A Multi-Specialty Clinic
Providing Quality Healthcare since 1937
www.prattmed.com
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May 15, 2008

U.S. Nuclear Regulatory Commission
Region 1
475 Allendale Road

King of Prussia, PA 19406-1415 D0 3

RE: Update authorized users on Materials License #45-25552-01

To whom it may concem:

Please amend our current license to add the following physicians as authorized users as specified in 10
CFR Part 35.900, effective immediately.

Matthew J. Webber, MD

Thank you for your attention to this matter

. 023
Sincerely, ; ::_:)7
- 3 ™M
gﬁ % % e
: T
WM/ : U/&M s
Linda K. Julian
Chief of Ancillary and Clinical Operations
(540) 786-5240

bee: Linda K. Julian

Sara Niemynski

142413
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mrom 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION ke "°“33.§°u'3"°”“°‘”L
(for uses defined under 35.100, 35.200, and 35.500)
{10 CFR 35.190, 35.290, and 35.590]

IName of Proposed Authorized User State or Territory Where Licensed .
Ma_Hhew J. Webber yirgna
Requested Authorization(s) (check all that apply)

35.100 Uptake, 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 confinuing education and experience since
the required fraining and experience was completed. Provide dates, duration, and description of continuing

heducaﬁonandexpeﬁencerelatedtomeusesd\edtedabove.

1. Board Ceriification
a. Provide a copy of the board certification.

b. if using only 35.500 materiais, stop here. if using 35.100 and 35.200 materials, skip to and complete Part i
Preceptor Attestation.

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(¥ more than one supervising individual is necessary to document supervised work experience, provide multiple

2O INONEATION

copies of this section.)
. Location of Experience/License or Clock Dates
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 and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs
Total Hours of Experience:
Supervising Individual License/Permit Number listing supervising individuai as an
authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).
[]36.200 [[] 25.200 + gonerator experience in 32.200(c)(1{ING)

NRC FORM 313A (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 1
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mrom 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION mzm“““‘”L
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

ﬁNmomepmdAunmizﬁUser State or Territory Where Licensed .
Ma fthew J. Webber Virgimu
Requested Authorization(s) (check all that apply)

35.100 Uptake, 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 experience since
the required training and experience was completed. Provide dates, duration, and description of continuing

ﬁoducationandexpetiem:erelatedtotheusest:l‘ueakedabovca.

1. Board Cerification
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 1l
Preceptor Attestation.

0 2 curats 2 User Seal 136290 Auth
a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(if more than one supervising individual is necessary to document supervised work experience, provide multiple

copies of this section.)
. Location of Experience/lLicense 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 and
testing the eluate for radionuclidic
with reagent kits to prepare labeled
radioactive drugs
Total Hours of Experience:
Supervising Individual License/Permit Number listing superviging individuat as an
authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).
[CJJss.200 [[] 25.200 + generator experience in 32.200(c)(1)}(HNE)

NRC FORM 313A (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Training Location of Training m .?r:t'?m:f.

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (nof required for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.580).
{#momﬂnnmewpwvishghdivﬂualisnmsuqbdomewpeMsodwakoxpeﬁem,
provide multiple copies of this section.)

Supervised Work Experience Total Hours of
Experience:
of Experience Location of Experience/License or ] Confrm Dates of
Must Include: Permit Number of Facility Experience”
Ordering, receiving, and unpacking [Jyes
radioactive materials safely and
performing the related radiation [no
surveys
Performing quality control
procedures on instruments used to Oves
determine the activity of dosages
and performing checks for proper DN°
operation of survey meters

PAGE 2



2008-05-151158  D.Emerson  540-727-8117>> 3022272469 o pags

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

b. SupervnsedWorkExpenence {continued)

Description of Experience Location of Experience/License or Conf Dates of
Must include: Permit Number of Facility Experience*
Caiculating, measuring, and safely [_'] Yes
preparing patient or human research
subject dosages CIno
Using administrative controls to DY”
prevent a medical event involving the
use of unsealed byproduct material [Ine
Using procedures to contain spilled [0 Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive [ Yes
drugs to patients or human research :
subjects [N
Eluting generator systems appropriate DYes
for the preparation of radioactive
drugs for imaging and localization . [InNo
studies, measuring and testing the
eluate for radionuciidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
g :
Supervising Individual MMNWMWMISM
;aumorizeduser
Supervisor meets the requirements below, oreqmvalentAgreementShterequkemenu(chockone)
f_']35.190 D 35.290 [j 35.390 D35.390+genemtorexpedemem35.290(c)(1)(ﬁ)(e)

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

Device | Type of Training Location and Dates

d. For 35.500 usas nnly. stop here. For 35.100 and 35.200 uses. skip to and compiete Part Il Preceptor
Altestation.
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FONM 3134 LAUD) WE. NUCLEAR REGINATORY COMBISMON |
mmmmmmmmmmmmmu fcontimed)
PART ¥ - PRECEPTOR ATTESTATION

M. This puift must be completed by the individual's precaptor. Tha pracapior does not have 10 be the supervising
mmumanmmmummumm ¥ more than
ane pritepior & necessary to document experience, obtain a separale pracepior statement fom oech. (Not

raquine. 10 meet training requirements in 35.590)
iy
one of the following for sach uss reauvsied:
Eor 35,190
o agifcaion DL Dr. Uelser is et ABNM carGlhd.

AT : satisfactorily completed the requirements in
Namo of Propoasd Avgharied Uvec
5 10 SFR 35.190(a)(1) anet has achisved 3 level of campatency sufficient 1 funciion independently as an
| i orized user for the medical usas autherizad ynder 10 GFR 35,100,

OR
| atiast that o o tas satistactorily complotect the 60 hours of tnaining and

. eupevience, inciuding a minimum of 8 hours of dsseroom and iaboratory training, required by 10 CPFR
| ﬁ.!mﬂ(ﬁ“h&dﬁnﬂa“dmﬂﬁmwﬁmmgm
[ auttorized user for the medicsl uses suthorized under 10 CFR 35,100,

tiication AP-
taptnmt M2 Hhew T, webber™ ! hes sstatactorty completed the requiremants in

! " Name of Prapossd Adnosasd User

10 . 3FR 36.200(a)(1) and has achieved a laveal of compelancy suficient to fimction independently as an
autrcaizad user for !ho medical uses suthorizad Under 10 CFR 35.100 and 38.200.

OR
1and Omerianee

) at:pat thet has satisfeciorlly completed the 700 hours of training
et oo s oty

and Superiance, inchuding a mininum of 80 hours of dlasaroom and taboratory training, required by 10

CF1{ 35.200(c)(1), and has achisvad » lowsl of sompatency sufficient 1o function independently a8 an

sulhasizod user for the medioal uses sutharized under 10 CFR 33.100 end 35.200.

! the Inllowing for pracepear stiestation and signature:
Agreemuant Stals requirements, as an authorizad user for:
36390  ["]35:390 + generator expesiance

| e - - g e :._': e -

lgot-Uz- &3 ;;7_5/18 |
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This is to acknowledge the receipt of your letter/application dated

/S- ‘S 05 , and to inform you that the initial processing which
includes an administrative review has been performed.

Therﬁv;g}e no aéMs’T)Tve omissions. YourSe-lpphcatlon was assigned to a

technlcal 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 ‘ g{ (;L’i
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 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



