 ¢ (3 of this form.
11b. Select one Y
d meets the requirements in [J 35.50(e), {1 35.51(c), T 35.380(b){1)(i{G), [J 35.690(c) for
types of use, as documented in section(s) of this form.
O N/A
11c. !
O has achieved a level of competency sufficient to operate a nuclear pharmacy (for 35.980); OF
O has achieved a level of competency sufficient to function independently as an authorized
for uses (or units); OF
O has achieved a level of radiation safety knowledge sufficient to function independently as a Radiation Safety
Officer for a medical use licensee ; OF
[0 N/A
11d. Nip
O 1 am an Authorized Nuclear Pharmacist; OT O | am a Radiation Safety Officer; OF
O | meet the requirements of section(s) of 10 CFR Part 35
or equivalent Agreement State requirements to be a preceptor  [1 AU or 0 AMP
for the following byproduct material uses (or units):
A. Address 5174 Mepepe AVE . Materials License Number

wesT Parepser (N1 ey y ¥ 2g - 2¢%%0 01

C. NAME OF PRECEPTOR (print clearly) D. SIGNATYRES

JoHwn CAPiTANELLY, M. D.

NUREG - 1556, Vol. 9, Rev 1 B-4
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APPENDIX B
NRC FORY 3134 V.8 HUCLEAR REGULATORY CONKISEION

MEDICAL USE TRAINING AND EXPERIENCE APPROVED B Oy 120

AMD PRECEPTOR ATTESTATION

PART | — TRAIKING AND EXPERIEHCE

Mete:  Descriptions of training and experiance must contain suficient delail io match the lrairing and exparience
critaria In tha 2pplicable regulation (10 CFR Part 35). .
1 Mame of Indlviduat, Propssed Authorization {e.., Rediation Safety Cfficer), and Applicable Trairing Requitements
{ag. 1¢ CFR 3550}
PR, howis Pusicli, AWTHof ZED usER, 0ipe Mo W epe 20

Z  For Shysiclans. Podiairists, Denticts, Phurmaciets ~ State or Tarritary Where Lizensed

{RA200S)

3. CERTWICATION

a.  Provide 2 capy of the buard certification. (Stop hers ¥ epplying undsr 10 CFR Part 35, Subpart J or 35.680(s);
continue if applying under ather subparis.)

B, Provide documsntation in appraprate ftems 4 through 10 of training or cinical case work required by 33.50{e);
35.5%(¢); 35.280(e IHG) for AU seeking 35.200 authorization: 35.390(b){1Xi{G L 38.38€(d){1) and 35.39B{d}2});
35.580(c): or 35.830{c].

s Provide completed Part Il Praceptor Attestation, ttems 11a through 11d.

Stap here after completing items 3a, 3b, and 3¢ when using board certificatien to meet 40 CFR Part 35 training and
axpersnce roquiramens.
4, INDIVIDUALS IDENTIFIED ON A LICERSE OR PERMIT A RADIATION SAFETY OFFICERS {R30O),

AUTHORIZED UBERS [AU), AUTHORIZED MEDICAL PHYSICISTS (AP}, OR
AUTHORIZED NUCLEAR PHARMACISTS (ANP) BEEKING AUDITIONAL AUTRORIZATIONS

5. Provide a copy of the licanae o7 broadscops pertil listing the current authorization end (b} of (c)

b Oompieie tems 8o (and 15 when tawing ls providad by an RS0, AMP, AWP, or AUY and praceptor iterss 11b through
11d o meet Paquirements for: RST in 35.50(c)(2) or 35.50(a): or AU in 35.290cH 1 XI{G) or 35,380 )(1)(E{C) or
4% .580(c) or 35.680(c); or AMP under 35.51(¢).

Conmpiats ltems 5, a6, 10, and Precator items 113 through 11d i meet AU recuiraments in 35.386(a).
5. DIDACTIC OR CLASSROOM AKD LABORATORY TRAINING {optional far Medical

0

Oegcription of Training Location Ciock Houre Dates of Tralning
Radialion Physlkes and
Ingtrumentation N J e
Rediation Protection

Methematics Pertaining to the Use |
and Measuremant of Rexfioactivity

Radiston Swivgy

]
Chamistry of Byprocuot Material for
Medgical Use
OTHER
NRC FORM 313A 1082005 PRINTED ON RECYCLED MPER PR Y
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HRC FORM 3138
MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

U, RUCLEAR REGULATORY COMMISBION

6a. WORK OR PRACTICAL EXPERIENCE WITH RAD!ATI_ON

S Dates andlo

] Ex ] SPT‘} 3:'9 ct?f:uum 5?:; Hc'uo::k“ ’
Description of Experiencs Tdividuxi(e) uato;ll m!l:'i?"m Ex;-urlnnu

- € Blork, ALT 4/4 /
. ~ ; 4 .

G evndi. Edvine & )/96‘55:‘}* e 2404 260 1S PAp 2% /e

Rt o P it ar b Cev i énd
P tepapidiag o

Eb. SUPERVISED CLINICAL CASE EXPERIENCE {fteacribe experisncy slsments in 83}

f N:z. of C‘nn ' Namse of chcallon :,nd Da’t?bs:;‘dror
Radionuolids | TypaoflUse ::-Ps';nr?l ; Suparviaing hla?:::ll”i.?a,:gn Hours of
T T sarficipation individual Number Experience -
T '
Ve i
1

NUREG - 1556, Vol 5, Rev 1
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APPENDIX B

1ps-3008)

NRC FORM 3184

V.8, NUCLEAR REGULATORY COMMIBSION

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

Sc. TRAINING FOR SECTIONS 35.50(e}, 35.5(c}, 35.590(c), or 35.680(¢}

Training Elemant Type of Training * T Location and Dates

N B

* Types of lraining may include supsrvissd (complele item 10 for 25.50(8), 35.91(c), and 35.680{c)), didactic, or
vendor tralning.

7. FORMAL TRAINING  Phyeicisne {fzr uses under 35.400 and 15.606) and Medical Physicists

Name of Organizstion that
Name of Program and ,
Degrea, Area of Study Locstion with ! (c.mnig:i:?gmw
or Corresponding Dates I tor Gradusts Madicel Education}
Raslgency Program Materials i and the Applicatle Reguiation
Licanss Numbsrs L (8.9 .rb CFR 35.430)

urs |

i

0 ves
a Na

8. RADIATION SAFETY OFFICER (RSO) ~ ONE.YEAR FULL-TIME EXPERIENCE

Completsd 1 year of full-tima radiation sefety experience [in arass identified in itern §a) under supstvision.
of _Ela the RSO for Licenss No.

O YES
{0 NA

0 ves
0O NA

9. MEDGICAL PHYSICIST -- ONE YEAR FULL-TIME TRAINING/WORK EXPERIENCE

Completed 1 yaar of full-time tralning (for areas identified in ltem Ga) in therapeutic radiological phivsics
(35.961) or medicat physics (35.51) undsr the supervision of
N { & and
Completed 1 year of full-time work axperience (at Jocation providing radistion tharapy seivices described and
tor topics identifiad in item 88) for (spetify use or device) under
the suparvision of who is 2 medical physicist (35.961) or meets
requirgments for Authorized Medical Physicists {35.51) (specify usa or device)

rage

B-3 NUREG - 1556, Vol. 9 Rev |
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APPENDIX B

RAC FORM 3134 U.B. NUCLEAR REQULATORY COMMISSION

N MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
£0. BUPERVISING INDIVIDUAL ~ IDENTIFICATION AND QUALIFICATIONS

The iraining and sxperience indicated above was oblained under the supervigian of (i more than ona supervising
individual is needed lo mest requiramants in 10 CFR 35, provide the following infarmation for sach):

A. Name of Supervisor B. Supervisof is:
YOM pm O Authorized User 0 Authorized Medical Physicist
7 0 Rediation Safety Officsr )ﬁ Authorizac Nuclear Pharmnacist

. Supervisor meets raquirements of Part 35, Section(s)

for smedical :::es l}}Pf)rt 35, Sac;lzﬂ(s)
Al 1l Chegtats Al )
B. Address Z& Cofppiml Ig,bl /U.«)r‘r‘“ IO €. Materials Licenss Number

Prve Bpovk | ply ooty Z‘/’ﬁ L/léé =t/ MD

PART B — PRECEPTOR ATTESTATION
Nete:  This part must be complated by the individuel’s preceplor. If mors than one precapior I necessary (o document
exparierce, obiain @ separate precaptor statement from each. This part is not requirad to meel the training
requirernants in 35.890 or Part 35, Subpart J (except 35.980).

| attast e Individual named in ltem 1;

11a.
(] has satisactorily compleled the requiraments in Part 35, Section(s) and Faragraph(s)
) 2§ documented in section(s) af this form.
11b. Select one 1
a naats the requirements in [ 35.50(s), 0] 35.51(c), [0 35.380(b X 1)1 G}, T 35.630(c} for
typas of ues, ge documanted in saction(s) of this form.
O N/A
e
o has achieved alovel of competency sufflclent to operate a nuciear pharmacy (for 35.880); OfF
o has achleved a level of competency sufficiant lo function independently as an authorized
for uses {or unite); OF

) has achieved a levet of radiation safety knowiedge sufficient to function independently a5 8 Radiation Sefety
. Oftfices for a medical use licensee ; OF

/A

1d.
i | &m an Authorized Nuciear Pharmacist; OF ] | am a Radiation Safety Officar; OF

] ! mest the requiremants of gectian(s) of 10 CFR Part 35
or equivalent Agreement State requirements to be a preceptor  [J Al or O AMP
for the following byproduct matanal uses (or units):

A Address 2L Cefpnd B Undir 1l ) B. Matariais License Number
Proie Brevf | Ay 705 & 24-04166 -1 M
C. NAME OF PRECEPTOR (print cfearly) 0. SIGNAT rRE — PRECEPTOR E. PATE
}[;éﬁa i Pm*ax ] ‘1{¢ r/ 5L
TR IR Y MENEIAE

PACEd
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3 Malingkrodt Inc.
tl’ca 26 Chagin Fond, Unit 1110
[ RO.Box 7}
Healthcare Pine Hrook NJO0SY
Tele: 973 2870179
Mallinckrodt Fax: 97222 106 78

¢ abeg

wia.maiinekrodt com
Junc 28, 2006

North Jersey Nuclear Diagnostic
999 McBride Ave
West Patetson, NJ (7424 *

Subjeet: Authorized User Training

To Whom It May Concem: Ty

This letter is to inform the interest party of items observed at Mallinckrodt nuclear
pharmacy in Pine Brook, NJ on 06/28/2006 by Louis Fusilli, M.D. Louis Fusilli, M.D.
has observed elution of Ultra-TechneKow DTE generator manufactured by Mallinckrodt
Inc. Louis Fusilli, M.D. observed following items during the radio pharmacy visit at
Mallinckrodt nuclear pharmacy in Pine Brook, NT:

- Molybdenum-%9m Breakthrough test / Alumina Breakthrough test

- Preparation of radiopharmaceutical cold kit

- Dispensing of a radiopharmaceutical dose

- Packaging and monitoting of a simulated incoming and outgoing radioactive
package

- Sepregation of radioactive waste

Pleasc contact Yogesh Patel at (800) 261-0811 with any questions or concerns.
Sinceely,

Yogesh Patel, PharmD ,

Pharmacy Manager - Pine Brook, NJ Facility
Tyco Healthcare / Mallinckrodt Inc,

Z88E95ZELS L0:¥T 900Z7'6T IDO



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

Mj ).3\ MO (,ﬂ , and to inform you that the initial processing which
includes an administrative review has been performed.

A hdpeo i’ 24~ 49320 -0]
m There e no adminisfrative omissions. Your application was assigned to a

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

D 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 Bq (.l(l @
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 (R Sincerely,
(6-96) Licensing Assistance Team Leader



