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"1". MIchael Brown, DO, FACC Juan O. Hernandez. MD. FACe Da'" G. Leffler. DO. FACe 10ni R. Summitt, 00. FACC 
Marl:: D. Castellani. MD. FACe Todd G. Hickox. DO.I'ACC Chad A. Link, DO, FACC R.K. Thakur,MD,FACe 
Nam S. Cl1o. 00 John H. 'P. MD, FACe Daryl R. Melvin, MD, FAce Ronald A. "'oke. MD, FAce 
Joel M. Conn, MO. FACC MIc.h.. .,1 ,. ,""'''J>. DO. fAce Richard M. Pink.... DO Matthew D_ Wilcox. DO 
Ch'istopherM. D'H.. em,DO,I'ACC Ellent. Kehoe, DO James A. Schafe •• M'D. FACC Pet...r ,. Yoo, MD, FACe 
Gaur"v Dhar. MD. f ....Ce George E. Kleiber, DO. FACe 

February 7. 2012 

<'-J 	 UNITED STATES NUCLEAR REGULATORY COMMISSION 
0_ 	 Region III, Materials Licensing Section 

2443 Warrenville Road 
Suite 210 
Lisle,IL 60532-4352 

Re: 	 Amendment of NRC License No. 21-20313-01 

Control #576361 


Dear Sir/Madam: 

We wish to provide the following information, in an effort to amend our NRC license. 

--= 
Item #1 We have enctosed signed preceptor statements for the following physicians: 

0;;;.;;;:.._ 

c-J Chad Alten Link, 00 Group 35.200-­ Richard Michael Pinke, DO Group 35.200"" 
L~ 

'-'-
Joni R. Summit. DO 	 Group 35.200 

=:: 
'-'-	 Item #2 Please delete our request to add these physicians at this time. 

Mathew D. Wilcox, DO. Group 35.200 

Peter J. Yoo, DO Group 35.200 


Item #3: Please find the enclosed "Sealed Source Leak Test" for your review. 

Item #4: Please be advised that no radioactive material was transferred or disposed of via 
licenses vendor at any time. 

If you have any questions, please contact our physicist James M. Botti, MS by phone at {734) 
662-3197 or by email at jbotti@mpcphysics.oom. 

R~IIY~~ 

~~in 
Radiation Safety Officer 

40S. W. Gr-een'awn T 517.483.7550
Enclosures Suite 400 T 806.722.7549 

lansIng, Michigan 48910 F 517.483.8403 
SDarrOW.ore I ~ciht!'art.com 

http:ciht!'art.com
mailto:jbotti@mpcphysics.oom
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NRC FORM 313A (AUD) 	 U.S. NUCLEAR REGULATORY COMMISSIOIN 
~J . 

AUTHORIZED USER TRAINING AND EXPERIENCE _PROVE.D BY OMS' NO 3 ..50.012D 
AND PRECEPTOR ATTESTATION EXPIRES: 3131120'2' . 

{for uses def'lned under 35.100.35.200. and 35.500) 
[10 CFR 35.190,35.290, and 35.590] I 

Name of Propoaed Authorized User 	 IState or Territory WheAt Licensed 

.Joni R. Summit. DO I~t:ichl________________________________________ ...... 	 __L-

Requested Authorization(s) (check. alt that apply)'= 35.100 Uptake, dilution, a.nd excretion studies 

<.v:> [Z 35.200 ImagIng and iocaHzatron studies 

:~= 35.500 Sealed sources to... diagnosis (specify device 	 ) 

PART 1-- TRAINING AND EXPERIENCE 
{Be/eoC one of the three method$ below) 

• 	 Tl"alning and Experience. including boam certification, must have been obtained within the 7 years preceding 
the date of application or the Individual must have obt.alned related continuing education and experience Since 
lhe required training and experience was completed. Provide date$, duration. and description of oontlnuing 
education and experience related to the uses chec'ked above. 

iLl 1. Board Certlflcatlon 

a. 	Pruvide a copy of thliiO board certification. 

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

D 2. Current 35.390 AuthorlZtiJ U.aT Saeklng Additional 35_?!t0 Auth0!1zatlon 

a. Authorized user on Materials Ucense meeting 10 CFR 35.390 or equivalent Agreement 
"" State requi...ements seeking authorization for 35.290. 
= 

-­""" b. 	Supervised Work Experience. 
(Ifmore than one supervising Individual is necessa.ry to doeumfilll' supervised wor1c 9xperrenee, pl'Ovide muTtiple 
copies of'thfs section.) 

=: 
'-'- ­ Do '" rE" , Locat_ of EXp.__LJc_.~- r' Clock 0.'" of 

scnp on 0 xpe ence 	 P6f"mit Number of Facility Hours Experience" 

Eluting generato... systems I 
app...opriate to... the pl"6paratlon of 
I"adioactive drugs fDr Imaging and i 
localization studies, measuring and 

I tesling the eluate for radlonuclidic 
!purity, and processing the eluate 
'with reagent kIts to prepare labeled I 
radioactive drugs 
-----------~-- ----	 -- ­

Total Hou...... of Experience: 

.Supervising individual LlceO$aJPennil Number listing supervising il1divk/ual as an --- ..~ 
i authoriz.ed user 

i 
~,. ~ ~ ~ _~ .~~ 

I .._.- .._·_· __ w • •• ••__•• _ __ • ___ • __ ._ ______ ••••__ - •• • __ • ____ __ • ___._~••__•• ". W" ____ • ___ , ___ •• __ • _ ••__••___••••••_~ ____ __ .c ___••_~_. _ & __• ____••_ •• - _ _. < ___., • __ • ___ •••••••'._ .... __ • ___H_' •• - ••__ " - --_..~_ ~ ~_ ._._~. ~~ ~. '_~N 

! 
t~-

Supel'Visor meets the ...equlrements below. 0'" equivalent Agreement State requirements (check all 

~ 

'hat apply). 

I LJ 35.2.90 D 35.390 .. generator experience in 32.29'0(0)(1 }(U}(G) 

i
._--­

r.RCI'ORM :nM~) (~:21lOIIi PJlqtH7ED ON R.EC"'fCt..£O PAPER 	 PAoe1 

http:authoriz.ed
http:necessa.ry
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NRC FOAM 313A (AUD) 	 U.S. NUCLI!AR REGULATORY COMMISSION: 
("""""'0) AUTHORIZED USER TRA1NING AND EXPERIENCE AND PRECEPTOR ATTESTATION (colntlnued) 

3. TrBinlng and 1ii!5Ii1:!uE£Dse fSi![ erSll!ose!t AYibS!I:IUd !..!sgr 

a. Classroom alld Laboratory Training. 

Description of Training Locatlon of Training Clock 
Hours 

Dates gt 
Trailling· 

i 

Radiatfon physics and 
Instrumentation 

. ­

! 
Radiation protection 

I 

Mathematics pertaining to the use 
and measurement of radioaclivity . 


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

, 
.",~---- ----• 

Ra.diatlon biology 

Total Houra of Training: 

b. 	Supervised Wori< E:xpa-Ience (completion of this table Is not required for 35.590). 
(Ifma,.. than 01'119 supervising Individual is necesSBpY to document supfHVisec/ work experience, 
provide mlJlt.ip/6 copies of this section.) 

Supervised Work experience ITota' Hours of 
Expert_nee: 

D~cr1ption of Expelience Location of Experiellce/License or 
Must Include: Permit Number of Facility 

. ­
;Ordering, receJvrng, and unpacking 
radioactive materials .safely and 
performing the related radiation 
surveys : 

rni quality control 

procedures on inSlr.umenls used to 

determine the activity of dosages , 

and per1bnnlng checks for proper 

operation of SU""~ meters , 


~~.~ 

Dates ofConflnm Experience· 
, 

Dyes 
-,No . 

,Dyes 

[] No 

P}lt.OE2 



--------

-----

------

NRC FORM 313A {AUD) 	 U.S. NUCLEAR REGULATORY COMMIs.5ION 
:~.2(09) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlm..Ied) 

3. TrafDI!!IJ il!!n!l! ExR:!![!ancl! f"gr ergRol!!!Isl6y:ll:U;trlzed User (continued) 

b. 	Supervised Work Experience. (continued) 


Oescriptlon of Experience Location of Experience/License or 
 Dates of--~ ConfirmMust Indude: 	 Pennit Number of Facility ExperienceT
_ .I 

Calculating. measuring, and safely I Yes 
preparing patient or human research 

subject dosages 
 : DNo 

Using administrative controls toLC> Yes 
prevent a medical event invoLving the 

I ---l0... !use of unsealed byproduct material DNo 

Using procedures to contain spilled DYes 
byproduct material safely and usIng 
proper decontaminatfon procedures ONo 

Administering dosages of radioactive 
.drugs to patients or human research 
isubJects . 
l 

Eluting generator systems appropriate 
for the prepara.tion of radloactlv& 
drugs for imaging and localization 
studies. measuring and testing the 
efuate for radlonuclldic purity. and 
processing the eluate with reagent 
klts to prepare labeled radioactive 

L.O 

<=> drugsC"J 

--­ I SupelVisiog Individual
<:'-.J 

~ 

'-'". ­

=:: 

Yes 


No 


DYes 

DNo 

• 
Number listing supervising Individual as ani~W~":8U••_ .._ user 

w_ Supervisor meets the requirements below, or equivalent Agreement State requlremel1ts (check one). 

035.190 0 3 5.290 035.390 o 35.390 + generatore)(perf&nce in 3S.290(c)(1){ii)(G) 

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

Device Type of Training 	 Location and Dates 

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

Attestation. 

PAGE 3 
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 

[3-" ..'.9} AUTHORIZED USER TRA!lNING AND EXPERIENCE AND PRECEPTOR ATTESTATION (con~1nued) 

PART 11- PRECEPTOR AnESTATlON 
Nola: This part must be completed by the individual's Pl"_ptoc-. The preceptor does not have to be the supervising 

indIvIdual as tong as the preceptor provides, directs. or verifies traln1ng ana 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) 

By checking the boxes below. the preceptor is attesting that tile indivldual 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 u_ I'aqu_~d: 

Epc 35.190 

Board Certificatipn 

o I attest that 
N............ Proposed Authorized u_, 

has saUsfactorily completed the requirements in 

10 CFR 35.190{a}(1) end has achieved a level of competency sufficient to function independently aa an 
authorized user for the medical uses Buthorized under 10 CFR 35.100. 

OR 

Training and Experience 

I attest that has satisfactorily completed the 60 houra oftraining and 
Nan"le 0' Pror:wosed AuUJortzed User 

experience. including a minimum of 8 hours of classroom and laboratory training. required by 10 CFR 
35.190{c){1). and has achIeved a level of competency sufficient to function independentty as an 
authorized user lor the medical uses authorized undel" 10 CFR 35.100. 

For 35.290 

Board CertiflcaUon 

~ I attest that Jonj ll. Summit,. DO has satisfactorily completed the requirements In 
Name Of p.roposad Autt.:::wnz.ad U...r 

10 CFR 35.290(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 and 35.200. 

Training and Experience 

U I attest that 
_otp..,.,.,-"_u",,, 

O~ 

ha.s sat1sfactorily oompleted the 700 hours of training 

and experience. including a minimum of 80 hours of classroom and laboratory training. required by 1 0 
CFR 35.290{c}(1). and has achieved a level of competency sufficient to function Independently as an 
authorized usar for the medical uses authorized under 10 CFR 35.100 and 35.200. 

.------------------...----------~-------------.---------.--.--------------------------------------------------Second Section 
Complete the following for preceptor afiestatlon and signature: 

::zJ I meet the requl....ments below. or equivalent Agreement State I'equirements. as an authorized user for: 

35.190 (2) 35.290 35.390 0 35.390 + generator experience 

N.meo'"___ . 'S~ __N_.'
n .....yl M ..I....I.., MD (:517)4'2-8443 

Licenae.iPermit Numbel"/Facil1ty Name 
loste 

02107/z012 

::U-20313-01 (Th.....cic.& C.rdu,,".s~lIlar Instltu«.. ) 

F>V3E .. 



------
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NRC FORM 313A (4UO) 	 U.S. HUCI..I!AR REGULATORY COMMISSION 
(:!~::2OOQ) 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVI!lO BY OMS: NO. 31500012.0
AND PRECEPTOR ATTESTATION EXPIRES, 3131121)12 

(for uses defined under 35.100. 35.200. and 35.500) 

[10 CFR 35.190.35.290, and 35.590] 


Name oJ Proposed AuthoP:..:zed Use.. 	 State or Temtory Where LlceRSedI 

Rlc:hard M. Plnke. DO 	 :<tUeloillaa 

Requesled Authorizatlon(s) {check all that apply) 

':=J 35.100 Uptake. dilution. and ex-cretfon studies 

~ 35.200 Imaging and localization studies 


--J 35.500 SeaTed sources for diagnosis (specify device ) 


PART I - TRAINING AND EXPERIENCE 
(Select one of the thre. methods below). T.raining and Experience. includin!!p board certification, must have been obtained within the 7 years preceding 


the date of application or the IndLvldual must have obtained related continuing educaUOll end experience since 

the required lralnlng and experience was completed. Provide oate$, duration. and description of continuing 
 Ieducation and experience related to the uses checked above. 

~ 1. Board Certification 

a. Provide a copy of the board certification. I 
b. 	Lf using only 35.500 materiafs. stop here. If using 35.100 and 35.200 materials. skip to and complete Part II 

Preceptor Attestation. I 
::::.."J 2. CUITIl!nt ;}~.::J90 Autborlzll!5! Use[ Seeking Adsf!lsnal 3§.I!i!O .6u~t!!i!rlmlon 

a. 	Authorized user on Materials License meeting 10CFR 35.390 or equivalent Agreement 

state reQuirements seeking authorization tor 35.290. 

b. 	Supervised Work Experience. 

(If morfJ than one supervising Individual is neCeSS81}" fo document supervised work experience. provide multip'e 

copies ot this secf'o".) 


--c---
Clock Dates of 
Hours Experience"--

: 	

IILocatIon of Experience/License or; Description o.f Experience I 
Permit Number of Facility 

Eluting generator systems I 

appropriate for Ihe preparation of 
radioactive drugs for Imaging and 
localization studies, measuring and 
testing the eluate for radionucUdlc 

. pu lily. and prooessing the eluate 
with reagent kits to prepifre labeled I 
radioactive drugs I 

Total Hours of experience: 

Supervising Individual 	 1Uce>nselPermlt N umber listing supervi&1ng lndIvidual as an
!authorized user 


I ___ w. ••:-~••. ~.~~~ ...~~ ..... " •• ~.__~.~_~~._~ •• ,~._w~__~~__~• •• _~ ••__••_••_~~ ___ ~.___• ______ , ._~. ____ "__•. __ W ••~, • ___••• _ •••h __ .~_•. '._ .*_._~~~. _____~•• _ ___ : • ___ ._w~_._._ ..._~ .. __~___ ~_~ ...__.'_~_' ___w'_.~' ._.•___ .~~~._~•._•. ~_., ~___ 

Supervisor meets the requirements below, or equivalent Agreement Slate requirements. (check all that app{y). 

035.290 35.390 + generator experience in 32.290(c)(1)lll}(G) 

i 
NRC' FoPlM313A.(Jo\UDJ ~~} PRlNTEO':,w ~D PAPER 	 PAGE" 
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NRC FORM 31_ (AUD) U.S. NUCLEAR REGULATORY CClMMISSION 
(3-"'-) AUTHORIZED USER TRAINING! AND EXPERiENCE AND PRECEPTOR ATTESTATION (continued) 

3. Tmlning and EKI!!lrl:!!!nc:SI! fgr I::r 202••51 6!oI!l!R[llesl !.I.II[ 
B. Classroom and Laboratory Training. 

Description of TrainIng l.ocation of Training 
Clock Oataso' ~ 
Hours Training· __ 

Radiation. physics and 
i 

! Instrumentation 

:Radiation prolection 

t--­ I 
-­ i 

Mathematics pertalning to the use 
and measurement of radloactivlty + -­
Chemistry of byproduct material 
for medical use (not requlrodfor 
35.590) 

t---

Radialion biology 

Tota. Hours of" Training.: I 
b. Supervised Work Experience (completion of this table is not reql.llred fur 35.590). 

(If more than one supervIsing indlvJdual ;s neoossalY to document supervised woOc experience, 
provide multiple copies ot this section.) 

Supervised Work Experience Tatal Hours of 
Experl&nQIt: 

Description of Expenence Location of ExperleneelLicense or Confi..m Dates of 
Must Include-: Permit Number of Facility Experience" 

Ordering, receiving, and unpacking DYesradioactive materIals safely and 
pedormlng the l'elated radiation ONo 

. surveys 

Performing quality con1l'01 
Yesprocedures on instruments used to 

determine thoe activity of dosages 
No iand performing choacka for proper 

operation of survey melers 
--­

PAGE 2 



NRC FORM 313A (AUD) U.S. "'UCI.EAR ReGULATORY COMMISStON 

(3-:2_> AUTHORIZED USER TRAINING AND EXPERIENCE AND PReCEPTOR ATTESTATlON (continued) 

3. 	Training and Experience fOr Proposed AuthoriZed User (continued) 

b. 	Supervised Worle: Experience. (continued) 
r---~----------------------------------------DescripUon of Experience Location of Experience/License or Confinn Dates of : 

Must Include: Permit Number of Facility Expcerience' ; 

Calculating, measuring, and safely 0 Ves _J 
preparing patient or human research 0 
subjed dosages __ No 

Using administratlve controls to ! 	 0 Ves 
---~ 

=:> pre....ent a medical .vent In....olving the; 

use of unseafed byprodLJct material 0 No 

----------------------------------- --- - - ----1----- ­
Using procedur'ElS to contain spilled -- Ves 
byproduct material safely and using 

'proper decontamination procedures 0 No 
'------- ­
Administering dosages of radioactive ! 0 Ves 

drugs to patients or human feliearch 

IlIlIbjeeta 0 No 


Eluting generator systems appropriate ; Ves , 

{or the preparation of radloaoUve . 

drugs for Imaging and localization 0 No . 

studies, measurlng and testing the 

eluate 10.. radlonuclidic purity. and 


oJ> 
procesliing the eluate with reagent 
killi to prepare labeled radioactive 

=' drugs i 
C"-' 

SUpElfVlsing IndividLJal 	 ; Ucens.eIPEII'1l1it Number-listing supelVlslng individual as an-=­
~ authorized user "" 

=:: ;Supervisor meets the requlremenlli below. or equivalent Agreement Slate requirements (check one).'-' ­

C 35. 190 ~ 35.290 0 35.390 0 35.390 + gene.-ator experience In 35.290(0)(1 }(ii)(G) 

c. 	 For 35.590 only. provide documerltation of train£ng on use of the device. 

C..... ...... Type of TrainJng 	 Location and Dat_ 

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

PAGE 3 



""-­

u::> 

=> 

"" --­"" 
en 
L.LJ 
U­

=: 
'-'-­

N.RC FORM 31'A (AU 0) U.S. NUCLEAR REGULATORY COMMISSION 

1S-2000) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contInued) 

PART 11- PRECEPTOR ATTESTATION 
Note: This part must be completed by the individual'"" preceptor. The preceptor does not have to be the supervising 

individual aa long as the preceptor prcvjdes. 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 ta meet traininl;t requirements in 35.590) 

By checking the boxes below. the preceptor is attesting that the individual has knowledge to fulfiU the duties of the 
position scught and not atles-ting to tna indlv~dllar$ "general clin1cal competency.~ 

FI.-st Section 
Check one of the f'ollowing for each usa requestad: 

For 35.19Q 

Board Certification 

o 	I attest that has satisfactorily completed the .-equirements in 
Name orPI"Op(J"d A.uttloorized User 

10 CFR 35.190(a}(1} and has achieved a revel Qf competency sufficient to function independentlY as an 
autoorized user lor the medical uses authQrlzed under 10 CFR 35.100. 

OR 

Training and Experience 

,- I attest that has satisfactorily completed the 60 hours of training and 
Me".. of P.rQpoO:tie.'d Authc>f"izad U.eet 

experience. incfuding a minimum of 8 hours of classroom and labomtory t.-aining. required by 10 CFR 
35.190(c)(1}, and has achieved a level af competency sufficient to function independently as an 
authorized user for the medical uses authOrized under 10 CFR 35.100. 

For 35.290 


Board Cert[ficatlon 


tlJ t attest that R;~b..rd M. Plnke, DO has satisfactorily completed the requirements in 

N.s1f'l'1lal ofPropoliieO ~ u_,. 

10 CFR 35.290{a}(1 } and has achieved a level of competency sufficient to function independently as an 
8uthQ:rlzed user for the medical uses aulhorized under 10 CFR 35.100 and 35.200. 

OR 

Training anc:! Experience 


I attest that has satisfactorily completed the 700 hours of training 
Nama.,1 I>",,_..d AJJlhoriz""" 1.1_ 

and experience, inCluding a mln1mum of 80 hours of classroom and laboratory training, required by 10 
CFR 35.290(c)(1). and has achieved a level of competency sufficient to function Independently as an 
authorized user for the medical uses authori~ed under 10 CFR 35.100 and 35.200. 

------------------------------.__._.-----------------------------------------------------------------------­Second Section 
Complete the following for preceptor at:testatlon and signature: 

G1'J I meet the requirements below. or equivalent Agreement State requirements. as an authorized U$er for: 

:=.1 35.190 [Z 35.290 

'Name (If ?.receptor oate 
Daryl I\oJel"'ln, l\.fD :/ OZI071Z01l 

LleensaIPl!fmit Number/Facility Name 
2]·20313-01 (Thorade &: CardiovllSeuJar Institute) 

.TelephOne Number 

(517) 492-8443 

P-"GE4 



--

------------

NRC FORM 313A ~AUD) U.S. NUCLI!AR REGULATORY COMMISSION 
!"""""') 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

APPROVED BY OfIIIB: NO. 3150-o12D 
EXPIRES, 3/.3112012 

(for uses defined under 35.100, 35.200, and 35.500) 
[10 CFR 35.190.35.290, and 35.590) 

Name of F"ropos.ed Authorized Us.er 	 or Tenitory Where Licensed 

Chad Allen Link, DO 	 :\fi.,Tolgan 

Requested Authorization(s) (check alt that apply) 

35.100 Uptake. dilution. and excretion sludies 

35.200 rmaging and localization studies 

35.500 Sealed :SOUl"ces lor diagnosis (specify device 

""<=> PART I - TRAINING AND EXPERIENCE 
<."'" 
00 

(Select one of the th,..e methods below) 
t Training and Experience, including board certification. must have been obtained within the 7 years preceding 

the date of application or the individual mu.st have obtained related continuing education and experience since 
the required training and experience was completed. Provide dates. duration, and description of continuing 
aduca.tron and experience ~erated to the uses checked above. 

I:Z 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 3:5.390 Autboriz.ed Use.. Seeking Additlonal 35.2,90 Authorfzatlon 

a. 	AuthOrized user on Mateflals License meeting 10 CFR 35.390 or equivalent Agreement 

State requirements seeking authorization for 35.290. 

"'" b. 	Supervised Work Experience. 
(Ifmore than one supervislrtg Individual is necessaty to document supGEVised work experience. provide mult{ple 
copies of this section.) 

= 
'-' ­ Description of Experience 

Eluting generator systems 
, appl"op1"iate for the preparation of 
. rad ioaetive drugs for Imaging and 
. localization srudtes, measuring and 
testing the eluate for radlonuclfdrc 
purity. and procesalng the eluate 
with reagent klts to prepare labeted 
rad'oaetlve drugs 

Location of Experience/Ucen&e or 
PenTIlt Number of Facility 

Clock 
Hours 

Dates of 
Experie noe~ 

T_' H••~ of Ex_~' I 
rls~u-p-e-~~'~n-g~lnd~~t~~d~ua~I-----------------------------------~I~-~-c-e-nsenp-rl-Z~ed--enn-US~~-~~N~u-m--b-e-r~Ii~S~ti~ng--$-u-pe---rv~i-S~in-g--in-d7.i-Wd~·7u-a~lasan 

r.................... ··..........................................-.....-..--..............J.. --....................................................................._.............................. .
I""""""~, m.eets the requirements. below. 0 .. equivalent AoTeem.ant State requirements (check aU tha.t apply) • 

.~ 35.290 35.390 + generator experience In 32.290(c){.1)(iI)(G) 

NRC FORt... 3l13ofo.. ~UO. {3-2()!J&) PRlNT'EDON FECYOL:EO PAPER 	 pA<l;£. 

http:Autboriz.ed
http:F"ropos.ed


--

NRC FORM 3134 (AUO) U.S. NUCL.EAR REGULATORY COMMISSION 
(3~) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (eontlnued) 

1=:1 3. :IrafnlOSi .!lSil E:!y!!!rl!!D;!a for I!r21i1QUd Autll!i!d~.d !.!I!!![ 
8. 	 Classroom and Laboratory Training. 

Crock Dates ofDescripUon of Training 	 Location of Training :Hours Tnilinlng· 

Radiation physics and 

instrumentation 
 I 

i-- r ­"'" 

Radiallon protection 

<= 
1'­ 1 -~1
<.C> "'" Maltlematics pertaining to the Lise i 

and measurement of radioactIVity 

I 

Chemistry of byproduct material 

for medical use (nol required for ! 

35.590; i 

--= 

i= 
Rad latlan biology"'" 

C"-J -­
-- I 	 I I 

Total Hours of Training: 
=:: 

-''-' ­
s

b; 	Supervised Work Experience (oompletion of this table Is not required for 35.590). 
(If more than one supervisinQ indivirlua' is necess:aty to document supervised work experience, 
provide mufllple copies of this section.) 

Supetviaed Work Exparienoe : Total HOUR of i; Experience: 

DeSCription. of Experience Location of Expel1enceJLlcense or 
, 

Dates of 
Must Include: Pennit Number of Facility Confirm Experience­

:Ordering, receIvIng, and unpacking Ves
radioactive materials safely and 

.performing the related radiation No ! 
surveys 

- ­
iPerforming quality control 

DVesprocechJreS on instruments used to 

J 
delermine the activity of dosages : 

and perfonning checks for proper 
I 

=:J No 
operation of survey meters j 

.. 
~E'i! 
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_~_.4' .._O":'-........ _._ . .t_ .... _ 


NRC FOAM 3"13A (AUO) U.S. NUCt...EAR REGULAl"ORY COMMISSION 
.:3-2CJCoQ) AUTHORIZED USI;1.R TRAINING AND EXPERIENCE AHD PRECEPTOR ATTESTATION (continued) 

3. T[alDlnSii i!n!:! !ixggrlencs f2r P"!!Qosell! Ay:lbgrized U.e[ (continued} 

b. Supervised Work Exper1enoee. (<::ontlnlled) ---. 

0­

<= 

"" 
LC> 

Description of Experience 
Must Jnciude: 

, 

Location of Experience/Ucense or 
Pennlt Number of Facility 

Confirm Dates of 
Experience' 

Calculating. measuring. and safely 
preparing pat;ent 01" human research 
subject dosages 

i DYes 

[JNo 

Using administrative controls to 
p.-slfent a medical event Involving the 
use of unsealed byproduct material 

nVes 

DNo 
-­

Using pnx::edureslO contain spilled 
byproduct material safely and using 

;proper decontamination procedures 

DYes 

ONo 

Administering dosages of radioactive 
~:.~9~.to patients or human research... .... : 

I-- ­

e 
Yes 

No 
; 

Eluting generator systems appropriate; DYesfell' the preparation of radioactive 
drugs for lmaging and localization ONo 
studies. measuring and testing U1e 

u-> 

=;, 
<"'-J -­
"" 

eluate for f"adlonuclidlc puri1;y. and 

processing the eluate with reagent 

kits to prepare labeled radioactive 
 ,. drugs 

; Supervising Individual UcensalPennitNumber listing supervlsing individual as-IJ1l 
authOrized user 

_~••~ .~_ .._ ••_ .~_••~ ._. ~ •••__ __ ••__ , ••~ ~__ _____ .~••• ~•••• _~ • ~_. • ~_ ______ • ~. • ~ • " w • •__ __ __ __ __ _ __~ '_w_.• __ .~ ~ •._~___ ~. " ~.•__.~ __._.....__ w. "._._••, ~. ~. ___ ... ~__.__.•_.w ._.~ ... ___... __"___ ~. ~ ._~_...________ ~. .....__ .____• 

Supervisor meets the requirements belOW. or equivalent Agreement State requirements (cheek one). 

035.190 '.J 35.290 [J 35.390 o 35.390 + generator experience In 35.290{c)(1)(Ii)(0) 

c. For35.590 only. prmlide documentation ortralning on use ofthe device. 

Devle. Type of Training Loeatlon and Datesr . ­

I 
.~ 

d. For 35.500 uses only. stop here. Fo". 35. 100 and 35.200 uses. Skip to and complete Pari II Preceptor 
Attestation. 

=: 
<:> ~.. :> 
'= 
'-'- ­



LC> 

...: 

<= 
"'" --­"" 
'-'-' 
'-'­

NRC FORM 313A (AUD) U.S. NUCLl!!AR REGULATORY COMMISSION 

~l AUTHOfUZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

I 

PART 11- PRECEPTOR ATTESTATION 
Note: This part must be comptetecl by the individual's preceptor. The preceptor does not have to be the supetvisin9 

individual as long as the preceptor provides. directs. or verifies training and experience required. If more than 
one preceptor is necessary to document experience. obtaln a separate preceptor statement from each. (Not 
requlred to meet training requi..ements Tn 35.590) 

By checking the boxes below. the preceptor Is attesting that the individual has knowlerlge to fulfill the duties of the 
position sought and not attesting to the Ind£vlduars '"general clinical competency." 

Flr$t Section 
Ch&Ck one of tha following 'for each use requested: 

For 35.190 

SQard Certi1tcatipn 

I attest that 
Name or P'scposed .......thoriz.ed U~ 

has satisfactorily completed the requirements Tn 

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an 
authoriz.ed user for the medical uses authorized under 10 CFR 35.100. 

TlJliAlng and Experience 

I attest that 
Nama of Propo$8d AuthOrtz.ed. U.e, 

OR 

has satisfactorily completed the 60 hours of training and 

experience. Including a minimum of8 hours of classroom and raboratory training, required by 10 CFR 
35. 190(c}('I). and has aOhieved a level of competency sufficient to function Independently as an 
authorized user for the medrcal IJses authori2:ed under 10 CFR 35.100. 

For 35.290 

Board Certification 

~ I attesl that ClIad Allen Link., DO has satisfactOrily completed the requirements in 
,".,,,, ..,. r-ropos.ed AuChorizad u~ 

10 CFR 35.290(a}(1) and has achieved a level of competency sufficient to function independently as an 
authorized IJser for the medical uses authorized under 10 CFR 35.100 and 35.200. 

Training SAd Experienc'!ll 

I I attest that 
"'"moot Pm_d """,,_ad v .... 

OR 

has satisfactorily Q)mpleted the 700 hours of training 

and elolperience. Including a m.inimum of 80 hours of classroom and laboratory training. required by 10 
CFR 35.290(c)(1). and haa achieved a leval of competency sumclent to fun.ction Independently as an 
authorized user for the medical uses authorized undar 10 CFR 35.100 and 35.200. 

------------------.------------_.-----------..._----------...-----------------------_.----------------._.--­Second Seetlon 
Complete1he following for preceptor attestation and signature: 

01 meet the requirements below, 01' equlvalen1 Agreement State requirements, as an authorized user for: 

:=J 35.190 :zJ 35.290 0 35.390 + generator experlence 

Name ofPreceptor Telephone Number Date. I. 
D.ryl:l.blvin, MD _ (517)49z..8443__ GJI)7n.D~ 
Lie>anse/Permil NumberJFacllity Nama 
::;1:1-20313 .... 1 (Thonoei., &. Cardiov.'C1I.I..r I ....Utu_) 

P.'\OE-4 



Sealed Source Leak Test 

Licensee: Thoracic Cardiovascular InsUtute-Spa~rrow 

Performed by: 

~~?MPC ~,t- '~~':"!,II·~I.:.~', !~~,;~:a....:.~;" 

Date: 10/11/11 

James Botti 
Calibration 

Nuclide Type Activity 
Cs-137 Vial 192.9uCi 
CU"f"~mt Activity: 185.51 uCi 

Co-57 Flood 10 mCi 
<= 

""<= 
Current Activity: '1.102mCl 

co 
<Xl> Cs-137 Vial 200.5uCi 

Curn3'nt Aetivl1y: 178.86uCI 
Co-57 Flood 10mCi 

Current Activity: 3.028rnCi 

'$"> 

<= 
C"-' 

-~ 
"" 

Calibration 
Date Location 

02/01/10 Hot Lab 

06101/09 Hot Lab 

11/01/06 HalLah 

07101/10 Hot Lab 

MIN 

RV-137-200U 

PF16R-Q57-10M 

RV-137-200U 

MED370Q 

SIN 
1393-38-21 

1374-069 

1044-25-10 

1453-42 

Comment: The sources listed above were leak tested using a dry wipe technique and ""'1$ found to bave less 

than 0.005 uCi removable activlty. The follQwfng Minimum Detectable Activities a ..e based upon a background 

at lIle indicated varue. l3ackground was at 01" be10w these levels .........en the above tesls 'Were completed. 


Well Counter: Captus 3()OO 

Nuclide MDA Background 

Cs-137 2.0 x 10 -4 uCi 145 'COuntsl1 min 

8a-133 8.8 x 10 -6 uCi 204 'COuntsl1 min 

Co-57 1.7)(1~. 53 countsl1 min 

RADtATION SAFETY OFFICER: ____--'~"_,.<'"--~-------------------

Sealed Source Leak Te.s.1 Page 1 



· ."'","- ~-.""--. 

Thoracic~(t~carcllovascular Institute 
~~ 1-800-722-7540 

..\I1i,f-Michig.:1t:l's HMrt. Lt.l.lJg ('tu..1 Va.r.cLdt1r Specl"nrtst$i 

405 W. Greenlawn AVelUU!" Suite 400 .. Lansing, MI 48910 
Phone: (517) 483-7588 Fa.:'\':: (517) 483-7575 

Facsitnile Transmittal Sheet 
=­

To; /Vii! C f'2...te , ~o ...... .PI- Fro:m: "'TJ,~"""e;-c. c~;c,VQ.'J'c.....\c..r .x. ....."i 4-....h ..k 
S" ..........\.., r:"o,("v-eS+<...r G-~ S'f,..(~S 

Fax: , Direct Phone: ...... 

(t'P"!to) 5r.,1. Cf -q_~~~~~ (~t1)'f i:l. -g.qqo 
Phone: 

("")0) ~ 14}; ­ (0 I 'i' ---.;;;;' 
Date: ' 

.;l. -;;14 -: J:,;;2. 
Re; ,,' Total NUl:nber ofPages Including Cover Sheet:: 
Co.....+.-o t' #­ S'7b ff50 lS 

wn C01Dll1ents: 

<= L,c.~ $£ J9- .tI""I.~_C¥"\.<t 
"" --­"'" A-dJ. .:f..r0 "" ~C ::r::",.{!0 

cc: 
'-'­

«:Confiden.tiality .Statement: The docuntents accom:panying this rransln.issJon contain 
confidential health informarirnt thar is legall...v privileged. Tltis i!f-fonnation is intended 
only for the use ofthe individuals or en-tiLies liS'£ed abo..e. If:J'OU are nor t'he inrended 
recip~ent, you 41'e hereby notified that any disclosure, copying, distribution, or action 
taken In reliance on the conLents oftheSE dOCUmE1J,ts is strictlypl"ohibited. J;fyou have 
received this information in error, please noti.Jj} the sender immediately and arrange 
for tl"l!; return or destruction ofthese documents." 


