
West Shore Cardiology 
7 21 2 E. Shemar Boulevard . Muskegon, Mi49444 

2 3 :  -739-9427 - Fax 231 -739-61 99 - ~ . w ~ s r s h o r e c a ~ I o l o g y . c 3 m  
I 

CUN!CS . Ciatid Haven - C;ldington . Shelby . Hart . 1-800-968-5483 

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 far 10CFR35.100 and 10CFR35.200. Enclosed i s  a copy of Dr. David Dirk 
Bonnema’s “Authorized User Training and Experience and Preceptor Attestation” 
documentation. 

Also please remove Gregory A. Bernazh, 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, 

Mark E. Meengs, MD. (EO) 

End. 
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YAG FORM 313A (WD) U.3. NUCLEAR REGULATURY COMMISSION 
32MQ) 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED 8Y We! NO. 31SO-01 
AND PRECEPTOR ATTESTATION EXPIRE$: 3131I2012 

(for uses defined under 35.100,35.260, and 38.500) 
[ I O  CFR 35.190, 35.280, and 35.5901 

Requested Authorizatlan(s) (check all fbat apply) 
r 

L- 1 35,100 Uptake, dilution, and excretion studies 

35 200 Imaging and localization studies 

_.-__ _-- I 35.500 Sealed sources for dlagnosis (specify devtce pi -- _ _  -_- 
PART I .+ TRAINING AND EXPERIENCE 

(Select one offhe three methods M o w )  
Training and Experience, including board certification, must ha.& been obtained within the 7 years preceding 
the date of application ar the individual must have obtained related continuing education and CiXpenenCe sin- 
the required training and experience was completed. Pmvide dates, duration, and description of continuing 
education and experience related to the uses checked above. 

,. -, 
, .  ! 1. Board certification 

3. Provide a copy of the board certification. 

b. If using only 35.500 rnaterlals, stop here. If using 35.100 and 35.200 materials, skip to and complete Part 11 
Preceptor Ataestation. 

;. 1 

I ; 2. Current 35.390 Authorized user Seeking Additlonaf 35,290 Authorkatlon 

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

. ..... 

b. Supervised Work Experience. 
( I f  mom than one supervisjng Individual is necessary to document supewwd work experience, provide mulWe 
mpks of this section.) 

~__.._ ......____I. .. _____ ___,_.,-_.__.__.____ c _**, .l-"-,l, 
I 1 Clock j Dates of ' 

Description of Experience 1 
I 

~acation of Experience/Liwnse or 
Permit Number of Facllity 1 Hours 1 Experience' ..... +-- .... ___4_ : ---- 

!Eluting generator systems i 
:appropriate for the preparation of 
!radioactive drugs far imaglng avd 
 localization studies. rnaasurhg and 
;testing the eluate krr radionuclidic 
:purity, arid processing the eluate 
with reagent kits to prepare labeled j 
radioactive drugs 

1 I 

. 

I i 1 
I 

i l  
I. . . . . . . . . . . . . . . . .  . L . . . . .  *__I -_.-.. 1 

t :  Total Hours of Experience: 
. . . . . . . . . . . . . . . . . .  ....... ._.-_____.__ . ,-.-.. ~--" ... .... 

SuDervising Individual ! Licenseemit Number listing supervising individual a6 an 
:autnomzsb u w  

I .  .. , ..................................................... ., ..,.... : ............................ j_ll ......................... .-., ..,,,........... 

. ~ u p W v k O r  meets the requirements below, or equivalent Agreement State requirements (check all that apply). I 
t 35.290 35.390 + generator experience in 32.290(c)(l)(ii)qG) 

. . . . . . . . . . . .  , _  ...... _ -  - ............................ . . . .  - 
LLI. 

p A W D  ON RECYCIEI P H R  PAG 
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L.  

RC FORM 513A (AUDJ 
-mq> 

@ 3. TminIM and,Pwwb nce for Pro~92wl A uthprlted Use,[ 

U.9. NUCLEAR WGUWTORV COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR A'tTESTATfUN (continued) 

a. Classroom and Laboratwy tmaining. 

Radiation physics and 
instrumentation 

Radiatiofi protection 

. . . . . . . . . . .  ". ..... --- ...... _. ... ._.. 

Mathematics pettaining to the use 
and measurement of radbactMty 

Chemistq of byproduct material 

35.690) 
1 ,for medical use (not required for 

. .  _ .... _., .. , , "  

' Radiation biology 

li -,--- .... 
I 

. .  

Total Hours of Training: 
_, .. __ -- ........ -. . ... . . . . .  - *-" x* _--. 

b. Supervised Work Experience (completion of this table Is not required for 35.590). 
( I f  more than one supet'vlsing individual is necessary to document supertised work experience, 
provide mulfiple copies of this section.) 

Perfimnfng quality control 
j Drocedures on instruments used to 
idstermine the activity of dosages 
'and performing checks for proper 
loperation of survey meters . .  . . . . . . . . . . . .  

I 
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II m 
JRC FORM 31- (AUD) U.8. N U C W  REGULATORY COMMISSIOI 
-w AUTHOREED USER TRA~N~NG AND EXPERIENCE AND PRECEPTOR ATTESTATION ~mntlnued~ 

3. Training and ExperlepRfor Progpseo Authorized U3er (continued) 

b. Supervised Work Experience. {continued) 
I 

~ .. 

Description of Expertence 
Must I nalude : 

~~~ 

j Confirm Location of ExperisncefLicense or 
Permit Number of Facility I 

;preparing patient or human research ’ 

!subject dosages i 
~ ~~ 

illsing admhistrative controls to 
prevent 3 medical event Involving the 
use of unsealed bypmduct material 

jUsing procedures to contain spilled 
byproduct material safely and bsing 
proper decontamination procedures 

Yes 

‘a No 

i Administering dosag%$ of radioactive 
Idrugs to patients or human research 

C U b E  ~ 

[Eluting generator systems appropriate 
ifor the preparation of radioactive 
Idrugs for imaging and localization 
]studies, measuring and testing the 
;eluate for radionucbdic purity, and 
i processing the elha te with reagent 
I kits tb prepare labeled radioactive 
I drugs 

L!, 

k J )  

1 I 

~ SupeNisinig individual 
! ::authorized Wer 

j LicensdParmit Number listing supvising individual as an 

~ K h k , Q * .  .... ......... -- .......................... + ........................................ m : I ........... M\-ol ~ ....._... . . .. -. . 

‘,Supervisor m e e k  the reqbirements below, or equivalmf Agreement State requirements (check one). 

2 . .  35.190 a 35.290 35.390 7 35.3913 + generator experience in 35.290(c)[l)(ii)(G) 

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

! 
i 

I 

d. For 35.900 uses only. stop here. For 35.1 00 and 35.200 uses. skip tu and cornplate Part II Preceptor 
Attestation. 
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RC FORM 313A (AUD) U.E. NUCLEAR REGULATORY tOMM18SIOK -' AUWORiZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART II - PRECEP70R ATTESTATION 
de: Thls part mu$t be completed by the individual's preceptor. The preceptor does not have to be the supervising 

indlvidua! a s  long 8s the preceptor prorldes, directs, or verifies training and experience required. If more than 
one preceptor is necessary to document experience. oMain a separate preceptor Statement from each. (blot 
required to meet training requirements in 35,590) 

By checking the boxes below, the preceptor is attesting that the individual has knowtedge to fulfill the duties Of thr 
position sought and not attesting to the individual's "general clinical wrnpstwcy." 

irst Section 
heck one of the following for each use requested: 

for 35- 

Board CartificabQC 
. ., 

has  satisfactorily mrnpleted the requfremenls in 
~ .- --I,-Aa 

-I I attest that 
Namd of Pmpasad Alahorked User 

10 CFS 35.190(a)(?) end h3s achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

OR 

Trainina and Experience 

7 I attest that has satisfactorily completed the 60 hours of tralning and 
.____--_____r"-IIc 

N8me MPropowd A M &  User 

experience, including a minimclm of 8 hours of classroom and Ieborstofy training, required by 10 CFR 
35.1Bo(c)(l), and has  achieved a level of competency suffcient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

For 35.290 

Board Certification 

I.' .' I attesi that has satisfactorily compteted the requirements in 
--.-----,*__, L-d 

h8me of f'mpM0d huthorirad Ubbr 

70 CFR 35.290(a)(l) and has achieved a level af competency sufficient to function independently 8s an 
authorized user for the medfcal u5es authorized under 10 CFR 35.100 and 35.200. 

ompiete the following fat preceptor attestation and signature: 

Kl meet the requirements below, or equivalent Agrsemeni State requirements, as an authorized user for: 

35.190 1~35.290 35.390 Ll 35.390 c generator experience 
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1212 E. Sherman Blvd., Muskegon, MI 43444 
(23 I)  739-9427 Fax: (231) 739-6199 

Ralph G. Ryan, M.D. 
Daniel L. W,est, M.D. 

Ionut A. Oravitan, M.D. 

Mark E. Meengs, M.D. 
Thomas J. Hi& M.D. 

cc: 

urgent 

Notes: 

John F. Skallerup, M.D. 
Eric E. Stuart, M.D. 
D, Dixk Bonnema, M.D. 

5 ForReview [3 Please Comment PleaseReply Please Recycle 

NOTE: The Somat ion  contained in this facsimile may be privileged and confidential and protected from 
disclosure. If the reader o f  this facsimile is not the intended recipient, you axe hereby notified that any 
reading, dissemination, distribution, copying, or other use of th is  facsimile is strictly prohibited. If you have 
received this facsimile in error, please notify the sender immediately by telephone at 23 1-739-9427 and 
destroy this facsimile. Thank you. 

H I P 4  Forms Facsimile Transmitt~I2 


