Cardiovascular Associates of Puerto Rico
CARDIOVASCULAR CONSULTANTS

Ivéan J. Lladé-Gonzélez, M.D., FEA.C.C.
Riaben Diaz-Vazquez, M.D.
René E. Pérez-Rios, M.D.

February 10, 2010
Luis Ortiz Munoz, M.D.

US Nuclear Regulatory Commission, Region I

475 Allendale Road Br {

King of Prussia
Pennsylvaria, 19406-1415

ogagé‘(—f?

RE: Byproduct Materials
License number: 52-30841-01

Gentlemen:

We hereby you include Dr. Luis Ortiz Mufioz as an authorized user on our NRC license.
Enclose please find Dr. Ortiz preceptor attestation statement and copy of the board

certificate.

Thanking you for your prompt attention to this request, we remain,
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HumbertoNd—€fuintana Irazola, MD, FACC, CCDS
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Instituto San Pablo Suite 202, Ave. Santa Cruz Ndm. 68, Bayamodn, P.R. 00961
P.O. Box 6480, Santa Rosa Unit, Bayamodn, P.R. 00960-8004 / ¢# ;L & 5;
Tels. (787) 798-6550 / 798-6585 / Fax (787) 798-6590 o

Humberto O. Quintana-lrazola, M.D., EA.C.C.
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AMERICAN SOCIETY OF
NucLEAR CARDIOLOGY

The American Society of

Nuclear Cardiology
certifies that

Luis Ortiz, MD

has participated in an educational activity titled

"Nuclear Cardiology Physics Course"
held from November 13 - 14, 2009 in Baltimore, MD

The American Society of Nuclear Cardiology designates this

educational activity for a maximum of 16.00 AMA PRA Category 1 Credit(s)™.
Physicians should only claim credit commensurate with
the extent of their participation in the activity.

The American Society of Nuclear Cardiology
is accredited by the Accreditation Council for
Continuing Medical Education to provide continuing medical

education for physicians.

James A, Arrighl, MD

Charoan, ASNC Fducatemn Copnmiiter

http://www.asnc.org/evals/eval_output_am.cfm?evallD=92 1/10/2010


http://www.asnc.orglevals/eval

Oettiﬁcauon Boar‘!ﬁf, Nuclear Car dio],

-

Certifies that

Luais Ortlz-Munoz, MD

HAVING MET THE REQUIREMENTS PRESCRIBED BY THIS BOARD
FOR PHYSICIANS TRAINED IN THE UNITED STATES -
AND HAVING SATISFACTORILY PASSED THE REQUIRED EXAMINATION,
IS HEREBY DESIGNATED
A DIPLOMATE CERTIFIED IN THE SUBSPECIALTY OF

NUCLEAR CARDIOLOGY

FOR THE PERIOD 2007 - 2017 (%/
@;& S

President ‘ :BN' : Secretary
.
)

CERTIFICATE NUMBER: 5571




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
{10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION Expias: vsiz0on
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]
Name of Proposed Authorized User State or Territory Where Licensed
Oortiz Mujioz Luis Puerto Rico

Requééiéd Authoﬁié:ﬁ;n(s) (check all that apply)

| : 35.100 Uptake, dilution, and excretion studies

(v’ 35.200 Imaging and localization studies

{ﬂ 1 35.500 Sealed sources for diagnosis (specify device - )

L~

PART | — 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 compieted. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

| x 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 matenals, skip to and complete Part i
Preceptor Attestation.

EE_‘ 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization
a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.280,

i

b. Supervised Work Experience,
{(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copias of this section.)

| T Locat ——y ;
: S . cation of Experience/License or Clock Dates of
3 Description of Experience Permit Number of Facility Hours Experience”

fEIuting generator systems !

;appropriate for the preparation of
iradioactive drugs for imaging and
llocalization studies, measuring and
testing the eluate for radionuclidic
-punity, and processing the eluate !
with reagent kits to prepare labeled !
radioactive drugs

; . Total Hours of Experience: }

:'Sugéwisihg}. individuat License/Permit Number Ii;ﬁng supervising individual as an
! ‘authorized user

fSupervisor meets the requirements below, or equivalent Agreement State requirements (check all that appiy).

| 35290 i : 35.390 + generator experience in 32.290(c){1)Xii)}(G)

NRC FORM 313A (AUD] {10-2007) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD)
{10-2007)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

'v/! 3. Training and Experience for Proposed Authorized User

a. Classroom and Labo;atory Training.

s st 44 101 5t e T

! |
i Description of Training Location of Training g::]?; 1":‘; Ztire\?n;t 1
T e earsean Authorized User and Laboratory 20 T ”'6713720“73!151
! Training Program, UCLA 12007
‘Radiation physics and l

rinstrumentation |

|

2’_'”'*_””* S ‘ Corscan Authorized User and Laboratory 20 6/1372007-6/15
, ' Training Program, UCLA 2007
?Radiation protection V !

- B Corscan Authiorized User and Laboratory 10 /137200767157
\ Training Program, UCLA 2007

‘Mathematics pertaining to the use | !

‘and measurement of radioactivity

I Corscan Authorized User and Laboratory 15 N Y 1f-’h"ZfﬁW—(egJ
;Chemistry of byproduct material ~ Training Program, UCLA 2007 :
for medical use (not required for

,35.590)

i """Corscan Authorized User and Laboratory 15 S/T372007-8715
| Training Program, UCLA /2007
;Radiaﬁon biology

Total Hours of Training:
I 80 . I
b. Supervised Work Experience (compietion 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.)

;Supervlsed Work Experience Total Hours of 00 l
i Experioncs: f
’ Description of Experience Location of Experienceflicense or Confirm Dates of

Must lnclude Permit Number of Facility Experience® !
i Cleveland Clinic Weston Florid -
'Ordermg, receiving, and unpacking evelan mic Teston Horica ' Yes ﬁ ANT-1N/07
_radioactive materials safely and ;
.performing the related radiation i 1 No
asurveys ! P i
. JTP U ) e e - -

Performing quamy control Cleveland Clinic Weston Florida - SAAT-11/1707
‘procedures on instruments used to v Yes
'determine the activity of dosages - N

L NO

.and performing checks for proper
-operation of survey meters

PAGE 2




INRC FORM 313A {AUD) U.S. NUCLEAR REGULATORY COMMISSION
(102007 A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. {continued)
—

| Description of Experience Location of Experience/license or . Confirm Dates of
§ Must Include: ‘ Permit Number of Facility Experience”
4 Cleveland Clinic Weston Florida 5/1/07-11/1/07
Calculating, measuring, and safely -ty Yes

.prepanng patient or human research N
subject dosages [ INo

ini i - S/A7-11/1707 |

Using administrative controls to Cleveland Clinic Weston Florida ij Yes

: prevent a medical event involving the
‘use of unsealed byproduct material [ ]No

- ' " "Cleveland Clinic Weston Florida 7-

Using procedures to contain spilled cvelan fic Yeston Hon [‘/} Yes {5/1,0 une7
byproduct material safely and using ;_ |

proper decontarnination procedures INo

C inic West id - 7-
Administering dosages of radioactive leveland Clinic Weston Florida V] Yes 5/1/07-11/1/07 |
'dmgs to patlents or human research «
sub;ects [ I No
;E!utmg generator systems appropriate Cleveland Clinic Weston Florida 7 Yes §/1/07-11/1/07
for the preparation of radioactive -
‘drugs for imaging and localization f] No
studies, measuring and testing the -
-eluate for radionuclidic punity, and
:processing the eluate with reagent
_kits to prepare labeled radioactive i
‘drugs !
 Supesvising Individual iLicense/Permit Number listing supervising individual as an
‘authorized user
Mlchael ~Shen, MD ME 87992/64E 5 626 64E 5 627 /387‘! 1
Supervisor meets the requlrements below, or equwalent Agreement State requuren’ents (check one)
| ]35.190 lv] 35.290 | 135390 [} 35.390 + generator experience in 35.290(c){(1)(ii}(G)
c. For 35.580 only, provide documentation of training on use of the device.
Davice Type of Training Location and Dates

I
i
i
; [ S -
|

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and compiete Part | Preceptor
Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(102000 5 UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART it - 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)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfiil the duties of the
position sought and not attesting to the individual's "general clinical competency.”

First Section
Check one of the foliowing for each use requested:

For 35190

Board Certification
{j | attest that has satisfactorily completed the requirements in

" “Name of Proposed Authorized User

10 CFR 35.180(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authonzed under 10 CFR 35.100.

OR
Training and Experience
[ ] 1attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized 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 independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.290
Board Certification
[ lattestthat 1,55 ortiz Mufioz has satisfactorily completed the requirements in

Name of Proposed Authorized User

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.

OR
Training and Experience
vilattestthat [ o Ortiz Munoz has satisfactorily completed the 700 hours of training

Name of Proposed Authorized 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 level of competency sufficient to funiction independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

E.'f_"j | meet the requirements below, or equivalent Agreement State requirements, as an authonzed user for

. 135190 v 35.290 . 35.390 I135.390 + generator experience

Name of-ﬁreceptor jSigA ture OZI/__‘ ;Teiephone Number gbea{e
MICHAEL SHEN, MD i vavi ¢ — = 61‘7:}?,9”5 /”“’}/""H"t

License/Permit Number/Facility Name o

M 2T992 [ 64E - dol L 606-5 627 thuecle k. clovie Hloridy
58}!“ ’ PAGE 4




This is to acknowledge the receipt of your letter/application dated

z‘/ (2 / lo(o , and to inform you that the initial processing which
includes an administrative review has been performed.

g
: Artan). 51— Zo e/ o .
E There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

E] 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 / ¥¢ ’45 ?

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 (Rl} Sincerely,
(6-96) Licensing Assistance Team Leader



