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BON SECOURS
DEPAUL MEDICAL CENTER

Bon Secours Health System

August 7, 2007 MpMsiL

U.S. Nuclear Regulatory Commission
Region 1 Office
475 Allendale Road
King of Prussia, PA 19406-1415 oL
200%%
Subject: Bon Secours DePaul Medical Center &
License Amendment (License 45-00986-01)

To Whom It May Concern:

We are writing to request the following changes be made to our the materials license for
DePaul Medical Center (license 45-00986-01):

Please add Jonathan C. White, M.D,
Please add Andrew P. Loiacono, M.D.
Please add Yasmeen Knowles, M.D.
Please add Kevin Halista, M.D.

We are requesting each of these physicians be added to the license for 35.100 and 35.200
uses. Enclosed are forms for documentation of their training and experience or of their
inclusion on another NRC license. These requests have been approved by our Radiation
Safety Committee.

Thank you for your assistance. If you have questions regarding this inquiry, please
contact me at 757-889-5945.

Sincerely,

Kristi Sink

Director Oncology

Copy to: Daniel Duggan, EVP/Administrator

Robert Mariano, M.D., Radiation Safety Officer

IHoZ7
NMSS/RGN1 MATERIALS-002

150 Kingstey Lane Norfolk, Virginia 23505 Telephone 757/889-5000 Fax 757/423-3148



Jonathan C. White, M.D.
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STATE OF MAINE _ Pageiof3
License No. 05611
MATERIALS LICENSE Amendment 10 (corr.)

Pursuant to the Maine Radiation Statutes (22 MRSA 677) and Maine Departaent of Human Services regulations on radiation
(10-144A CMR 220), and in reliance on statements and represeniations heretofore made by the licensee, a license is hereby issued
authorizing the licensee loreceive, acquire, possess, and transfer radioactive material as designated below; and to use such radicaclive
maierial for the purpose(s) and at the place(s) designated below. This license is subject to all applicable rules, regulations and orders
of the Maine Department of Human Services now or hereafier in effect and to any conditions specified below.

1. Name
Maine Medical Center

2. Address

22 Bramhall Street
Portland, Maine 04102

This license is issued in accordance with

correspondence dated:
November 214, 2005
?License Number Amendment Number
05611 10 (correcied

4, Expiration Date

January 31, 2010

5. Radionuclide

A. Any radioactive material with
atomic number 1 through 83

B. Any radicactive material with
atomic number 1 through 83

C. Technetium-99m (**Tc)

D. Cesium-137 (*'Cs)

E. Iridium-192 ("**r}

6. Form of Material

A. Any
B. Sealed sources

C. Any

). Sealed Sources

E. Sealed Sources

L 1

e
vl

7. Maximum Activity

A. 400 millicuries { 14.8 GBq) per
radionuclide, not to exceed 15
curies {555 GBg) lotal

B. 4 curies (148 GBq) per
radionuclide , not to exceed 15
curies { 585 GBq) iotal

C. 5 curies (185 GBq) total

0. 250 curies (9.25 TBqg) per
sourcs, not to exceed 500
curies (1.85 TBq) total

E. 13 Curies (481 GBq) per source
and 21.9 Curles (810.3 GBg)
total :

8. Authorized use 1

and in-vitro sludies.

i

A, through C. Possessidq and use in medical dlagnosis, therapy and research in humans; instrument calibration,

D. Possession and use in wholg body irradiation of mice, mitotic inactivation of tissue culiure ceils, and other

animal and in-vitro laboratory research. .
E. Ona source for possession and 'medical use described in 5,600 in a Nucletron Model 105.899 remote

afterloading brachytherapy unit. One source in its shipping confainer as necessary for replacement of the
source in the remote afterloader unit, '

Westbrook, Maine,

CONDITIONS

9. A, Licensed material may be used at the licensea's facilities located at Maine Medical Center, 22 Bramhall
Street, Portland, Maine; Maina Medical Center Research Insiitute, 81 Research Drive, Scarboyoygh,
Maine, Maine Medical Center Campus, 98 Campus Drive, Scarborough, Maine, Coaslal Cancer
Treatment Center, 205 Congress Avenue, Bath, Maine, and at the Maine Medical Center Brighion
Campus, 335 Brighton Avenue, Fortland, Maine.

B. Licensed material may also be received and stored at the offsite warehouse located at 78 Scott Drive,

- ey
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STATE OF MAINE License No. 05611
MATERIALS LICENSE Amendment 1€ (corr.)
Supplementary Sheet A

10. A. Licensed material shall be used by, or under the supervision of, individuats designated in writing by the
Radiation Safety Committee, Michae! Quinn, M.D., Chairperson.

B. The use of licensed materiat in or on humans shali be by a physician, dentist, or podiatrist as defined in
Part A of the Siate of Maine Rules Relating to Radiation Protection (SMRRRP).

C. Individuals designated in writing to work as authorized users shall meet the training and experiznce
criteria established in Part G of the SMRRRP and outlined in the application dated September 29, 1999. L!

D. The Radiation Safety Officer for this license is Elizabetn G. Quate, M.S.

11, in addition to the possession limits in Item 7, the licensee shall further restrict the possession of licensed
material so that at no time s a quantlty of radioacti ve material possessed in excess of a quantity which
requires decommissioning fundlng rn accordance with C.8.F. PR

‘_v “F % K

12. The sealed squrces of detector Eells containing the lrcensed materrat,shall not be opened or sources
removed from the source;holders or detactor cells by the licensee. ‘;‘ 3

“z*,

13. A, Sealed sources ang detector cells shall be tested for Ieakag? and/or Gontgmtnatron as specified in Part D
of the SMRRRP unfess specificalt y provrded otherwrse in this Ji Lﬁcense

The licensee is authorized to collect: leak sampies for:
licensed by the Agency, the Nucle: §r Regula (2] y Commrssrq“,r.
services may perform tests for Ieak Qe and/or contammatron f,' {

o

=nai: 8(s by the.lcepsee, or persons specifically L
ent State to perform such

14. The licensee shall not acquire llcensed mgterra! iﬁ g sealed so éce or deyrbe u;rreSS the source or device has
been registered with fhe: Unites States Nuc1ear Regu[atory ommrssro’n :?ursuant o 10 CFR 32.210 or
equivalent regulations of an Agreement Slate 5'

3 T “‘r-,- B 5’5\

15, The licenses shall conduct a physrcal mventory of all sealed sources and’devrces as spacified in Part G of the
SMRRRP, Yo L l

18. The licensee is authorized to transport lrcensed mater ial in accordance with the provisions of Part L of the
SMRRRP, “Transportation of Radicactive Material,” 10 CFR Part 71, and the regulations of the Federal and

State Departments of Transportation.

17. The licenses is authorized to hold radioactive material with a physical half-life of less than or equal 1o 120
days for decay-in-storage hefore disposal in ordinary trash, provided:

A. Waste to be disposed of in this manner shall be held for decay a minimum of {en half-lives.

B. Before disposal as ordinary lrash, the waste shalt be surveyed at the container surface with the
appropriate survey instrument set on its most sensitive scale and no interpased shielding to determine
that its radioactivity cannot be distinguished from background. All radiation labels shall be removed or
oblilerated.

C. Arecord of each such disposal permitted under this License Condition shall be retained for three years.
The record must include the date of disposal, the date an which the byproduct material was placed in
storage, the radionuclfides disposed, the survey instrument used, the background dose rate, the dase
rate measured at the surface of each waste conlainer, and the name of the individual wha performed the

disposat.
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STATE OF MAlNE Am;:iiar:".\:rewtbii% 3350?’11}
MATERIALS LICENSE |
Supplementary Sheet

A, Except as specifically provided otherwise in this license, the licensee shall conduct its program in

accordance with the statements, representations, and procedures contained in the documents including
any enciosures, listed below. The Agency's regulations shall govern untess the statements,
representations and procedures in the licensee's application and correspondence are more restrictive

than the reguiations.

1. Renewal application dated December 29, 2004
2. Letter dated March 2, 2005

B. The licensee shall comply with the requirements described in the Agency letter dated Novemher 21, 2005

and attached document entitied “Increased Controls for Licensees that Possess Sources Centaining
Radioactive Material Quantities of Concern.” The ficensee shall complete Implementation of said
requirements within 6 months from the rssuance of the license amendment or the first day that
radionuclides in quantities qf t;oncem are posseéssed al ‘or abova the limits specified in Table 1 of the
attachment, whichever is; Igtar "Within 25 days after the 1mp|emé tation of the requirements of this
condition, the licensee shail nonfy the Maine Radiation Control Progrq“}'n in writing that it has completed

the reguirements of tmé condition. » _ ¥

T

Date:  March 27, 20086

SHawn W. Seeley

Inspector / License Reviewer
Radiation Control Program
Division of Environmenta Health

—

e




MAINE MEDICAL CENTER
PORTLAND, MAINE

PERMIT FOR USE OF RADIOACTIVE MATERIALS

PERMIT NUMBER: 002

EFFECTIVE DATE: January 25, 2004 EXPIRATION DATE: January 25, 2006

The Radiation Safety Committee of the Maine Medical Center, Portland, Maine hereby authorizes:

JONATHAN C, WHITE, M.D., PH.D.

To possess and use the following radioactive materials:

ISOTOPE FORM AMOUNT PURPOSE
(mCi)
Any radioactive material Any radiopharmaceutical | Asneeded Any uptake, dilution and excretion
identified in G.100 identified in G.100 procedure approved in G.100
Any radioactive material Any radiopharmaceutical Asneeded |Any imaging and localization procedure
identified in G.200 identified in G.200 approved in G.200
Any radioactive material | Any radiopharmaceutical *} As needed Any radiopharmaceutical therapy
identified in G.300 identified in G.300 procedure approved in G.300
Gadolinium-153 Sealed Sources 800 mCi | For possession and use for non-uniform
attenuation corrections in nuclear
medicine camera
Any radioactive material Prepackaged kits As needed In-vitro studies
identified in C.6.F
Uranium depleted in Cadmium plated metal 400 kg Shielding in a linear accelerator
Uranium-235
Strontium-90 Sealed Sources 10 mCi For instrument calibration
Cesium-137 Sealed Sources 200 mCi - For use in 1.S. Shepherd Model 23-5
calibrator for calibrating instruments
Xenon-133 gas Gas As needed For use in biood flow in solution or
pulmonary function studies
Any radioactive material Any 200 mCi each | For use in in-vitro studies. Laboratory
with atomic numbers 1-83 radionuclide research, and research on human
and 5 Ci total Subjects

Page | of 3
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MAINE MEDICAL CENTER
PORTLAND, MAINE

PERMIT FOR USE OF RADIOACTIVE MATERIALS
PERMIT NUMBER: 002

EFFECTIVE DATE: January 25, 2004 EXPIRATION DATE: January 25, 2006

Radicactive materials are authorized only for possession and use at:

Maine Medical Center, 22 Bramhall Street, Portland, Maine

Maine Medical Center Brighton Campus, 335 Brighton Avenue, Portland, Maine
Maine Medical Center Research Institute, 81 Research Drive, Scarberough, Maine
Maine Medical Center's offsite warehouse, 78 Scott Drive, Westbrook, Maine
Maine Medical Center, 100 U.S. Route 1, Scarborough, Maine

Possession and wse of radioactive materials is subject to the conditions described on the following page:

ittt s eI

s

Elizabeth G. Quate, M.S. an C. White, M.D., Ph.D., Chair
Radiation Safety Officer Rad:atmn Safety Committee
1/25/2004

Page 2 of 3



STATE OF MAINE Page 1 of 2

* Licenss No. 05823

MATERIALS LICENSE

Pursuant to the Maine Radiation Satutes (22 MRSA 677) and Maine Dopartment of Human Services rcguladons on radiation
(10-144A CMR 220), and in reliance on statements and representations heretfore made by the licensee, a license is hereby issued
aythorizing the licensee o receive, acquire, possess, and transfer radioactive material as designated below; and to use such radicactive
materis] for the purpose(s) and at the place(s) designated below. This license is subject to all 2pplicable rules, regulations and orders
ol the Maine Department of Human Services now or hereafter in effect and to any conditions specified bclow

1. Name ' This license is issued in accordance with

Maine Motacular Imagling, LLC correspondence dated:

October 22, 2001
2. Address 3. License Number Amendment Number
33 Gorham Road 05623

Scarborough, Malne 04074 4. Expiration Date

January 31, 2007

5. Radionuclide 6. Form of Marerial 7. Maximum Activity
A. Any Positron Emission A. Any Positron Emission Tomography A. 120 millicuries (4440 MBg)
Tomography (PET) isotope (PET) radiopharmaceutica! Identified
idantified In G.100 In G, 10 »
B. Cobail-§7 @r&& E N ~ B. Not to excaed 15 millicurias
- VA (555 MBq)

Nof to exceed 500 microcuries

,,IJ @ 18.5 MBq)

— rﬁl{u
D. Germanlum-68 Q D. Sa(;

8. Authorized use

C. Cesium-137 _ Sealed Sourcaﬁ(

oagw>»
]
L
oo
4o
&
3
o
3._

RS
8. Licensed material may only b ly% el @h&u the primary storege location, and
used while at: 0@

(1) 33 Gorham Road, Scarborough, MW ’
{2) Maine Medical Center ~ Brighton Campus, 335 Brighton Avenue, Portland, Maine,
(3) MaineGeneral Medical Cenler, 8 East Chestaut Strest, Augusta, Malne.

(4) St. Mary's Reglonal Medical Centar, Campus Ave, Lewiston, Malne.

(5) Mid-Coast Hospital, 123 Medical Center Drive, Brunswick, Maina,

(6) Southem Maine Medical Center, One Medical Center Drive, Biddeford, Malne

10, Radlation Safety Officer: Michael Quinn, M.D.




Page 2 of 2
STATE OF MAINE Licanse No. 05823

MATERIALS LICENSE
Supplementary Sheet

., Authorized Users: Material snd Use:
Michael Quinn, M.D. ltlerms S A, through 5.D.
Roger T. Pezzuti, M.D. items S5.A. through 5.0.
Jonathan C. White, M.D. items 5. A. through 5.0,

12, All radloactlve materlal shall be dellvered directly to the mobll unit. No material shall be dellvered 1o client
facilities.

13, A lefter of egreement with each client facitity will be oblained authorizing Maine Molecuiar Imaging to place
the mobile unit on the client’s property and to receive and use radioactive material only in the mobile unit.

14, The licensee may transport Iicer;zgg,m%‘f riatynface r_#ﬁ‘"col_wiih the provisions of Part L of the Maine
Rules Relating to Radiation Prg ta‘%}g.Meg%?e'gw Lommissicn rules 10 CFR 71, and the
regulations of Faderal and St sgartteals of Transportalio T

/‘3) RER

15. Excepl as specificaily pf vid\é'df otherwise iﬁ, ttﬁs license, the lim shall conduct ils program in
accordance with the stajsriefgs, representatigns; ang procedures co kn the documents including any
enclosures, listed beloy ~T Agency's, gula‘.’g_idﬁ“#% afl gf‘Jver_nﬁ_unless,;hg, tements, raprasentations and
procedures In the ficerfs&t pplicati&fn.:wpd cforgpgp/pndencefggé more restrictlye than the regulations.

A Aol BT el
. Application dated;Ociober 22, 20 ol 1% a
B. Letler dated Decemtir 11, 2001 [5 4L,

Date December 27, 20013

Wayne D. Malloch, Inspector
Radiation Control Program
Division of Haalth Engingering

S e A e . - - m.—-i :




Andrew P. Loiacono, M.D.
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-

NR;: FORM 313A (AUL) U.5. NUCLEAR REGULATORY COMMISSION |
0-2008)
AUTHORIZED USER TRAINING AND EXPERIENGE S
AND PRECEPTOR ATTESTATION APTROVED Y oaas: 0. 15001 20]

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.280, and 35.590]

yNameumeposadAu&mzquaer : State or Teritory Where Licensed VA

Andvew P. Lolacono |

Requesied Authorization(s) (check af that apply)
35,100 Upiske, diution, and excretion studies
200 Imaging and localization studies
35.500 Sesled sources for dingnosis (specily device }

PART | - TRAINING AND EXPERIENCE
{Select ono of the threa methods below)

* Training and Experience, Including board certification, musi have been oblained within the 7 years preeiding
the date of aggliuamn‘ or the individua! must have obtained related continuing education and experigfice since

the required training and experience was completed. Provide dates, duration, and desacription of @éntinuing

education and experience related to the uses checked above.

b 1. Board Certtfication

a. Provide a copy of the board certification.

b. I using only 35.500 materials, stop here. if using 35.100 and 35.200 mats
Preceptor Attestation.

D 2. Curren

a. Authorized user on Materials License o
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(¥ more than one supervising individual iz necessap/to document supervised work experionce, provide muttipk

als, skip to and complete Part Il

m:pio.s of this section.)
. -y fion ofE:q)enenoeﬂ.l icense or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*
Eluting genarator systems
appropriate for the preparation of
radioadtive drugs for imaging and
localization studies, measuring
testing the eluate for ragionuciid
purity, and processing the el
with reagent kits fo prepare Isbeled
radioactive drugs
/ Total Hours of Experience:
Supervising Individ "Licansa/Permit Number listing supervising individusi as an
awthorized user
Supervisef meels the requirements below, or equivalent Agreement State requirements {check all that apply).
. » .
| 35.290 [ '} 36.390 + generator experiance in 32.290(c)(1)(#}Q)

NRGCFORM 2134 (AUD) (102008} PRINTED ON RETYCLED PAPER

PAGE 1



A3/21/2887 11:18 7573956874 HAMPTON RDS RADIOLOG PAGE 83712

NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

(9% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Training Location of Training Slock | ?ﬁngﬁ
Radiation physics end q fo Lk | 20
instrumentation erviara Nor Gen. “ﬁsf |
klzf‘ﬁ:»ué VA P 2005
i . — Lic H YS-00131-02 i .
' W, A\
Radiation protection 2 ©
\\
Mathematics pertaining to the use 0 s\
and measurement of redioactivily 2
o A - AN
Chemietry of byproduct material
for medical use {not required for 2 O
38.500) |
—— N - - " 1
Rediation biology 20
Total Howrs of Training: l OO
b. Supervised Work Exparisnce (completion of this table is not required for 35.590).
(If more than one supervising individual Is necessary to document supervised work experfence,
provide muliple copies of this section.)
Location of Experionca/License of Clock Dates of
Description of Experience Permit Number of Faoility Hours Experience®
Ordering, receiving, andunpacking | A5 obove -
radlioactive materials safely and Evm S — SN ort 50 2001
performing the related radiation ~
surveys NRC i RUST-DodLl-01 1005
Performing quailty control
procedures on instruments used fo N\ 50 LY
detarmine the activity of dosages :
and performing checks for proper
opsration of survey meters o
Caiculating, messuring, and safely N o0 Nt
preparing patient or human research :].
subject dosages

PAGE 2
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FNR-(: FORM 313A (AUD) 11.3. NUCLEAR REGULATORY COMWNSSION
5% AUTHORIZED USER TRAINING AND ) EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

b. Supemsed Work Expeﬂence (cunhnuad)

S T

' " . | Looation of ExperiencalLicanse or Clock | Datesof
Desortption of Exparience Pennit Number of Faclltty Hours Experience*
Using administrative controls to Euvensd - SNG H -
:prevent a medical event invelving the 2 D O 200l
useofunsealedbypmductmatenal a5 a;.(oo v T 2008
Usmg pmcaclures to contain spilled .
' byproduct material safely and using W 50 b
.proper decantamination procedures
i_ —— —
| Administering dosages of radioactive ‘ .
‘drugs to patients o hurman research A I DO ‘L
subjects
lEIutlng generator aystems appropriate
'for the prepamtion of radioactive \¢ \y
\drugs for imaging and locallzation 5- D
|studies, measuring and testing the
jefuata for radionuciidic purity, and
processmg the sluate with reagent
knts to prepare labsled radioactive
dmgs _
_ Total Hours of Experience: 700
FSuparvising Indiviiual o M D LbensdPenmt Numbwﬁshng supervising individus! as an
‘autharized user

Leskw s Jb‘wson. PhD 4S -0 0131 -D2

Supe meets the ummante below, or oqulvalent Agreernent Sme requirements (check one)
E [V 35.180 E?;.zsc (135390  [T]35.390 + generator experience in 35.290(c)(1XiiKG)

¢. For 35.590 only, provida documentation of iraining on use of the device.

Device Type of Training i.ocation and Dates

- r

N A

S S .

d For35500mesanly. stophere For 35,10C and 35.200 uses, skip o and complete Part || Precaptor
Attastation.

PAGE 3
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Im FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
(% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note:  This part must be compisted by the individuars preceptor. The preceptor does not have to be the supervising
individual as iong as the preoeptor provides, directs, or verifles training and experience required. If more than
ona preceplor iz necassary to document exparience, obiain a seperate preceptor staternent from each. (Not
required to meet training requirements In 35.580)

FFIrst Section

Gheck one of the following for each use reqguestad:

For 35.180
Board Certification }
[ 1 attest that has satisfactority completed the requirements in
Name of Froposed Authorized Uner

10 CFR 35.1980{a)1} and has achieved a level of competency sufficient to function independently es an
authorized user for the medical uses suthorized under 10 CFR 35.100,

OR
and jence
lettesttht A . Lolg (o o hes satisfactorily completed the 60 hours of training and
""" ‘Noma of Proposcd Authoriaad User

experience, Including a minimum of 8 hours of classroom and leboratory training, required by 10 CFR
35.190{c)}(1), and has achieved a leve! of compatancy sufficlent to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

Eor 35.280
: Cartffi
| attest that has satistactorily completed the requirements in
" "N of Praposod Authorzod User

10 CFR 35.280(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
I ant

Miatesttit A 2. Lov @ (0 o has satistactority completed the 700 hours of iraining
"~ Nome of Proposed Authortzed Lsor

and experience, inciuding @ minimum of B0 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses suthorized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
[\}45.190 [Was280 [ ]35380 [ 35.350 + genemtor experience

Name of Preceptor Slgnature Telephone Number Date

Lester 5. Johnstnl [ g~ o 17573876 902)3-2-07

e T I —

Dommeaormit Novmber/Faciiy Nama #5003~
W '(ZJ

Sentara MNorfol Geneval Ho&pé oo

PAGE 4
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- FORM 313A {AUT) U.5. NUCLEAR REGULATORY COMMISSIONM
FOeR00a}
AUTHORIZED USER TRAINING AND EXPERIENCE .
| AND PRECEPTOR ATTESTATION DPrEs: o
| (for uses defined under 35.300) :

{10 CFR 35.390, 35.392, 35.304, and 35.396]

of Proposad Authorized User State or Tewitory Whare Licansed
N Ay ew P Lowaco nG. _.'/ﬂ

Requested Authorization(s) (check all thet apply}:
[]356.300 Use of unsealed byproduct material for which a written directive is required

OR
| 5.300 Oral administration of sodium jodide 1-131 requiring & written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

|:_] 35.300 Oral administration of sodium lodide 1-131 requiring & written directive in quentities greater than 1.22
gigabecquerels (33 millicuries) i

[7]35.300 Parenteral 2administration of eny béte-emitter, or pnoton-emitting radionuclide with a photon energy less
’ than 150 keV for which a written directive is required

[]135.300 Parenteral administration of any other mdionuclide for which a written directve s required

PART | — TRAINING AND EXPERIENCE
{Sulect one of the three methods below)

Training and Experience, inc#udlnﬁ board certification, must have beeft cbtained within the 7 years preceding the date of
application or the individual must have related continuing education and experience since the required training and
experience was completed, Provide dates, duration, and description of continuing education and experience related fo

uses checked above.
[ ] 1. Board Centffication
g. Provide a copy of the board certification.

b. For 35.390, provide documantation on supervised clinical case experience. ble in section 3.c. may
be used to document this exparence.

¢. For 35.396, provide documentation on cdassroom and laboratory , Supervised work experience,
and supervised clinicel case exparience. The tables in sections 3«8., 3.b., ard 3.c. may be used {o
dooument this experience. L '

d. Skip to and complete Part Il Preceptor Atiestation. "~
P
i[] 2. rrent 35,300, 35.400, or 35.800 At 2o 3

a. Authorized User on Materials License .- - under the requirements below or
equivalent Agreement State requirerpefits (check alf that apply):

[ ]36.390 [] 35302 7" [ 35.304 [ ]35.490 ] 35690

b. If currently authorized »ffor’é‘.subset of clinical uses under 35 300, provide docurnentetion on additional
required supervised gdse experiance. The table in section 3.c. may be used o decument this
experience. Alsoprovide completed Part il Preceptor Attestation.

c. If currently stithorized under 35,480 or 35.880 and requasting authorization for 35.398, provide
documentation on classroom and laboratory training, supervised work experience, and supervised dlinical
case gdperience. The tables in sections 3.8., 3b., and 3.c. may be used to document this experiance.
Alsa'provide completed Part 1| Precaptor Attestation.

HRD EORM 3138 (AUFT) [ t-2006) PRINTED ON RECYCLED PAPER PAQE 4
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rlu; FFRH 313A (AUT) U.5. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
a. classroom and Laboratory Training D 35.300 méasz [ 135384 I_—l 35.396
Desmphon of Training Location of Training \ ﬁ:,c,z '?r:ﬁngt
Radiation physics and EVm3s  sW6H 20 200(~
Instrumentation 1‘1‘5"'@0(5f"02- 7_1)05
s N\~ } W]
Radiation protection 2- O
Msthematics pertaining to the ~ N "
use and measyrement of )
radioactivity 2O
Chemistry of byproduct A 2 "
material for medical use O
- )
Radiation blology e o '
Totat Hours of  Training: / () 0
b. Supervised Work Experience [ as.a00 l'gréaez Lj 36.394 Lj 36.306
i more than one supervising indhvidual ls necessery to document supervised training, provide multiple coples
of this page
Location of Experience/License or Clock Dates of
Description of Experience Permit Number of Facllity Hours Experience*
Ordering, moe_lvhg. and ' ¢ W-:
unpacking radicactive materials ﬁ C) o b O v € :)-C)E) {
safely and performing the ‘ 5 O g
refated radiation surveys - 200
Pesforming quahty control
pmﬁures on mswmants L
used to determine the activity , .
of dosages end performing 50 \
checks for proper operation of
suAvey meters
Calculating, measn.utlﬂrz:rgii and \ L {
safely preparin or L
human respeaﬂamﬂ g'ﬁbpct L0 O
dosages
Using adnumstratve cnntro!s o A
ent a medical event 7_ \
involving the use of unsesled D O
byproduct matenal
Usin rocedures to contam
sprué%‘:xyprodum material Ly 5’ O W
safoly and using proper |
deoontamlnaﬂon procaduros
Total Hours of Supervised Woﬂ: Experience: 550

+AEk 2
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NRC FORM 313A {AUIT) LS. NUCLEAR REGULATORY COMMISSION
0-2006)
i AUTHORIZED USER TRAINING AND EXPERIENGCE AND PRECEPTOR ATTESTATION {continued)
-] * * (Mlﬂ‘.hluod)
b. Supervised Work Expenence {uontmued)
| Supesvising individual LnoensaiPennll Numberlishng smewﬁ&vwama; T
p& 5] \} Qta 0D g g5 - 0013/

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

Supervising individual meets the requirements beiow, or equivalent Agreement State requirements (ohack o/ that
apply)*™:

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

[__I .380 With ce administering dosages of:

ﬁ.asz j Oral Nai-131 re?urring 2 written directive in quantities less than or equal 101,22

[]35304 . " gigabeoquereis (33 miliicuries) I
- [ ] orst Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

. | 7] Parenteral adminisiration of bata-emitter, or photon-emitting redionuclide with a photon
: enaryy less than 150 keV requiring a written directive Is required

g [ ] Parenteral sdministration of any other radionuclide requiring a written directive
PIRPTTSTLPEITIT RERTITISeey e e S et cateccey o ety ST
requesting authorized user stalus, aory qories ol

¢. Supervised Clinical Cage Fxperience
if more than one supenising indhidual is necessary to document supervised work experience, provids

muttiple copies of this page.
Number 0' C_Em . . --—‘-_..-..._-,“-.-.. [ T—
. Location of Experience/License or Permit Dates of
Description of Exparience involving Personal A .
Parl:lclpalion Number of Facilﬂy Experience I
'| e I_ ! ——_—— i
Oral administration of sodium | | ‘ ) S50 6 !
iodide I-131 requiring & written | . I I Evm /_/ 200
dfrudiv?:; uzzntmeslessthg : ] g 5 2605
OF Bqua igabecquerels| | i . - 2
(33e'rqmlllmnes) g'e \ 1 L{ c)" O ‘C) { 2) { D

-

Oral administration of sodium S
lodikie +-131 requiring & written
directive in quantitios greater
than 1.22 gigabecquerels (33
millicuties)

Parenteral administration of
any bels-smitter, or
photon-emitting radlunuclide
with a photon energy less than
150 keV for which a written
directive is required

Parenteratl adminstration of any o
other redionuciide for which a -~
written directive is required e

FAGE 3
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Lnnc FORM 313A (AUT) U.5. NUCLEAR REGULATORY COMMESION
103008}
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. and risnc User {continued)
c. Supervised Ciinical Case Experience (continued)
Bupervising inohidial — License/Permit Nimber fsting supervising indvidual a5 an
) o | . ‘ ‘authorized user
P.d. Lova tonG fViDg 4SS DO IBI- 0%

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

apply)**.

[T} 35300 - With experience administering dosages of:
Bﬁ.asz M Ora! Nal-131 requiring a written directive in quantities less than or equal to 1.22
[] 353994 - gigabecquarels (33 millicuries)

. [) oral Nak131 in quantities greater than 1.22 gigabecquerels (33 milticuries)

|

. |
(] as308 [ | Parenteral administration of beta-emitter, or photon-emitting radionuclide with = photon i
enargy less than 150 keV requiring a written directive is required ’

. [ ] Parentersi administration of any othes radionudiide requiring a written directive

requenting guthorized user stalus.

d. Provide compieted Part il Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the sup
1 individual as long as the precaptor provides, directs, or verifies training and experience required. If than
ote preceplor is heoessary o document experience, oblain a separate preceptor statement

hFll'!st Section
Check one of the following for aach requested authorization:

For 35.390: p
Board Cartification e

[ 11 ettest that has sailal'acbrﬁy compieted the training and experience
"7 Name of Propossd Ahortoed User

requirements in 35.390(za)(1).

OR

Training and 2

(] attest thet has satisfactorlly completed the 700 hours of training

— —._.._._M_. [ — riowd G

and experience, inclu,diﬂg" a minimum of 200 hours of classroom and laboratory tmining, as required by
10 GFR 35.380 (0)(1).

PAGE 4
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NRC FORM 313A {AUT)
{10-2008)

U.S, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Precentor Affestation (continyed)

First Section (continued)

Wmm andl fu) P Lataayﬂ) has satisfactorily completed the B0 hours of classroom

Nawne of Propoasd Authorizas Liser

and iaboratory training, &8 required by 10 CFR 35.392(c)X1). and the supennsedworkand clinical case
expetignce required in 35.392(e)2).

111 attest that

has satistactorily compisted the 80 hours of classroom
Namo of Propaced Avihoried User

and Iaboratory training, as nequired by 10 CFR 35,304 [c)(1), and the supervised work and clinical case
experience required in 35.394(c)(2).

I---H-----ﬁ---------"---H--------------ﬂ---------.-----------

Second Section
L%est that 0( N drew/ P o 14 ¢ oM C has satisfactorlly completed the required dlinical case
Mo of Proposnd Aulharized User

experience required in 35.380(b)(1 ()G listed below:

/] Oral Naj-131 requiring a written directive in quantities less than or equal to 1.22
gigabeoquerels (33 millicuries)

| ] Oral Nai-131 in quantities greater than 1.22 gigabeoquerels (33 millicuries)

Parenteral adminisiration of beta-amitter, or photon-emitting radionudlide with a phioton
" energy less than 150 keV requiring a written directive is required

[} Parenteral edministration of any other radionudlide requiring a written directive

o emecmamAssemesissemmAmA-smEREssemmRAAAssmamAnnamsLa.

Third/Section

/| 1 attest that ﬂd re w P LO 14k ohes satisfactorily achieved a level of competency to

Nama of Pyoposed Authorizad Uses

functij_m independently as an authorized user for;

Oral Nal-131 requiring 8 written directive In quantities iess than or equal to 1.22
" gigabecguerels {33 millicuries)

[_] Oral Nal-131 in quantities greater than 1.22 gigabecquerels {33 millicuries)

[_] Parenteral administration of bata-emitter, or photon-emiiting redionudide with a photon
energy lass than 150 keV requiring a written directive is required

| ] Parenteral administration of any other radionudlide requiring a written directive

PADE b
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l(in:: FORM 213A (AUT) 1.5, NUCLEAR REGLLATORY COMMISSION
o AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {(continued)
Fourth Saction
r Eor 35,396;
Cu AS0 A
! | attast that is an authorized user under 10 CFR 35,490 or 35.690

T TRame of Propassd Aulhorised User
or equivalent Agreement State requirements, has satisfactorily completed 80 hours of classroom and
Isboratory training, a8 required by 10 CFR 35.398 (d)(1), and the ey ed work and clinical case

=) ¥ required by 35.396(d)(2), and has achleved a level of sufficient tb function
Independentty as an authorized user for: .

] Parenteral administration of any beta-emitter, or pl itting radionuciide with a photon energy less
= than 150 keV for which a written directive is requ

[ Parenterat adminstration of any other radignGclide for which @ written directive is required

OR
Board catl
] attest that has satisfactorily completed the board certification
. T Nome of B
requirements of 35.306(p), hes satisfactority completed the 80 hours of cdiassroorn and laboratory training

7306 (d)(1} and the supervised work and clinical case experience required by
achieved a level of competency sufficient to function independently as an

| 7] Paren | administration of eny beta-emitter, or photon-emitting radionuclioe with a photon energy less
- thanA50 keV for which a writen directive is required
~

M Parenteral adminstration of any other radionuclide for which a written directive is required

-llb-u-l----lll-ﬂn---------t-----------n-----nnnn--—h--ﬂ-ﬂhn-----n

Fitth Section
Compl e following for preceptor attestation and signature:

{V] I meet the mqui?hﬂaw, or equivaient Agreement Stete requirements, as en authorized user for:
|7 85.300 35.392 [7) 35.304 []35.356

[% have expetience adminietering dosages In the following categories for which the proposed Authorized User is
= e ing authorizetion,
|V Oral Nal-134 requiring @ written directive In guantities less than or equal to 1.22 gigabecquerels (33
millicurles)
[” ] Orat Nal-131 In quantities greater than 1.22 gigabecquerels (33 miliicuries)

[ Perenteral adminigtration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
™ 150 keV requiring a written directive is required

|._| Parenteral administration of any other radionuciide requiring a written directive

PAGE ®
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WE, NUCLEAR REGINLATORY COMMSSIDN

RC FORSA $13A ¢AUT)
' mmmmmmmn&sﬂmmm
Fourtts Seotion
Eor 36206
or 35 680 a
. 1 otlewt that iz an sutharized user ynder 10 35.490 or 35,600
’ Tegen: ol Svcposod dathoried User
aquivalont Agreament Staln nequireamants, humnyeomplehd 80 hours. ¢f classroom and
gwymumumbywcﬁ':ﬁﬂ(m).wﬂn work ard ciinical casw
experience required by 35.396(d)2). and hax achievad ¢ leved of mwﬁm
independently xs af Butharizod Lser fer:
r‘]mmnofwm.ar redionuchide with & photon encrgy fess
o than 150 ke for which o written directive is
1. ] Parentersl adminstcation of any other for which B written ditactive is requived
: OR
B Cenificotitn:
"7 1 ottest that - hes setstoctorily comg the
: S o Pt S U ™

of 35 , has sstistectorily completad the B0 howrs of classroom and laboratory irpining
(d)(uuulllealmedmkw*mumwmm

reguiremernts
regutred by 10 CFR
35.396(d)7). and jwis achieved 9 level of competency sufficient o function &z on
mizadusqﬁr

ﬂlaniﬂ!kev{urﬂhbt!ameimbm
. r ﬂ-ma!em-mmom-fm-cﬂhw Ronuichide for which a writtan directive i requirad
p.;u-....m--*--—-n.----lll----H--H—O——-—--#----——-H-—m‘--‘—--nrnhl

[Finn Section
fhe SABawing Tor proceptor attestation and slgnaba;

Comerzy,

| ¥ 1 mest the requirsmentybelow. or eguivalent Agreement State requingments, as an suthorized user for:

I 7] 35.380 } 85.992 (35304 | 135208

;{mwmummrhMMhmmeUmw
W O feot 134 vmnwﬁumd&ﬁuhquaﬂe:mmmwmwmzzmps
mililcuries)
1"%%&3~hqwﬁggmmm1mm(33ﬂm;
T T anminiyrotion of hets.emitier, or ' photon-emiiing
-‘:sn»vmama«ha:;mu . ""“’“""'““”*Mmummmm

e Pomiany ”"”'ﬂhﬁwﬂwmm = Wil Mﬁn ; J’

o e pracii . g — |
!p ally 'm’-ﬂé@ﬂ-‘f"ﬂ ”’”’”’-’-ﬂé‘- b/s?’w
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
{10-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION EXPIRES. 1aiz00s o2
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Neme of Proposed Authorized User 'State or Territory Where Licensed \/ A
Yasmeen  Knowles v/
Réquested Authorization(s) (check all that apply)
M35.100 Uptake, dilution, and excretion studies
E/BS.ZOO Imaging and localization studies

r—\ 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
the date of application or the individua!l must have obtained related continuing
the required training and experience was completed. Provide dates, duratio
education and experience related to the uses checked above.

ithin the 7 years preceding
ucation and experience since
and description of continuing

[ ] 1. Board Certification

a. 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 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License ' / meeting 10 CFR 35.390 or equivalent Agreement
%

State requirements seeking authorization for 35.

b. Supervised Work Experience /

(If more than one supervising individual is ne}zéssary to document supervised work experience, provide multiple
coples of this section.) !

e ) Aocation of Experience/License or Clock Dates of
Description of Experience // Permit Number of Facility Hours Experience™
Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring an
testing the eluate for radionuciidi
purity, and processing the efugte
with reagent kits to prepare labeled
radloactwe drugs /,
_ _ - 1o e -]
/ Total Hours of Experience:
Si]Wnﬁw]dual N o License/Permit Number listing supt;r;tis;tng individual as an
/ authorized user
Supervisor megts the requirements below, or equivalent Agreement State requirements (check all that apply).
| 135.290 | 35.390 + generator experience in 32.290(c)(1)(iI)G)

NRC FORM 313A (AUD) (10-2006) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD)
(10-2008)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

—
Description of Training

{ | 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

Clock

Radiation physics and
instrumentation

Datesof

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
|35.590)

Radiation biology

provide multiple copies of this section.)

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

Description of Experience

Location of Training Hours Training*
Eastevn Va. med. Schog o006~
Sewtara Nocfole Gentosp 9 0

Novrtow VA Sood
NRC Lic#wus-0DIR\ 02 )
\
' WA
20
18N 14N
\\ AN
|
. j
\ W
-+ 0
Total Hours of Training: ( O '®.
(If more than one supervising individual is necessary to document supervised work experience,
Locatiéh Vc;f_ ExperiencelLicense or o 1 Cilock Dates of
Permit Number of Facility i Hours Experience”

Ordering, receiving, and unpacking
radioactive materials safely and
performing the related radiation
surveys

W.Ctme CZET(OG_U f_,
e ¢ HD

Performing quality control
procedures on instruments used to
determine the activity of dosages
and performing checks for proper
operation of survey meters

|

|
i

|

|

|

50

200"
S804

AN

.

Calculating, measuring, and safely
preparing patient or human research
subject dosages

hat

100

i

PAGE 2




NRC FORM 313A {(AUD} U.S. NUCLEAR REGULATORY COMMISSION
1020% - AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

b. Supervised Work Experience. (continued)

Descriotion of Experience Locatlon of Expenence/Llcense or 7 WﬁiC?Iock " Dates of
P P Permit Number of Facility Hours Experience”®

Using administrative controls to : . ) - ‘ _
prevent a medical event involving the S Qe aS f)f VoS ) 00 | ; Ooo
use of unsealed byproduct material . a 2 to t,t
Using procedures to contain spilled A 0
byproduct material safely and using | 5 '®)
proper decontamination procedures !
Admlmsterlng dosages of radioactive 1w A\
drugs to patients or human research i ‘ Q O
subjects |

Eluting generator systems appropriateg
for the preparation of radioactive ’ W W
drugs for imaging and localization | 5 .
‘studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent |
kits to prepare labeled radioactive

dru .
gs [ o - e ,ﬁJ____._. L e ]
Total Hours of Experlence : '7 C O

LlcenselPermit Number ||st|ng supemsmg lndlwduat as an
M D v authorized user

Leshzr S Jo\mw PD 4 S-COI>I- 02

‘Supenvising Individual

Supervisar meets the requirements below, or equ:valent Agreement State requirements (check one)

1%5.190 L135.290 | ]35.390 | ]35.390 + generator experience in 35.290(c)(1){ii)(G)

¢. For 35.590 only, provide documentation of training on use of the device.

Type of Training | Location and Dates

A

Device

— [

if

e ———— ———————— —— ———— RS —— i

d. For 35.500 uses only, stop here. For 35 100 and 35.200 uses, Sklp to and cornplete Part It Preceptor
Attestation.

PAGE 3




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2005)  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 to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

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

For 35.190
Board Certification
[ ] attest that has satisfactorily completed the requirements in

Name of Proposed Authorized User

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

Training and Experience
V] | attest that y ASm € € KVM‘) {6 has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User '

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 35.290
Board Certification

D | attest that has satisfactority completed the requirements in

Name of Proposed Authorized 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

Trajring and Experience
| attest that Yd\ S € & K e w (€5 has satisfactorily completed the 700 hours of training

Name of Proposed Autherized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(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.

Second Section
Complete the following for preceptor attestation and signature:

{%ee} the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[\/35.190 1 \/35.290 | ]35.390 | ' 35.390 + generator experience
Name of P;eéehtar_- - Signature - - Vriririnéiépﬁéne Number Date |
L eoter S-3dhnson L. papls 757 368 S92 3-2-07
License/Permit Number/Facility Name - S - ZLS’ DDy 2~

sertora NMorfole Genecval  Hospdia( D2

PAGE 4
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL

RADIOACTIVE MATERIALS LICENSE

Pursuant to Chapter 404, Florida Statutes, and Chapter 64E-5, Flarida Adminizirative Coda (F.A.C.), and in rekance on staterments.and
ropresentations herstafum made by the licensee designated below, a licanse is hereby Issued authorizing such licensee fo recshe,
acquirs, possess and transfer the radioactive material(s) deslgnated below and to usa such radloactive matartal(s) for the purpasa(s)
and ar the place{s] designated below. This license is subject to all applicable nies, regulations and orders of the state of Flotida,
Department of Health now or hereafter in effect and to any conditions specified beiow.

_ Hoenses 8. Liconse Number: 189 1
1.reme LAKELAND REGIONAL MEDICAL is hereby amended in its entirety
CENTER, INC. with reference to corespandence
dated(2) August 31, 2008, -

September 4, 2006, and
September 5, 2006

2, Address: Department of Nuclear Medicine 4, Expiration Date:  3/31/2011
1324 Lakeland Hills Boulevard 5, Gategory: sB
Lakeland, FL 33804-5448 Simisd
T T twmedm v mei
: .mdmmnm AR ’ Wlm : :
A. Any radioactive A. Any radiopharmaceutical for A
material described in diagnostic use involving
section 64E-5.626, measurements of uptake, difution or
F.A.C. excretion as described in section
B64E-5.626, F.A.C.
B. Any radipactive B. Any radiopharmaceutical for B. Asnecessary
material described in diagnostic use involving Imaging
section 64E-5.627, and localization as described in
FA.C. section 64E-5.627, F.A.C., except
gases, aerosols and generators |
C. Any radioactive C. Any radiopharmaceutical for C. Asnecessary
material described in therapeutic use as described in
section 84E£-5,630, section B4E-5.630, F.AC.
F.AC.
License Numbsr: 189-1 HQ co . .
MandmeLr‘\TN:: 149 PY Category; (B

Control Number: 20080205-1340 Page 1 of 8 Page(s) Expiration Date:  3/31/201%.: - ‘

e
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STATE OF FLORIDA “
DEPARTMENT OF HEALTH .
BUREAU OF RADIATION CONTROL .

& Radicactive Waterial T T4 ChomilmdOrPsicalFom 3
.. elmetand magsumber) ¢ ' '
D. Any radioactive D. Any sealed source for brachytherapy D. 2 curfes
material described in as described in section 64E-5.632,
section 64E-5.632, FAC. .
F.A.C. s
E. Technetium 99m E. Aerosol E. As nscessary 5
F. Molybdenum F.  Solid and liquid (Molybdenum/ F. Scuries
99/Technetium 99m Technetium 92m ganerators)
G. Gadalinium 153 G. Sealed sources (E.|. DuPont Corp. G. 2sources; notto
Madels NER-430, NER-431, Gulf exceed 1500
Nuclear, inc. Model GD-1, millicuries each

Amersham Carp. Model GDC-CY1,
Lunar Corp. Model GD series and
Biosources, Ltd. Mode! OS-213A)

H. Uranium 238 H. Depleted metal H. 400 pounds ' i
l.  lodine 125 I.  Sealed Source (Amersham/Medi- I 10 millicuries, no %
Physics, Model 6702; IsoAid, L.L.C., individual sourcede
Model |Al-125A(Advantage 1-125); exceed 0.7 millicydes V-
implant Sciences Corporation, Model each C

3500; Shanghai Syncor .
Pharmaceuticals Co., LTD, Model 0
BGT-125-1; Bard Brachytherapy, |
Inc., Modeal STM 1251; North

American Scientific, Inc., Model ,
MED 3831, IsoStar Texas, Inc., "
Model 15-125 Series; and Medi- :
Physics, Inc. Model 6733(EchoSeed)

6735, and 6711(OncSeed)

J.  Palladium 103 J.  Sealed Source (North American J. 10 millicuries, no
Scientific, Inc, Model MED 3633, individual source to
Theragenics Corp Model 200, MDS exceed 0.7 millicuties
Nordion Model ATi-103Pd) each
K. Gadolinium 153 K. Sealed Source ([satape Products K. 4 sources: not'to
Laborateries Model NES8429) exceed 600 millicuries
each
License Number: 1891 Ha CoPY Category: y
Amendment No.: 149 seasy: P

Control Number: 20060905-1340 Page 2 of 8 Page(s) Expiration Date:  3/31/201%.,
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STATE OF FLORID
DEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL

Authorized Use s

B

A. Any medical use described In section 64£-5.626, F.A.C.

B. Any medical use described in section 64E-5.627, F.A.C., except gases, aerosols and
generators,

C. Any medical use described in section 64E-5.630, F.A.C.

D. Any medical Use described in section 84E-5.632, F.A.C.

E.  To be used for puimanary function studies as described in section 64E-5.627, F.A.C.

F. Production of technetium 99m pertechnetate for processing with reagent kits in preparing
radiopharmaceuticals in accordance with section 64E-5.628, F.A.C., or callbration standards in
accordance with sections B4E-5.617, F.A.C. This uss does not include distribution.

'G.  One source to be used in a Novo Diagnostic Systems Model BMC-LAB22a bone mineral
analyzer as described in section 64E-5.631, F.A.C., and one source for exchanges.

H To be used as shielding in a Varian Clinac 6100 linear accelerator.

K

l.and J. To be used for localization of breast lesions for biopsies as approved by the FDA or

Institutional Review Board,
To be used as transmisslon sources for attenyation correction of SPECT studies.

CONDITIONS

10.  The authorized place of use is the licensee’s facility located at the address in Item 2,

11.

Failt_lre to comply with the provisions of this license is a felony of the third degree pursuant o
section 404.161, Florida Statutes. Alsg, violations may warrant an administrative fine of up to
$1,000.00 per violation per day, pursuant fo section 404.162, Florida Statutes.

12. A, The following individuals or persans under their supervision are authorized for the

materials and uses as indicated:

Autharized Material and Uses as Names

Dgscribed in Items 6, 7, 8, and 9

64E-5,626, 64E-5 627, 64E-5.630, James L. Holiman, M.D.
and 64E-5.631(3) Francis D. Orake, M.D.

Wilton M. Reavis, M.D.
Jorge L. Gonzalez, M.D.
Raobert K. Ramseay, M.D,

ST — s e — = — np
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12. A Caontinued.

Authorized Matesial and Uses as Names : i
Described in tems 6, 7, 8, and 9 ]
B4E-5.626, 64E-5.627, and 64E-5.830 Ronald Stiflerman, D.O.

Jerome Scavone, M.D.
Charles A. Sutton, M.D.
Christian T. Schmitt, M.D.

B4E-5.626, 84E-5,630, and 64E-5.631(3) Thomas W. Oates, M.D.
64E-5.626, 64E-5.627, and 64E-5.630 Joseph M. McDowell, M.D.
{except gold 188 and colloidal phosphorus 32) Katherine Reed, M.D.
B64F-5.630, 64E-5.631(3), 64E-5.632 and Randy V. Heysek, M.D.

strontium 90/yttrium 80 for intravascular coronary
brachytherapy as described in FDA PMA number
P000018/S18 and P000018/815

64E-5.630 (except gold 198 and Eugene T. Davidson, M.D.
iodine 131 for thyroid carcinoma)
64E-5.630 and 64E-5.632 Andrea Trotti, ill, M.D,

Leslie Lubich, M.D.
Sandra J. 8ha, M.D.
Victor C. Archie, M.D.,
Douglas P. Calvin, M.D.
H. Brian Balfour, MD.

B4E-5.628, 84E-5.627, 64E-5.630 (except gold - Sameet Rao, M.D.
198, samarium 153, ytirium 90, strontium 89,

phoaphorus 32 and iodine 131 for the treatment

of thyroid carcinoma)

64E-5.626 and 64E-5.627 Kevin Halista, M.D.
Carole J. Ebersole, M.D.
Bradiey P. Bamas, M.D.
Michael B. Esposito, M.D.
Robert R. Harriage, {l, M.D,
Howard Gorell, M.D.
Kenneth G.S. Ferguson, 11, M.D,

License Numbar: 189-1 HQ COPY Category: [533
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Authorized Material and Uses as Names
Described in (torme 6, 7,8, and 8 ]
B4E-5.626 and 64E-5.627 John Bradshaw, M.D. !

Larry M. Dietrich, M.D.
Thomas M. Goaodnight, M.D.
Bret 0. Hanricks, M.D.

Evan Chambers, M.D.

Chat Virapongse, M.D, .
Andrew Martin Schneider, M.D,
Bruce Miller, D.O.

Ali Shariati, M.D.

C. Christapher Pittman, M.D.
Martha |. Lima-Charron, M.D.
David L. Weaver, M.D.
Theima L. Chisholm, M.D.
Charley Myrick, I, M.D.
Amir Salmanzadeh, M.D.
Tomas D. Korensky. M.D.
Scott A. Fargher, M.D.

Mehdi Poustchi-Amin, M.D.
Daric M. Topolcic, M.D.
Fakhir Eimasn, M.D.
Husuam K. Habboub, M.D.
Avinash Khanna, M.D.

64E-5.626, 684E-5.627 and lodine 125 and
Palladium 103 sealed sources for localization studies

Mary S. Gardner, M.D.

64E-5.626 and 64E-5.627
{except generators and reagent kits)

Helena Mahias-Navarte, M.D.
Joseph P. Massaro, M.D.

64E-5.627 for cardiac studies only

Patrick J. Reddy, M.D.
Christopher L. Simek, M.D.
Philip Owen, M.D.
Douglas Ebersole, M.D.
Luis Carrilla, M.D.

John G. Canto, M.D.

Sean O'Rourke, M.D.

L — T—- e — Tyi—
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12. A. Continued:

Authorized Material and Uses as Names - 1
Described in ltems 6,7, 8, and 8 R
B64E-5.627 for cardiac studies only Samj K. Baddours, M.D.

(except generators and reagent kits) Mircea Basaraba, M.D.

Vladimir Curkavic, M.D.
Vineel Sampalii, M.0.
Z. Jacab Litwinczuk, M.D.

The radiation safety officer is Alan Bako, M.S5., DABR.

C. Radiclogic technologists who use and administer radioactive materials or parform
brachytherapy or teletherapy procedures under the general supervision of an authofized
user shall hoid a valid centificate as required by Chapter 468, F.S.

D.  The authorized medical physicist for medical physics support is:

Authorized Materfal and Uses as Names If
Described in Items 6,7, 8, and 9 U,
B4E-5.632 . Alan Bako, M.S.DABR

13. Radioactive material transported on public thoroughfares shall be patkaged, prepared for
shipment, and transported in accordance with Title 48, Code of Federal Regulations and
Chapter 64E-5, F.AC.

14. Sealed sources containing licensed material shall not be opened.

15.  The licensee shall not authorize release from confinement for medical care any patient
administered a radiopharmaceutical until:

A.  The dose rate is less than 5 miliirem (50 microsiaverts) per hour at a distance of
1 meter; or

B. The amount of radioactive material in the patient is less than 30 millicuries.

16.  Any therapeutic dose of iodine 131 shall be received in capsule form only.

R - S - ,
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22. B. The licensee shall comply with ali applicable requirements of Chapter 64E-5, Florida

Administrative Code, and these regulations shall supersede the licensee's statements in

applications or correspondence, uniess the statements 2re more restrictive than the

regulations.

jssuance Date:___ SEP 15 2006

For the Bureau of Radiation Control:
ORIGINAL SIGNED BY:
LEE THOMAS

Lee Thomas

Environmental Specialist If
4052 Bald Cypress Way - Bin C21
Tallahassee, FL 3239%-1741
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(850} 245-4545
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This js to acknowledge the receint of yaur letter/application dated
R i)

3 ?/ Lol d and to inform you that the initial processing which
includes an administrative review has heen parformed.

A*eny). ¥£S-00 986 -of
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissians 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 bheen 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 d %{0 87 .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5388, or 337-5260.

NRG FORM 532 (R) Sincerely,
(6-96) Licensing Assistance Team Leader



