
Heart Care Imaging Inc. 
3301 New Mexico Avenue, NW, Suite 316 

Washington, D.C. 

October 3, 2008 

Licensing Assistance Section 
Nuclear Medicine Safety Branch 
Division of Radiation Safety and Safeguards 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-1 4 1  5 

RE: Heart Care Imaging, Inc. 
License Number: 
Amendment Application 

08-31 21 1-01 0 3()q3-7L3 8J 

Dear License Reviewer: 

Please amend our byproduct material license to  add Ramin Oskoui, M.D. as an authorized user 
for all procedures and material listed in 1 0  CFR 35.100 and 1 0  CFR 35.200. Documentation 
attesting to  his training and experience are enclosed in the attachment section of this 
correspondence. 

If you have additional questions, please contact Michael W. Lairmore or myself. Mr. Lairmore 
may be contacted at (201)  693-2277. 

We thank you in advance for your assistance with this licensing action. 

Sincerely, 

Administrative Representative 
CaaSv MJk 



Attachment A 
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Totd HoumofExp8rhue: 

j Licenselpermil Number lisling supenrising individual as an 
jauttunizeduser 

! 

Supervising Individual 

I 

,.....___ ... .... ~ . . ~  ._.__.._ ........................................................... ~ ........... ........... 1 .._............___._.._.______............ -.-...---- ................. 

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

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 316W1# 
AND PRECEPTOR AlTESTATlON EXPIRE& lOnlltol# 

(for uses defined under 35.100,35.200, and 35.soO) 
[ lo  CFR 35.190,35.290, and 3S.SSq 

ianuOfFTCYOSdAUttKW!d * u s e r  

lamin Oskoui Washington, D.C. C 
loquested Authorization($) (check a# thaf apply) 

iJ %.loo uptake, dilution, and excretion studies 

] 35.500 Sealed sources for diagnods (specify device 

State or Territory Vmem Licensed 

35.200 Imaging and localhation studies 

PART I - TRAlWlMG AND EXPERIENCE 
(s~oneof~ thnnnrcet ;hockbdow)  

Training and Experience, including board cerlHicatim, mutit have been OMained within the 7 years preceding 
the date of a p p l i i  or the indivklual must have obtained related continuing educatbn and experience since 
the retquked training and experience was comptebd. Provide dates, duration, md description of continuing 
education and experience related tothe uses checked above. 
1 1. Board CWfiCatbQ 

a. Rovide a copy ofthe board certification. 

b. If using only 35.500 materials, stop here. It using 35.1 00 and 35.200 materiab, skip to and complete Part II 
Preceptor Attestation. 

1 2. cUmnb~2@MA uthorked Userseddnm AddW anal 35.290 Authorltstkn 

a. Authorized useron Materials License meeting 10 CFR 35.390 01 equlvalent Agreement 
State requirements seeking authorization for 35.290. 

(Ifmom than one supefvking individual is necew?y to documgnt supervised wcrk expetiew, pmvlde rnulipk 
copies of this section.) 

b. S u p e r V i s e d w o r k E x ~ .  

Description of Experience I 
Ekninggensratorsystems 
appropriate for the preparatkn of 
radioactive drugs for imaging and 
localization studies, measuring and 
testing the eluate for radionudidic 
puw, and procusaing the eluate 
with reagemt kits to prepare labeled 
radioactive drugs 

Location of ExperlenceAicense or Clock 
Permit Number of Facility Hours 

I 

Experience' li 
1 35.290 35.390 + generatar experrence in 32,29O(c)(l)(ii)(G) 
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Clock 
Hour8 

16 

16 

16 

16 

a003 

Dates of 
Training' 

Compktion 
date: 8/20/68 

- 

Completion 
date: 8/20108 

Zompktion 
jate: mwo8 

~- 

Completion 
date: 8/20/08 

U.S. WCl.€M RIEQULATORY COYYSSWH RC K)(Iy 31U (AUD) 

Description of Training 

Radiation physks and 
instrumentation 

Olmr, AUTHORIZED USER TRAINING AND EXPERIIENCE AND PRECEPTOR ATTESTATION (continued) 

Location of Training 

Corscaa and tbe University of Toledo, 
Autborizcd User Clrssroon and Laboratory 
and Training Program Oalinc 

Mathematics m i n i n g  to the use 
and --- of re-* 
Radiation protection 

Corscan and the University of T O W ,  
Authorized User Classroom and Laboratory 
and Trainin8 Program Online 

Corscan and the University of Tokdo, 
Authorized IJocr Classroom and Laboratory 
and Training Program Online 

/ ~ ~ ~ ~ ~ ~ ~ ~ ~ $  
Corscan a d  the University of Tokdo, 
Authorbed User Classroom and Laberatory 

Description of Experience 
Must Include: 

Ordering, receiving, and unpacking 
radioactive materials safedy and 
performing the related radiation 
SuTVByS 

p5.590) and Training Program OnHnt 

Location of Expetiencellicense or 
Pwnit Number of Facility 

Steven Walter, M.D. Authorized User, NRC 
# 37-31143-01 

Corscan and tbe University of Tokdo, 
Authorized User Cbssroom and Laboratory 
and Training Program Online 

Radiationbiology 

Pelform#rg quality conkol 
procedures on inshuments used to 
determine the activity of dosages 

I 

Total Houn of TmMng: 80 

Steven Waltcr, M.D. Authorized User, NRC 
# 37-31143-01 

@ Yes 

ON0 

16 

Completion 
date: 08/13/08 

Completion 
htc: morn8 

~ -~ 

b. Supervised Work Experience (completion of this table is not required for 35.590). 
(Ifmom than one supenrising ktdividual is necessaty to document supervised wdr experience, 
provide mult@k? copies d thh section.) 

Supervised Work Experlance I 700 

I and performing check for p-wr I operation of suivey meters 
I 
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Description of Experience 
Must Indude: 

c&-ng, measuring, a d  sakb 
PtePaW patient or human research 
subjectdosages 

U s i i  administrative controls to 
prevent a medical event involving the 
use of unsealed byproduct material 

Rc FORM 31- (AUO) u.s.NucLEARREwutoRycoyylssKM - AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTE3TATK)N (continued) 

Lo~mofExpeIience/Licenseor 

Steven Walter, M.D. A~thoriztd User, 

Permit Number of Fadlily 

NRC # 37-3114341 

Steven Walter, MJ). Amthoriecd User, 
NRC Iy 37-3114341 

I 

No Idate: 08/13/08 I 
I Administering dosages of radioactive IStcvcn Walter, M.D. Authorized User, 

Eluting generator systems WP- 
forthe preperrrtion of radioactive 
drugs for imaging and locakatkm 
studies. mcbaswing and testing the 
eluate for radionuclidic purity, and 
pmcessingtheeluatewithreaE)ent 

to prepare labeled radiosdive 
bugs 

ornpletion 
date: 08/13/08 n Dyes No f 

Steven Walter, M.D. Autborizcd User, 
NRC # 37-31 143-81 

De* Type of Tnlnlng 
___- 

tcven W. Walter, M.D. 
---.- 

fNRC # 37-3114341 

I Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). I I 35.190 0 35.290 0 35.390 0 35.390 + generator experience in 35.290(c)(l)(i)(G) I 
C. For 35.590 only, provide documentation of training on use of the device. 

7 Lowtion and Dttrw 

d. For 35.500 uses only, stop here. For 35.100 and 36.200 uses, sklp to and complete Part It Preceptor 
Attestation. 

P4GE 3 
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Description of Training 

@I005 

Clock Daks of 
Training' Hours 

___- 
Location of Training 

Rc foRN 313A U.S. NUCLEAR REGULATORY c o w m a  
s2007) AUtWdWZED USER TRAINING AND EXPERCNCE AND PRECEnOR AT 'ESTAT~N (- 

Radiation physics and 
instrumentation 

7J 3. Jrr in irrp a nd Exoerience f0r-d Authorlwd User 
a. Claswoom and Laboratory Training. 

Corscan and tbe University of Toledo, 
Authorized User Classroom and Laboratory 
and Training Program Online 

16 

Corscao and the Univemity of Tdcdo, 
Authorized IJser Cbssroem and Laboratory 
and Traiaing Program Online 

16 Completion 
date: 8n0/08 

Completion 
date: mom8 

Description of Experience 
Must Include: 

Radlatii -on 

Location of Expe- seor Datesof 
Pemit Number of Facility Experignce" 

Esma Akin, M.D., ArUorized User NRC # [Izl yes 9/1#- 
08-31211-01 

Esaa Akin, M.D., AutbortEed User NRC W 
08-3121 1-01 

Corsecln and the University of Tokedo, 16 ompktion 
Authorized User Clsssrooe and Laboratory 
a d  Tm-g PI.ogrslm Online 

Mathematics pertaining to the use 
-ent of 

~ 

@j yes 9/1/07 

0 No 

ompktion 
tc: 8/20/08 

Corscaa and the University of Toledo, 
Chemistryofbyprodudmaterial 
br ,,,dicel use -w Lbr Authorized User Clsssroom and Laboratery 

I and Training Program Online I 35.590) 

Corscaa and t k  University of Toledo, 
Authorized User Clsssroom 8nd Laboratory 
and Trainimg Program Online 

Completion 
date: 8/20/08 

I I I 

Total Houm of Tninlng:80 

b. Supervised Wrk Experience (completion of this tabte is not required for 35.590). 
(ff m m  than OM) supmising indiviciua/ is necessary to dowment supervised wuk experience, 
p l~v ide rnu&@e copies of this sectfon.) 

Ordering, receiving, and unpacking 
radbdve materials safely and 
pcrformkrgtherefatedrsdi 
S W S  

Per(wmingqualityC0nbpl 
procedures on inanrments used to 
detetmlnetheactivityofdosages 
and performing checks for proper 
operation of surrey meters 

l U N o  I 
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Supervising lndhridual 

Esmo Akin, M.D. !NRC#08312111)1 

/ Liconse/Pmnit N- listing supervising individual aS a i  
;authorized user 
i 

................................................................................. - ...............,. ...... _. ....... - -  ..... ~ ......................................... .. 

Supervisor meets the requirements Mow, or equivaknt mement  State requirements (check one). 

@ 35.190 0 35.290 0 35.390 [I 35.390 +generator experknce in 35.29O(c)(l)(ii)(G) 

HC I 

Device 

@ 006 

Type of Tminlng b C d h 8 d ( k ~  

US. NUCLEAR WEBcMroRy cOm8SlOW 
I-' AUTHORED USER TRAINING AND €XPERIWCE AND PRECEPTOR AlTESTATK)N ( C O n t s W )  

3. V n C O  fOf h 0 D d  A U t h o r b d U  r (continued) 

b. SupecvbedWorkExperience. (corrtinued) 

Description of Experience LocationofExperienceAiior 
Must Indude: 

preparing patient or human research 08-3 12 11-01 
subj8ctdosages 

Using administrathre controls to 
prevent a medical event invotving the 08-31211-01 
use of unsealed byproduct material 

Permit Number of Facility 

m b m n g ,  measuring, a d  safely Esma Akm, M.D., Asthorizcd User NRC # 

Eema Akin, MJ)., Autborizcd User NRC # 

E 

Elutlng genaabr systems appropriate 
for the preparation of radioactive 
drugs far imaging and kcalization 
studies, measuring and testing the 
eluate for radionudidic p w ,  and 
processing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 
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AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

m e  of Preceptor Telephone Nwnber 

sma Akin, M.D. 

PART II - PRECEPTOR AlTESTATlON 
dote: 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) 

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of th 
position sought and not attesting to the individuars "general clinical competency." 

Date 

:I& Section 
:heck one of the following for each use requested: 

For 35.190 

Board Certificabion 

Iattestthat has satistactorily completed the requirements in 
NamedP+AulhomedUser 

10 CFR 35.190(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 
Trainina and Experience 

I attest that Ramio Oskoui, M.D. has SatiSfadorUy completed the 60 hours of training and 
NamsdPmpodAUhobduSer 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 
35.19O(c)(l). and has achived a level of competency sufficient to function independently as an 
authorized user fw the medical uses authorized under 10 CFR 35.100. 

For 35.290 

Board Certificatio~ 

I attest that has satisfactorily completed the requirements in 
NamedPmposedAvlhacisedUoer 

I O  CFR 35.290(a)(I) and has achiived 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. 

OR 
Trainina and ExDerienoe 

PAQE 4 
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This certiJies that 

Ramin Oskoui, M.D. 

This activity ha olicies of the Accreditation Council for 
Continuing Medical Education thou rscan. The University of Toledo and St. 

The University of Toled s this educational activity 

I- 

O 
00 

t . i'. 

William J. Davis, D.D.S., M.S. 
Associate Dean 

Continuing Medical Education 
0 
0 
W 
\ 



of your letter/application dated 

, and to inform you that the initial processing which 
includes an administrative review has been performed. . 

There flpm&~~& w re no a mi strative omissi C68-3 s. Your I application I I - O i )  as assigned to a 

technical reviewer. Please note that the technical- review may identify additional 
omissions or require additional information. 

Please provide to this office within 30 days of your receipt of this card 

A copy of your action has been forwarded to our License Fee & Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number I 4 3 o K .  
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


