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Vest Shore Cardiology
1212 E Sherman Boulevard - Muskegon, Mi 49444
2371-739-2427 - Fax 231-739-5199 - www.westshorecardiology.com

CUNICS - Gramd Haven - Ludington - Shelby - Hart - 1-800-968-5433

August 12,2010

U. S. Nuclear Regulatory Commission
Region 111

Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Dear Sir:

Please amend byproduct material license no. 21-248731-01 for the addition of a new
authorized user for 10CFR35.100 and 10CFR35.200. Enclosed is a copy of Dr. David Dirk
Bonnema's “Authorized User Training and Experience and Preceptor Attestation”

documentation.

Also please remove Gregory A. Bernath, MD as an authorized user from the above
mentioned license.

If you have any questions, please call our physicist, Ray A. Carlson, MS at (734) 455-4730.
Sincerely,
ezl S ey D

Mark E. Meengs, MD. {RS0)

Encl.
Raiph G. Ryan, MD, FACC Mark £, Meengs, MG, Facc lohn ¥ Skalisrup, Mo, FalC
Daniel L. West, mb, FACS Thomas i Hill, Mz, racc Eric B, Stuart, Mo, FACC

ionwt A. Oraviten, Mo, FaCC D. Dirk 8onnema, vo
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RC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
(32008}
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OME: NO. 3450-0120
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012

(for uses defined under 35,160, 35.200, and 35.500)
{10 CFR 35.180, 35.290, and 35.590]

Narme-ef.Proposed A%ed U}er State or Temitory Where Licensed .

. : ) SewerSln Sor (PO
U e el 1 SIE S PR =) F bigeme
Requested Authorization(s) (chack all that apply) 7

1

i} 35100 Uptake, dilution, and excretion studies

X, 35.200 Imaging and localization studies
| | 35.500 Sealed sources for dlagnosis (specify device y

PART | - TRAINING AND EXPERIENCE
{Select one of the three methods helow}

“ Training and Experience, including board cadtification, must have been obtained within the 7 years preceding
the date of application ar the individual must have obtained related continuing education and experience since
the reguired training and experience was completed. Pravide dates, duration, and description of continuihg
education and experence related to the uses checked above,

(' 1. Board Certification
a. Provide g copy of the board certification,
b. If using only 35.500 materfals, stop here. If using 35.100 and 35.200 materials, skip to and complete Part (I

Preceptor Attestation,
| ' 2. Current 35.390 Authorized User Saaking Additlonal 35,200 Authorization
a. Authorized usar on Materials License mesting 10 CFR 35.390 or equivalent Agreement

State reguirements seeking authorizatioh for 35.2596,

b. Supervised Work Experience. . . ) )
(If more than ome supervising Individual is necessary to docurment supervised work experience, provide mulliple
copies of this section.)

Location of Exparience/License or Clock Dates of
Permit Number of Facility Hours Experience* |

f

Description of Experience
;E!uting generator systems
‘appropriate for the preparation of | l

‘radioactive drugs for imaging and
[Jocalization studies, measuring and
‘testing the aluate for radionuclidic
‘purity, and pracessing the eluate ‘
‘with reagent kits to prepare labeled |
radicactive drugs ‘ I

i 1

Total Hours of Experience:

T P RS
|Supervising Individual : License/Permit Number listing supervising individual as an
; ‘authorized LSer

i
!

-Supervisor meets tha requirements belaw, ar equivalant Agreement State requirements (check alf that apply).

. 35.290 ‘_ 38.390 + generator axperience in 32.290(cX 1)ii}{G)

NRE FORM 3134 (AUD) (5-2008) PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A {AUD) U.8. NUCLEAR REGULATORY COMMISSION
(2005 AUTHORIZED USER TRAINING AND EXPERIENGCE AND PREGEPTOR ATTESTATION (continued)
M 3. Training and nce for Pr uthorized Use
a. Classroom and Laboratary Training.
| N | . 3 - o Clock Dates of |
i Description of Training Location of Training M Training®
i e o | Spv— \ ~ -_r
Mot Crogleston, & o3 200
‘Radiation physics and i 7 ) A
instrumentation 4 \o~"200 ‘h}‘
i et
Nuse Orewleston £C. bi-2o |
; = o 63207
iRadiation protection : 2
‘r i W7 0
~ V22 |
; sl Crogestion, 0 ol-@st
Mathematics pertaining to the use - o 03“2‘:57 :
and measurement of radioactivity ; / ‘!D—ZCIY{ 10 3
- - 22
1 ‘TN\11< 3 ‘ |01~ 2801 D
Chemistry of bypraduct material : \U“C\f-f U&(\ﬁ‘&i&'\ 2C C-2007
ifar medical use (nof required for [0 '
35.590) 1o~ 1
o V2l
| ‘ < OV 2067 1
1 Muse Grorleston o et
‘Radiation bialo /
; & No-zaist 1o
L e e ]
Total Hours of Training: 8@

b. Supervised Work Experiencs (completion of this table Is not required for 35.590).
(if mora than one supervising individual is necessary to document supervisad Work experience,
provide mulfiple copies of this section.)

féhpewisad Work Experience Total Hours of
: Experience: .
Desonptton of Exparience Location of Experience/License or [ Confinm Dates of !
Must lnclude Parmit Number of Facility ‘ Expenence
E‘Orderlng receivmg and unpacking N\L\@Q C‘{M\(_&;&Q\"\ S v ]D\ A 4
radioactive materials safely and ‘ \03 2t
jperformmg the related radiation i f—J No
surveys | - U:)“—ZZCD‘{ o
‘Perfomning quality control ~ Ly
‘procedures on instruments used to mu& @W\L‘:‘fbﬂ 6(:- X Yes ! 8\5:2%;2 '{U
‘determine the activity of dosages - ; L
'and performing checks for proper i i Ne \b-26n7
‘operation of survey meters ! =200 " 't‘«

PAGE 2
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NRGC FORM 313A (AUD) 1.8, NUGLEAR REGULATORY COMMISSION
20 AUTHORIZED USER TRAINING AND EXPERIENCE AND PREGEPTOR ATTESTATION (continued)

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

b. Supervised Work Expenenca {continued)

Jmm——

Description of Experlence ] Location of Experience/License or Confrm Dates of

‘ Must Include: Permit Number of Facility Experignce*
. S % . _
iGalculating, measuring, and safely (\{\\.L%C_ Lmr\ﬁg-b'\ ‘X: /| Yes 2)33;:%'—7( ©
:preparing patient or human research /..
subject dosages [ |No UD—'ZCD “{D
- . N W {0~
Using administrative contrals to W i w ves | ‘W t-\
prevent a medical event involving the : v
use of unsealed bypmduct material [__:] No ,
Usmg pracedures ta contain spilled i [/ | mves W 3] |
byproduct material safely and using L 1
propar decontamination procedures L:[ No ;
Admmnstenng dosages of radioactive \L / ] mYes L J)
drugs to patients or human research \
subjects I No j
(Eluting generator systems appropriate U\ )/ MY@S [L 3 ) 3
for the preparation of radioactive o :
drugs for imaging and localization I No ]
studies, measuring and testing the H
‘etuate for radionuclidic purity, and j
‘processing the eluate with reagent |
Ikits to prepare labeled radioactive | i ! ;
Erugs i } L
19“-“39""*5“‘3;1 Individual ‘Licensa/Permit Number listing supervising individual as an

>< g‘authnn‘zed user J

\KQM&V\ N Soca. MO B s

’Supervusar meets the requirements below, or equivalent Agreement State requuements (checlx one). i
{ 135.190 g} 35290 [ 35300 [ ]38.396 + generator experience in 35.290(c)(1)(i1)}(G)

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

oo o = . P aen——y

| Davice ! Type of Training Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and compiate Part |l Preceptor
Attestation.

PAGE 3
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INRC FORM 3134 (AUD)

U.8. NUCLEAR REGULATURY COMMISSION
(3-2000)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART i - PRECEPTOR ATTESTATION
This part must be completed by the individual's preceptor, The preceptor does not have {o be the supervising
individuat as long as the preceptor provides, directs, or verifies fraining and experience required. If more than

ohe preceptor is necessary to dacument experience, obtain a separate preceptor statement from gach. (Not
required to meet training requiremants in 35.590)

Note:

By checking the baxes below, the preceptar is attesting that the individual has knowledga to fuffill the duties of the
position sought and not attesting to the individual's “general clinical competency.”

First Saction
Check one of the following for sach use requested:;

For 35.19Q
Boar ification
" |1 attest that has satisfactorily completed the requirements in

’ _Eﬁm_n?gmpmd Authorized User

10 CFR 35.190{a)(1) and has achiaved a levsl of competency sufficlent to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience

rj | attest that has satisfactorily completed the 60 hours of training and
’ Name of Propesed Avtherized Usac
expadance, including a minimum of 8 hours of classroom and labaratory training, required by 10 CFR

35.190({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,

Far 35.290

Board Cettification

U1 attest that has satisfactorily cornpleted the requirements in

10 CFR 35.290(a)(1) and has achiaved a lavel of competency sufficient to function independently as an
authorized user for the medical uses authorized undar 10 CFR 35.100 and 35.200.

OR
Training and Experiance

(1 attest that ﬂh J ﬂ, £ é wpeans Nas satisfactorily completed the 70G hours of training

Name of Propozad Authonzad 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 lavel of competency sufficient to function independently as an
authorized vser for the meadical uses asuthorized under 10 CFR 35.100 and 35.200.

Second Section B
Complete the following for preceptor attestation and signature:

?( I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

1135190 [X35290  [}35390 [ ]35.390 + generator experience

Neme of Preceptor Rdage . T T Taspens Nomber ome

N N Sotee. QAN &.@M&g&@ﬁﬂ@mﬂ@@g

kLice'ris;elF’ermit Number/Facitity Name

CEL-pL S Q&mg;\@bwﬁ'ﬁd

PAGE &




W Shore Cardio. Diag. Fax:231-739-5330 Aug 12 2010 02:56pm PO01/006

FACSIMILE TRANSMITTAL

WEST SHORE CARDIOLOGY

1212 E. Sherman Blvd., Muskegon, M1 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. ERG B Stuart, M.D.
Tonut A. Oravitan, M.D. D. Dirk Bonnema, M.D.

To: UeD . NRre Fax: (30~ S15-(078

From: <« HE:HL,i Date: @/12/10

RE: D. Domn&ma, Moo Pages & including cover

E0:

— Contact:

D| Urgent [J Forreview [J Piease Comment [ rlease Reply Dl Please Recycle

Notes: Digmros HeE ATrTALHED L ETTER v

Tho Cuv @ TIYTTON

‘—r‘HﬂMlﬁn_(/! OL&‘)

4

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.

HIPAA) Forms Facsimile Transmittzl2




