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1212 E. Sherman Boulevard + Muskegon, MI 49444
231-739-9427 + Fax 231-739-6199 - www.westshorecardiology.cor
]

CLINICS - Grand Haven - tudington + Shelby - Hart - 1-800-968-5483

August 26, 2010

U.S. Nuclear Regulatory Commission
Region (I

Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, [L 60532-4352

RE: License # 21-24873-01
Dear Mr. Mullauer:

This letter is in response to your phone cail regarding the “Supervised Work Hours” experience
on Dr. David Bonnema’s preceptor form that was submitted for review on 8/12/2010. The
correct hours have been filled in on the attached form. Also attached is a letter from Glenn
Goudy, RSO stating that Dr. Kenneth Spicer is an “authorized user” on the Medical University of
South Carolina’s Broadscope license. Dr. Spicer was the Supervising Individual for Dr. Bonnema.

Would you please change our license status to 35.200, imaging only and remove Gregory A.
Bernath, MD as an authorized user also.

Our physicist, Ray A. Carlson, MS would be happy to help you with any further questions if
needed at (734) 455-4730.

Sincerely,

7%&44@7 & ,::’Lf“fr:@

Mark E. Meengs, MD. (RSO)

Ralph G. Ryan, MD, FACC Mark E. Meengs, MD, FACC John F. Skafierup, MD, FACC
Gregory A. Bernath, MD, FACC Danie} L. West, MD, FACC Thomas J. Hilt, MD, FACC
Eric B, Stuart, MD, FACC Ionut A, Oravitan, MD, FACC
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qug’o% QP;ORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150-0120
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012

(for uses defined under 35.100, 35.200, and 35.500)
{10 CFR 35,190, 35.290, and 35.590]

roposed Authi ;a Statﬁ)or;grn% Where Lnoansed /h o
: @
ﬁ/ wpea. | = 7 4 pEn B

Requested Authonzatlon (check all that apply}
g_ B | 35.100 Uptake, dilution, and excretion studies

DR 35.200 Imaging and localization studies
| 135,500 Sealed sources for dlagnosis (specify device )

PART | ~ TRAINING AND EXPERIENCE
(Salect ane of the three methods below)

* Training and Experience, including board certification, must hava bean 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 experiance was completed. Provide dates, duration, and description of continuing
education and experence related to the uses checked above.

| ! 1. Board Gertification
a. Provide a copy of the board certification.

b. Ifusing only 35.500 matertals, stop here. [fusing 35.100 and 35.200 materials, sKip to and complete Part Il
Preceptor Attestation.

2. rrent 35.390 Authorized r Seeking Additional 35.290 Authorization
a. Authorized user on Materials License maeeting 10 CFR 35.330 or equivalant Agreement

State requirements saeeking authaorization ‘for 35.290.

b. Supervised Work Experience,
(if more than one supervising individual s necessary to documeant supervised work experience, provide fmultiple
cop:es of this section.)

e —— » oo s —

J Location of ExperiencelLicense or Clock | Datesof |
Permit Number of Facility Hours [ Experience® |
}
|

Dascription of Experience

Elutmg generator systems
‘appropriate for the preparation of |
‘radicactive drugs for imaging and
Jocalization studies, measuring and i
‘testing the eluate for radionuclidic
purity, and processing the efuate
‘with reagent kits to prepare labeled
‘radioactive drugs

iy
e e i i e e
d

Total Hours of Experience:

i : O 0 O e 0hne ey G e e
ISupervising Individual LlcenseJPermzt Number listing superv:smg individual as an
| :authorized user

I
1
Superwsor meets the requrrements below ar aqurva!em Agreament State requ:rements {check all thar apply)

1 35.290 © 35.390 + generator experience in 32.24%(c) 1)(iNG)
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NRC FORM 313A (AUD) (3-2008) PRINTED ON RECYCLED PAPER PAGE 1
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U.5. NUCLEAR REGULATORY COMMISSION

NRC FORM 313A (AUD)
(32009 A(JTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
M 3. Trainingi a erienc rOpos orized
a, Classroom and Laboratory Training.
A T } . L Clock Dates of ,
| Description of Training Location of Training Hours Training*
‘ Q) Cer ZDL“?)
'Radiation physics and ! 25
instrumentation . ,\D"-'ZCD"? 0|
! N\ -0
Nuse Cresleston 0. bl-2to1
i =" -tp 03-20nT)
{Radiation protectior: o ‘
r -2 0
\ S Choreston s ,f‘ o |
‘Mathematics pertaining fo the use ! O 03w, |
.and measurement of radioactivity /O -2t 10
| -2y
S —
1 o Ginorles | O1- Zot7 10
iChemistry of byproduct material N\L\:CL QX \eston o OA-20071
ifor medical use (not required for L&) i
135.560) 1o-wn !
| !
e e (a2~ 2
' sl O\ 2o
: ML Crorteston . D3 - 2067
‘Radiation bioclogy
: \o 20657 10
R N ¢ At < 3
Total Hours of Training: QD
b. Supervisad Work Experience {completion of this table is not required for 35.590),
(if more than one supervising individuaf is necessary to document supervised work experiencs,
provide muitiple copies of this section. )
gupervisad Work Experience 'Tatal Hours of ;
: o Experience: '7 o0 ’ |
Descnptlon of Expetience Location of Experience/License or Confirm i Datesof
Mu5t lnc!ude Permit Number of Facility ‘ Expeﬁence
'Orderlng, receiving, and unpacking f‘(\\_,@Q_ %‘\{5&@{\ = ) (ves OV 'Zfitﬂ L
iradioactive materials safely and ! i 03 27|
-performing the related radiation P T 1 No ‘
-SUrVeys 1L %O: ‘fL
Performing quality control | [ PP T -
-procedures on instruments used to W& M\‘L%ﬂ .ﬁ(:-— i i\’es i E)-E,);sz-?_@
‘determine the activity of dosages bl RITo s Vi
‘and perfortning checks for proper T INo \D_zmj
EecuitrnEEe b 200

PAGE 2
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(3-2000}

NRC FORM 313A (AUD)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continuad}

U.8. NUCLEAR REGULATORY COMMISSION

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

b. Supervised Work Exparience. (continued)

Description of Experience E t ocation of Exparience/License or e Datgs of
‘ Must Include: Parmit Number of Facility Experigncs®
- f' o e e
iCalcutating, measuring, and safely M& Q—Mﬂt&ﬂ\ if-— V) Yes gjﬁ'm‘}) l(&
:preparing patient or human research ! - :
Isubject dosages [LINo %”2&) 1 o
e el
Using administrative controls o W 4] m Yes A= 3
prevent a medical avent involving the L
use of unsealed byproduct material L_J' No
Usmg procedures to contain spiled i\ // ¥ Yes LL j) !
byproduct material safely and using Z :
proper decontamination procedures [m: No
Administering dosages of radioactive | 1\ L l] MYES L J)
drugs to patients or human rasearch ‘
subjects [ INo
} w V)

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
Edrugs !

W

iSupervising individugl

| Km&\f\ M

ALY

DRlL-ol

‘License/Permit Numbar listing supervising individual a5 an
;authorized user

[ 135.190 @ 35.290

tS‘;uperwsor meets the requirements belcw or equivalent Agreement State requirements (check one}

~35.390

[:] 35.39G + generator experience In 35.280(c)(1)(iiXG) ’
}

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

] T
| Device

Type of Training

Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and compiete Part i Preceptor

Aftestation.

PAGE 3
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‘NRC FORM 313A (AUDY U.8.NUCLEAR REGULATORY COMMISSION
#2059 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued)

PART #f - 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 exparience, obtain a separata praceptor statemnent from each. (Not
required to meet training requiremants in 35.590)

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
Check one of the following for each use requested; =
For 35.190
Boar: ification
| |1 attest that has satisfactorily completad the requirements in

" “Name of Proposed Authorized Lisar

10 CFR 35.180¢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

__:[ | attest that . has satisfactorily comgpleted the 60 hours of training and
Narmgr nfﬁgom Auﬁworfz“;d Usar

experience, including a rminimum of 8 hours of classrcom and laboratory training, requirad by 10 CFR
35.190(c)( 1), and has achieved a lave! of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.250
Board Certification

I 11 attest that has satisfactorily completed the requirements in

" Name of Proposed Adthorized Usar
10 CFR 35.290(a)(1) and has achieved a leve! of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR

Training an rience

Xl attest that@ J \7, £ é wsepahias satistactorlly completed the 700 hours of training

Nama of Proposed Authonzed User

and experience, including a minimum of 80 hours of classroom and labaratory training, required by 10
CFR 356.280(c)(1). and has achieved a lavel of competency sufficient to function indepand entiy as an
authorized user for the medical uses authorized under 10 GFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

?{ I meet the raquirements below, or equivalert Agreement State requirements, as an authorized user for:

kil

136190 X35200 [71353%0 [ 35.390 + generator experience
Name of F’receptor - T ‘Tg;ﬁ —-——-—-——r—"—--w————----—*- Hm_ﬁ;aiephone N(,mber o _—E)(SQEW\-_—-M__“

Den M ODiceg. \\ SMALUIAAS %aua L lo~TNle | 12020

mensefPermd Number/l—'acahty Name

CR 1 e Chovsteston 20,
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* FACSIMILE TRANSMITTAL

WEST SHORE CARDIOLOGY

1212 E. Sherman Blvd., Muskegon, MI 49444
(231)739-9427  Fax: (231) 739-6199

* Ralph G. Ryan, M.D. Mark E. Meengs, M.D. John F, Skallerup, M.D.
Daniel L. West, M.D. Thomas J. Hill, M.D. Eric B. Stuart, M.D.
fonut A. Oravitan, M.D. | | / - D. Dirk Bonnema, M.D.

8 %

Tor  vya. Moloower. (MRS Fax: (030 ~ 515~ [07g

. From: f‘sc:,gt'\‘&l:;thr’\ A Date: 8jee| o

RE: "= f??cfmem 5 ?@g@p@a - Pages (o including cover
CC L e  Contact:
) Ugent [ ForReview [ Please Comment [ PleaseReply [ Please Recycle
T : i ‘ ) " g n :

CNotes: ¥ Deea & . Bes ATIACHERS. RECEDTOR. Toem +

}

NOTE: The information contained in this facsimile may be privileged and confidential and protected from
- disclosure. If the reader of this facsimile is not the intended recipient, you are hereby notified that any
‘reading, dissemination, distribution, copying, or other use of this facsimile is strictly prohibited. If you have
“received this facsimile in error, please notify ‘the sender immediately by telephone at 231-739-9427 and
destroy this facsimile. Thank you, = - L 2 ' - .
| A Bomms st T2

Tty



