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April 23,2007 

UNITED STATES NUCLEAR REGULATORY COMMISSION 
Region 111, Materials Licensing Section 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

RE: Amendment to License No. 21-26543-01, West Michigan Heart, P.C. 

Please amend our license as follows: 

1. Add Michael G. Dickinson, M.D. and Dennis Besley, M.D. as authorized users of 10 CFR 
35.200, limited to cardiovascular clinical studies. Form 3 13A is enclosed for each physician. 

2. Add 5900 Byron Center Avenue, Wyoming, MI 495 19 as an additional address of use of 
radioactive materials. 

This new location will be connected to the new Metro Health Hospital that will be opening this 
fall. At this time we are unsure if we will also have a suite number for our office. The building 
we will be located in is a one story building with nothing above or below. 

Once construction at the new site is complete, we will move form our current Metro Health 
location at 1945 Boston SE, Suite G-1, Grand Rapids, MI. At that time we will perform a close 
out survey of the Boston SE address and submit it for your review. 

There are twelve rooms at the new address that will be areas of use of radioactive materials. 
The hot lab will be the only room in which radioactive materials are stored. All other areas are 
for injection only. The rooms will not have numbers but will be labeled according to their use. 
Diagrams of the use areas are enclosed. 

The hot lab will have lead lined cabinets for the storage of radioactive sources and waste. The 
ceiling will be plaster and the door will have a key pad entrance. The room will be labeled Hot 
Lab and will have a Caution Radioactive Materials sign on the door. 

We do not use generators at any of our offices and will not be using them at the new address of 
use. 
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RECEIVED MAY 0 2 2007 
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Thank you for your cooperation in this matter. If you have any questions, please contact our 
consulting physicist, Dawn Edwards at 734-662-3 197. 

Chief Operations Officer 
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New Facility Diagram - Metro Health site 
5900 Byron Center Avenue 
Wyoming, MI 49519 
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RC FORM 313A (AUD) 
O - Z W )  

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

(for uses defined under 35.100,35.200, and 35.500) 
[ I O  CFR 35.190, 35.290, and 35.5901 

APPROVED BY OYB: NO. 3150-012 
EXPIRES: i0131nooa 

State or Territory Where Licensed 

lequested Authorization(s) (check all that apply) 

Uptake, dilution, and excretion studies 

Imaging and localization studies 

' 35.500 Sealed sources for diagnosis (specify device 

PART I -- 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 
education and experience related to the uses checked above. 

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 I1 
Preceptor Attestation, 

2. Current 35.390 Authorized User Seekina Additional 35.290 Authorization 

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

(If more than one supetvising individual is necessary to document supervised work experience, provide multiple 

meeting 10 CFR 35.390 or equivalent Agreement 

b. Supervised Work Experience. 
- 

copies of fhis section.) 
, 

Description of 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 

Supervising Individual 

Location of ExperiencelLicense or Clock Dates of 
Permit Number of Facility Hours Experience* 

Total Hours of Experience: 

LicenselPermit Number listing supervising individual as an 
authorized user 

~. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , . . . . . . . . . . . . . . , . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , ._. . . . . . . . . . . . . . , . . . . . . .. . . . . . . . . ._ . . . . ... . . . . .. . . . . . . . . . ... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
i 
Supervisor meets the requirements below, or equivalent Agreement State requirements (check all fhat apply). 

' 35.290 ' 35.390 + generator experience in 32.290(c)(l)(ii)(G) 

?C FCRM 313A (AUD) (10-2006) PRINTED ON RECYCLED PAPER PAGE 1 



C FORM 313A (AUD) 
2006) 

4. Training and Experience for Proposed Authorized User 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

a. Classroom and Laboratory Training. 
___ ._ - 

I Description of Training 

Radiation physics and 
instrumentation 

Radiation protection 

1 -  

Mathematics pertaining to the use 
and measurement of radioactivity 

Location of Training 
Clock 
Hours 

I 
I 

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

I ‘  

Radiation biology 

Total Hours of Training: 

,3,5 1. 

Dates of 
Training’ 

/ ‘L) 0 

b. Supervised Work Experience (completion of this table is not required for 35.590). 
(If more than one supervising individual is necessary to document supervised work experience. 
provide multiple copies of this section.) 

I Location of Experience/License or Clock Dates of 
Permit Number of Facility Hours Experience* Description of Experience 

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

I 

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

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

I 
23 

, 
PAGl 



JRC FORM 313A (AUD) 
10.2006) 

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

3. Traininn and ExDerience for Proposed Authorized User (continued) 

b. Supervised Work Experience. (continued) 

Location of ExperiencelLicense or 
Permit Number of Facility 

Description of Experience 

Using administrative controls to ~ bJC4r  t/)7-li/i /%or/ 
prevent a medical event involving the 
use of unsealed byproduct material La, et/!sc' #- J-,& 55!3'-w 
Using procedures to contain spilled 
byproduct material safely and using 
proper decontamination procedures 

Administering dosages of radioactive 
drugs to patients or hum n research 
subjects lobyrvedg 
EJuting 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 

_ _  

;' 

Dates of Clock 
Hours Experience' 

-. --- 

Supervising Individual b g  
LicenselPermit Number listing supervisin nowidual as an 
authorized user 

3 4 ~ .  I :o F .  L~ty-dz, 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . I _  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , . . . . . . . . . . . . . . . . . . . . , . . . . , 
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one) 

' 35.190 A5.290 35.390 35.390 + generator experience in 35.290(c)(l)(ii)(G) 

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

Device Type of Training Location and Dates 
t I 

I 
I 

I 

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part II Preceptor 
Attestation. 



NRC FORM 313A (AUD) 
(10-2006) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

.mmmm~mm.mm~mmmmmmmmmmmmmmmmmmmmmm~wmmmmmmmmmmwwmmmmmmDDmDmmmmmmmmm.~mm~mmmmmmmmmwmwwmmmmmmmmmmmm9mmmmmmmmwm9m 

Second Section 
Complete the following for preceptor attestation and signature: 

4 meet the requirements below, or equivalent Agreement State requirements, as an authorized user for. 

_ _  35.1 90 1 @5.290 35.390 35.390 + generator experience 

PART II - 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 followina for each use requested: 

For 35.190 

Board Certification 

I attest that 

10 CFR 35.190(a)(I) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00. 

~. 
has satisfactorily completed the requirements in 

~ 

Name of Proposed Authorized User 

OR 
Traininq and Experience 

I attest that 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 
35.1 9O(c)(l), and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00. 

has satisfactorily completed the 60 hours of training and 
Name of Proposed Authorized User 

For 35.290 

Board Certification 

I attest that 

10 CFR 35.290(a)(l) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00 and 35.200. 

has satisfactorily completed the requirements in 
Name of Proposed Authorized User 



1 

Consultants in Nuchar Nedicine 
291 0 Estes Avenue  

Chicago, IC 60645 

I 

Ifiis cert$cate venf;es that on ~ove in6er  6, 2006 

ComphtedRzrt 2 (100 li0~1.s) o f  the 
Basic Radioisotope %andtin. Course 

Covering the TopiJ? of 

Radwpharmacy, Radiation @io logy, 
i&diation Protection, Instrumentation and Physics, 
and the Nathematics~ssociatehwith Radioactivity 

nndreceiveda passing grad? forPai2 2. Chis course is di 'sz g nedto 

quahi. a physician as a n  authorizeduser of radzop~i.nznceuticuCs, 
generators, andreagent &ts andmeets aC!ri?qui~-zments set f o d i  6y 
the US Nuchar Reguhtory Commission Andallagreement states as 

out finedin t /ie cadi ~f Fededc Reguhtions. 



4RC FORM 313A (AUD) 
1&2006) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 

(for uses defined under 35.100, 35.200, and 35.500) 
[ I O  CFR 35.190, 35.290, and 35.5901 

AND PRECEPTOR ATTESTATION 

35.1 00 Uptake, dilution, and excretion studies 

i. / 35.200 Imaging and localization studies 

APPROVED BY OMB: NO. 3150-012( 
EXPIRES: 1013112008 

35.500 Sealed sources for diagnosis (specify device ) 

PART 1 -- 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 
education and experience related to the uses checked above. 

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 II 
Preceptor Attestation. 

2. Current 35.390 Authorized User Seekina Additional 35.290 Authorization 

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

(If more than one supervising individual is necessary to document supervised work experience, provide multiple 

meeting 10 CFR 35.390 or equivalent Agreement 

b. Supervised Work Experience. 

copies of this section.) 
~ 

Description of 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 

~ 

- 

Supervising Individual 
... 

_.. 

Location of ExperiencelLicense or Clock Dates of 
Permit Number of Facility Hours Experience' 

Total Hours of Experience: 
. . - .- - . 

LicenselPermit Number listing supervising individual as an 
authorized user 

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply) 

I I 35.290 35.390 + generator experience in 32.290(c)(l)(ii)(G) 

. . _ .  

RC FCW.4 313A (AUD) (10-2006) PRINTEDONRECYCLEDPAPER PAGE 1 



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

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

'3. Trainina and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training. 

Description of Training Location of Training 
- 

Radiation physics and 
instrumentation 

I '  

1 Radiation protection 1 

Mathematics pertaining to the use 
and measurement of radioactivity 

1 

Chemistry of byproduct material 
for medical use (not required for 

~ 35.590) ~ 

Radiation biology I 

Total Hours of Training: 

b. Supervised Work Experience (completion of this table is not required for 35.590) 
(If more than one supervising individual is necessary to document supervised work experience, 
provide multiple copies of this section.) 

Location of ExperiencelLicense or Clock 
Description of Experience I Permit Number of Facility Hours 

r ^  
Ordering, receiving, and unpacking 
radioactive materials safely and 

I performing the related radiation (,icfy;! jc . ,,+.-;ji ./ .dAL,!$djj--iJ ,- i ;I 1 
I surveys I 

ci: i i . Y  

~- 

~Performing quality control 
1 procedures on instruments used to I 

'determine the activity of dosages 
and performing checks for proper 
operation of survey meters 

I 

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

Dates of 
Training* 

I '  



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

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

b. Supervised Work Experience. (continued) 

Description of Experience I 

Using administrative controls to 
prevent a medical event involving the 
use of unsealed byproduct material 

Using procedures to contain spilled 
byproduct material safely and using 
proper decontamination procedures 

Administering dosages of radioactive 
drugs to patients or human research 
subjects (ob5.c I v d  ) 

1 Eluting generator systems appropriate 1 

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 

Location of ExperiencelLicense or Clock 
Permit Number of Facility Hours 

I t  

authorized user 

')I -*Jh, <i-/,? --i:i 
I - . .  .....'e .......... :n. .. . .. .... . . ..... . . ...... .. .. . . ... .. . . ... . .. . 

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). 

35.190 1/ J 35.290 35.390 35.390 + generator experience in 35.290(c)(l)(ii)(G) 

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

Device Type of Training I Location and Dates 

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part II Preceptor 
Attestation. 



3C FORM 313A (AUD) 
I-2w6) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART I1 - PRECEPTOR ATTESTATION 

ote: 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) 

rst Section 
heck one of the followina for each use reauested: 

For 35.190 

Board Certification 

I attest that 

10 CFR 35.190(a)(l) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00. 

has satisfactorily completed the requirements in 
Name of Proposed Authorized User 

OR 
Training and Experience 

I attest that 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 
35.190(c)(l), and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00. 

has satisfactorily completed the 60 hours of training and 
Name of Proposed Authorized User 

For 35.290 

Board Certification 

I attest that 
Name of Proposed Authorized User 

has satisfactorily completed the requirements in 

10 CFR 35.290(a)(I) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00 and 35.200. 

OR 
Training and Experience 

,&attest that 1): \cI ]( ]c~ b,. l)ick/ I 3 as satisfactorily completed the 700 hours of training 

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10 
CFR 35.290(~)(1), and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.1 00 and 35.200. 

” f $  ,-* ,- , 

Name of Proposed Authorued User 

econd Section 
omplete the following for preceptor attestation and signature: 

\/(meet the requirements below, or equivalent Agreement State requirements, as an authorized user for 

35.190 &290 i 35.390 35.390 + generator experience 

m e  of Preceptor S i g n a t ! I w A d  Telephone Number Date 

xnselPermit Number/Faciltty Name 
bL b t  (b) /h)&-*.tj - .5(, C. 6 L ! b  - j / c x /  

/ I PAGE 
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