Physicians Imagina Center
New Jersey

March 7, 2009

Materials Licensing Branch

U.S. Nuclear Regulatory Commission, Region 1
475 Allendale Rd.

King of Prussia, PA 19406-1415

Ph: 610.337.5000 307 2030

Re: License No. 29-28041-01

Dear Sir or Madam,

Br2

This is a request for an amendment to our NRC license to add Dr. Carlos Saenz

as Authorized User-cardiac procedures.

Copies of documents verifying the training and experience of pr, Saenz

are enclosed.

Please feel free to contact us if you need any additional information.

Sincerely,

Charles H. Rose, MA, MDSPH, D(ABSNM)
Administrator

Physicians Imaging Center
180 Avenue at the Common

Shrewsbury, NJ 07702
Cc: file

Enclosures
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@arlos Benigno Daenz

HAS MET THE REQUIREMENTS OF THIS BOARD AND IS
HEREBY DESIGNATED A DIPLOMATE CERTIFIED IN

THE SUBSPECIALTY OF
CARDIOVASCULAR DISEASE
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JRRC FoRMSTIA (AUD) - US. NUGLEAR REGULATORY COMMISBION | —
AUTHORIZED USER TRAINING AND EXPERIENCE R
AND PRECEPTOR ATTESTATION EXReS: Sy

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR $5.190, 35.290, and 35.590]

[Memo of Proposad uthortzed Liser State Or Tenitory Where Licensed
Carlos B. Saenz, MD State of Florida
Requested Authorization(s) (check aif that apply)
B.100 Uptake, dition, and excretion studies
35.200 Imagling and localization studies
[ 35.500 Sealed sources for diagnosis (specify device )

PART | - TRAINING AND EXPERlENGE
{Select one of the three methods balow)

* Training and Expetience, including board certification, must have been obwned withm the 7 ysars preoedmg

%&’mﬁathem&m Just s, obtained (elated COTGNUING edacation ol axpencnce since

and experience mlated to the uses chocked above.
PD 1. Board Cortifieation
a. Provide a copy of he boand certification.

b. If using only 35,500 materials, stop here. If using 35100 and 35.200 materials, skip to a1d complete Part i
Preceplor Attestation.

E 2. Corver 35,390 Authorizet User Sepidnn Additional 38,290 Suthorization

a, Authorized USEr on Materials License .. meeting 10 GFR 35.330 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervisad Work Experience. %
(If mare than one supervising individual is necessary to document supervised work experience, provide multiple
conies of this section.) |

Location of ExperienceiLicense or Clock Dates of ||
L Description of Experince Pesmit Humber of Facilty | ows | Expasience’

Efuting generator systams

appropriate for the preparation of

radioactive drugs for imaging and

locahzation studies, measuring and

testing the dudtefor radionudlidic

pucily, and processing the eluate

wlih reagent kits 1 prepare labaled

ve drugs 1
L Total Hours of Experience:
ising Individual licente/Pormit Number ligting supsrvising individual as n |
lSupemsmo l e
SUpeuvisor mests the reqwsments below, " equivalent Agreemam sme raqu@renams (CMCK aoff that apply) ! I
[]35.290 [T} 35.380 + genarator experience in 32.280(c)(1)(I}G)

———
NRC FORM S13A (AUD) (10-2007) lmmmpwa PAGE
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FORM 313A fauUl) U.8. NUCLEAR REGULATORY COMMISSION
2% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
SR R
3. Traln| Expsrience for Proposed Authonzed User
a. Classroom and Laboratory Training.
Desoription of Training Location of Training Homoursm .,.D;!ensingf
Radiation physics and INME Training Class 50 11/15-23,
"an:tmmenmﬁm Orlando, FL 2008
Radiiion protection Same as above 15 Same
Mathematics pertaining to the use Same as above ' 10 Same
and measurement of radioactivity
Chemistry of byproduct material :
for mesicss use (ol sequireD for Same as above 15 Same :
35.590)
Radiation biology Same as above 10 Same
| I |
Total Hours of Training: 200 hours J
I
b. Supervised Work Experience {eompletion of this tableis not required for 38.590).
(if more than one supervising individual |S necessary fo document supervised work experience,
provide multiple copios of this saciion.)
Superviset Work Expuriento " oAmh Viowrs of J
Exporionca: |
Deoscription of Exparience | Location of "o | pongm | Deesot |
Must Include: Permit Number of Facility [ Experisnce” |
! |
Ordering, receiving, &hd unpacking e I Yes See
radioactive materials safely and No specific training; O attached
performing the related radiation but 20 years experience (INe
surveys
Performing quaslity control
procedures on Insiruments used to Same as above L] es
determins the activity of dosages CNe
and performing checks for proper
loperation of survey meters , : A -
.
2
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[Kiecasote
[mzc FORM $43A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
(oSN AUTHORIZED USER TRAINING AND EXPERIENCE AND PREGEPTOR ATTESTATION {continued)
3. Training and Experfonce for Proposed Autinoriced User (continued)
h Supervised Work Experience. (continued)
Desceription of Experience Location of Experience/license ¢ Dates of |
Must Include: Permit Number of Facility Expenence*
| :
Calculating, measuring, and safely [ ]Yes
preparing patient or human ressarch
subject dosages [[]No
Using administrative controls t0 [} yes
prevenl a medica) event invoiving the
use of unsealed byproduct material [ne
1
Using procedures to contain spilled ] Yes
bypraduct matevial safely and using
praper dajontamlnatlm procedures [ o
Administering dosages of radioactive [
drugsto patients or human research
subjects (INo
Eluting generator sysiems appropriate [ Yes
for the preparation of radioactive
drugs for imaging and localization (] No
studies, measuring and testing the N/
eluate for radionuclidic purity, and
processing the eluate with reagent
kits fo prepare |abded radioactive
s
Supervising Individual LloenselPerm:t Number Bsting supervising individual as an
. uw
/
g‘dvkﬁﬁuxﬂww [p//(l,_[ FL
Supervisor meets the requirements Mo w, or equivalent Agreament State requiremants {chack one).
[)3s1s0  []s5200 [ 135320 [} 35.390 + generator experience in 35.200(c)(1)i)G}
¢ Far 35.530 only, provide documentation of training on uss of the device.
F Device Type of Training T Location and Dates Al
- NIA- E:
;
d. For 35.500 uses only, stop hen. For 35.100 and 35200 uses, skip to and complete Part )i Precepior
Meskation.
et
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’»&gmamuum U.5. NUCLEAR REGULATORY COMMIBSION
(10200 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continuad)
_

PART Il ~ PRECEPTOR ATTESTATION
Note: This part must be completed by the individual's preceplor. The preceptar does N have to be the supemsing
individual as fong as the precepior provides, ainects, or verifias aining and experlance requiced. i move then
OneEpreceptor s necessary to document experience, oblain a separate preceptor statement from each. (Not
Tegared ‘o meet feining vequirements in 381500}

By ¢hecking the boxes below, the preceptor is attesting that the individual has knowledge 1 fulfill the duties of
position sought and no! atfesting to the indivicual’s “general cinical compeotancy.*

First Section
Check one d the following for each use requested:

Fw 38.180

Boera Cenffication
% 1 attest that has satisfactorily compieted the requirements in
Name of Proposad Autionzed Uner
10 CFR 35.190(a)(1) and has achieved a level Ofcompetency sufficientto function ingependently as an
authorized user for the medicat uses authorized under 10 CFR 35.100.
I oR

Training end Experience

[ ) 1attest that has safisfactorily completed the 60 hours of fraining and
* T Namo of Propased Authorizad User —

experiencs, including a minimum of 8 hours of classroom and Laboratory training, required by 10 CFR
35.190{c)(1). and hasachieved a level of competency sufficient to funclion independently as an
authorized user for the medical uses authorized under 10 CFR 35,100.
For 56.200
Board Ceification
(] attest that has satisfactorily completed the requirements in
Nama of Propoged Autrized Lsar
I 10 CFR 35.290{(a)(1) and has achieved a leve! of competency sufficient 1 function independently as an
suthwrized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR

Training and Expanence
B ) attestthat  Caplos B. Saenz, MD has satisfactonly completed the 700 hours of training
Namo of Propaied Authorized Liger

g]F(!ja experiencs, ;nduging aminimum of 80 hours of classroom and laboratory training, required by 10
35.280(c){1), and has achieved a lavel of competency sufficient 1o Rinction indeperidenty 8s &
aummduswformemwuseswmmdmderlocmas 100 and 35.200,
JIStn:omi Section

Complels the following for preceptor attestatior and signature:

[:] | mest the requirements below, or equivalent Agreemsnt State requirements, as an authorized user for: E
[Jssa90 [X3s200 []35.380 [ ] 35.200 + generator experience

Name of Preceptor Bignature Tefeptione Nomber  [Biste
Salveder ¥ A«m« w:.l “4% /46/ ke Yy [ ooy

Licanse/Pemit W#F

Bl‘o— ‘ [-F\Oftbﬂ &%&4 Q(QUL —_
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R. Chacles Curry, Jr., MD, FACC, FACP
Kerry M. Schwartz, MD, FACC, FACP
Carlos B, Ssenx, MD, FACC, FACP
Willlany K. Walllg, Jr,. MO, FACC, FACP
Curtis f. Weaver, MD, FACC, FACP
Salvador N, Lanza, MD, FACC, FACP
Mark R, Mitunski, MD, FACC, FACP

@oor/o019

WIVOm e

Jose H. Arizs, MD, FACC

Puxine Cen, MO, FACC

Hani B, Seifein, MD, FACC

fairicia A, Cuerrero, MD, FACC
James A, Mines, MD, FACC

N. B, Xarumaratne, MD, FACC, FACP

Francis ), Fakey, MD, FACC Gregory Gooden, MD, FACC
Gmm-ge-m Mﬂ"’hf’ MD, FACC Amdm C. franceschi, MD, FACC, FiCAY
Ramon M. Torres, MD, FACC Hector F. l.ozano, MD, FACC
ey T
PN F e
December 19, 2008 IDEC 3o eens
cgSot. A
Tnstitate for Nuciear Medical Bducation
Aftn: Sandra Nissen
S668 Airport Bivd
Suite 101

Boulder, CO 80303
VIA FACSIMILE: 303-541-0066

Dear Sandra,

Attached is D, Saenz’s application for auclear licensing, We filled out the items that are
applicable, We were UncbleD fill out several items as we am not a training facility. | am
going 6o provide you with some additional isformation thet may be helpfal in
determining his level of expearience, D, Saenz received stendend muchear tairimg during
his feowship at fhe University of Alabama under the direction of Dr. Gerald Pohost. He
has been a precticing physician since 1988. In those 20 year's he bas pesformed over
7100 nuclear studies within our prectice and at Florida Hospital, which are ova-read by
an avthorized user.

Please let us know where we go from here 23 Dr. Saenz wonld like to know if we ate
going to be able to apnly through New lersey.

Thanks for al} your help.

Sincerdy,

REQP00m

Kristen MeCloskey
Secretary to Carlos B. Ssenz, MD

$
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FUNDAMENTALS
Radioisotope Handling
Attestation and Certification :

Completion and Competency
This document it an affidavit that

Carlos B, Saeng, M.O. .

has successfully completed the prescrided didactic program of
education and has achizved the objeciives of this progrem
an evidenced by written examination

'Mu‘ Program provides the following levels of documented accomplishment

10)  Conthnwing Bduostion Undts (CBU)
(DIH)

November 23rd, 2008 204374

Certifying Officlal Dats Completed Cestifiontion

Institute for NucleailMedical:Educition
e S e e L R e T
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NAME:

BUSINESS ADDRESS:

PLACE OF BIRTH:

FOREIGN LANGUAGE:

EDUCATION:

CURRICULUM VITAE

Carlos Benigno Seenz, MO, FACC, FACE.

Florida Heart Group, PA.
1613 N. Mills Avenue
Onlando, FL. 32803
{407 394-4474

Washington, DC

Fluent Spanish

T

Colegio San Carlos

Bogpta, Colombia

Degree: Bachelor of Science
P/66-6/72

Graduste

University o fRosario

Bogota, Colombia, South America
Degree: Doctor of Medicine
/726178

Posi-Graduate
Internship

Central Military Hospital
Bnogota. Colombia
1184719

Resident

Cenira Milntary Yospital
Bogota, Colombia
7/79-6/80

Qo -8/019
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CURRICULUM VITAE

Carlos B. Saenz, M.D.
Page Two

EDUCATION (cont.):

CERTIFICATION:

LICENSURE:

Internship

Charity Hospital of New Orloars
LS1J Division

New Orleans, LA

1/81-12/82

Regident in Internal Medicing
Charity Hospital of New Orleans
LsU Division

New Osleans, LA

1/82-12/84

Fellowship in Cardiovascular Disease
Univessity of Alsbama Hospitals
University of Alabama

Birmingham, AL

7134 - 6/86: Clinica} Cardiciogy

7186 - 6/87; Interventional Cardiology

American Boad of Internal Medicine
Diglomate, Seprember 12, 1084

American Board Of fnfemnal Medicine
Subspecialty in Cardiovascular Disease
November 7,1987

Amenican Board of Internal Medicing
Tntervernionat Cardiotogy
November 8, 2000

Iesved: 8711192 Georgla  #23786 Inactive
Issned: 01{/26/84 Louislens #06238R Inactive
Issued: 09725785 Alebama #12383 Inactive
fssued: 6720068 Florida #MFEQ053551 Active

[dois/so1g



01/30/2009 PRI 10:44 ppx 4078947136 LP23 au o/
20 0/019

12/28/2008 NON B: ¢4 TAX AD7§DA7ILI6 132D -, -

CURRICULUM VITAE
Carlos B. Saenz, M.D,
Page Three

EXPERIENCE:

Private Practice

July, 1988-present Florida Heart Group, P.A.
Orlando, Florida 32803

Academic

July, 1987-June, 1988 Assistant Professar, Department of Medigine:
Division Of Cardiology, Uriversity of Alahams,
Birmiagham, AL

Hospital Affiliations

06/8%-present Florida Hospital, Orando, Altamonte Active Staff
Winter Pack

MEMBERSHIPS & DISTINCTIONS:

Fellow, American College of Cardiology

Fellow, American College of Physicians

Fellow, Council on Clinical Cardiotogy, Amerivan Heart Association
American Medical Association

Florida Medica! Association

APPOINTMENTS:

1988 Co-chaitenan, Curdiclogy Stientific Sessions Southern Section of
American Federmion for Climical Research

1990 Chairmsn, Cardiology at \Walt Disney World, American Heart Association

1089-93 Board Member, Florida Chapter, American Hedrt Association

1991.92 Vice President, Florida Chapter, Americen Heatt Association

1994 Board Member, Florida Heart lnstitate, Oraudo, FL

1995 Member, Cardiclogy QA Commitiee, Florida Hospital, Orlande, FL

1996-00 President, Florida Reart Group

01/04-12/05  Chairman, Depertment of Cardiclogy, Florida Hospital, Otlando, FL
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CURRICULUM VITAE
Carlos B, Saenz, M.D,

Page Four

AREAS OF INTEREST:

o Interventions in acute myocardial ischemia
» Intracoronary devices
e Coronary Intervention

RESEARCH ACTIVITIES:

Co-Iuvestigator. Intracoronary use of Palmez-Schetz Sient,

Prinveipal fovestipator: Randomized study o fheparin use after efective PYCA.
Co-investigator: TIMI wial, Phase 1L

Co-investigator: NHLBI Balloon Valvulopiasty Regisury.

Co-Investigator: A 54 week open labd assessment Of die safefy and efficacy profile of
Atoxvestetin as compared fo Fluvastatin, Lovastatin, Simvastatin, and Pravastatin when used { 0

optimally control primary hypercholesterolemia (type IIA) and mixed dyslipidemia (type 11IB).
Co-Investigstor: Antiarrhythmios versus koplantsble Defibrillators

Co-Investigator: A multi-center, double-blinded, placebo-controlled, parallel design clinical tail
to assess e safety and efficacy Of 35 mg and 75 mg of Azimilide Difiydrochioride for the
Prophiylecsic Treatwent of Atrial Fibrillation/Flutter and/or Symptematic Paroxysmal
Supraventricolar Tachycardia.

Co-Investigator: A double biind, piacebo-controfied, muitinational trail to investigate the effect of
the Nat+/H+ exchange inhibitor (cariporide on all-cause mortelity and MY in pefieats of risk of
myocardis] necrosis dpe fo acute coronary syndrome velated to the disease process or to an
interventional cardiac procedure.

Co-Investigator. Peospective Rendomized Avlodiping Survivel Evelnasion-1.
A randomized, double-blind, dose-titration, paralle! group, placebo-controlled study to evaluate
the effect Of amlodipine on survival M patients with congestive heart fzilure.

Co-Irnestigator, A Dovble-Blind, Placebo Controlied Swvival Stady With Metroprolol CR In Patients-
With Decreased Ejection Fraction And Sympioms Of Heart Faihwe,
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CURRICULUM VITAE
Carios B, Saenz, M.D.
Page Five

RESFEARCH ACTYVITIES (Con’t):

Co-Investigator: A Rendomized, Open-Label, Active-Controlled, Multicenter Phase Il Safety
Study Of TWO Doses Of NATRECOR® hBNF Admimistered As A Contimens Infasion In The
Treatment Of Decompensated CHF,

Co-Investigator: A Study m Cornpare the LDL-C Lowering Efficacy of Pravastatin 40 mg
administered once daily versus a Divided Dosing Regimen.
Co-Investigator: Multi-couniry, randomized, double-blind, pardld, piacebo-controlled trid to

assess the effect of Valsartan on morbidity and moxiality, signs and sysaptoms, and quality of life
in patients with stable, chronic congestive heart faihice (NYHA Closs [.IV)

Co-lnvestigator: The cffect of LDL-Cholesterol jowening beyond cunendy recommended
minitmuwmn targets on coronary heart disease (CHD) recurrence in patients with pro-existing CHD,

Co~Invesitgator: A multi-center qoan| abel clinical trial to assess the Jong-term safety of dailyoral
dose 0F125 mg of Azimilide Dihydrocnloride in patients with atxial fbcillation/fhutter and/or
pasoxyseiel sipctventrionlar tachycardia,

Co~-Investigator: A myiticenter randomized double-blind, placebo-controffed study to determine
the effect of Carvedilol on mortality in patients with severe chwonic heart failure,

Co-Invesitgator: A Phase I, randomized, donble-hlind, multicenter, acetylsalicydic acid-
controlled, multi-dose stody of DMP 754 aont or in combinetion with ASA in paticats with

coromary artery distase.

CoInvestigator An open-label, community-based clinicel practice study of Niaspan in patients
with hyperdipidemia.

Co-Investigator: A double-blind, placebo-controlled, randomized, clinical trial of slow release
Propafenone (Rythmol-SR) in the prevention of symptomatic recurrences of atvial brillation.

Co-Investigator: A randomized study (ICD versus non-ICD) In moderately high-risk coronary
patients to evaluate whether thaxe is o significant reduction in desth in patients who receive an ICD
as compared to patieats pot treated with ICD.

Principal nvestigator: Blockade of the GP IIB/i{A Receptor o avoid Vascular Goclusion

Co-Invostigator: Candesartan Cilexetil in Heart Failure: Assessment of Reduction in Mortality



Tl
dio 37019
12/20/3008 MOK O: 46 PAX 2778547136 LR23 o

01/30/2009 FRI 10:46 EAX 4078947136 LP23

CURRICULUM VITAE
Carlos B. Ssenz, MDD,
Page Six

RESEARCH ACTIVITIES (Con’t)

Co-Investigator: Clinical Outcome From Prevention of Posi-Operative Arrhythmia Il
Co-Investigator: Occluded Artery Trial.

Co-Investigatar: Omagatrilat versus Boalapril Randormized Trial of Utiity i Reducing Events
Principal Investigntor: Prevertion of Restenosis with Traniljast and Its Qutcomes

Co-Investigator: Multinational, multi-center, double-blind, rndomized, active conizalled parallel
gronp shudy oompeting the efficacy and sefety of Tongterm treetment with Walsarten, captopril and
their combinationin high-risk patients after myocardial infarction.

Co-Investigator: Beyond Endorsed Lipid Loweringwith EBCT Scanning

Co-Investigator: Donble-blind, randomized placebo-cantrolled, parallel group study evaluating

the effects of different d0ses of LU 135252 on left vextriculer dimensions, function, and loft and

;ghwﬁxmw meas, nevrohormont tevels, znd sympiots in patients with advancad congestive
eart 3

Principal Investigator: Pravastatia o Aforvastatin Bvajuation and Infection Therapy.

Co-Investigatar: A Phase JI, Multicenter, Randoized, Dowble-blind, Placebo-controlled Trial
Evaluating the Bffects of Infliximab (Remicade®).

Co-Investigator: Efficacy and safety Study of the Oral Direct Thrombin Infubiter H 376/05
Compared with Dose-Adiusted Warfarin in the Prevention of Stroke and Systemic Embolic
Events M Patients with Atrial Fibrillation

Principal Investigater: A multiosnter, randomized, double-blinded, placebo-controlied study to
evaluate the efficacy and safety of AdSFGR-4 in patienis with stable angine. Study phase 2B/3.
{Angiogepesis).
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CURRICULUM VITAE
Carlos B. Saenz, M.D.
Page Seven

ABSTRACTS:

CB Ssenz, \WA Baxiey, TM Bulle, ]M Cherre, LS Dean: Balioon aortic valvuloplasty:
impact in the natural history of aortic stenosis. Submittod 80 American Heart Association
May, 1988,

CB Swenx, WA Baxiey, TM Bulle, JM Chere, LS Dean: Early and Lace Exfoct of
Heparin Infusion Following Elective Angioplasty. Submitted 0 American Heart
Association Miay, 1938,

S Silber, LS Dean, WA Baxiey, TM Bulle, CB Saenz, MJ Henslove, LM Levson, GM
Rohost. Incidener and Progmostic SigniSicance of Bilent Myocardial lacheria
Immediately After Coronary Angioplasty In Corapletely Revascularized Patients.
Submitted to American Heart Association May, 1988,

LS Dean, CB Saenz, YW Kirklin, WA Bazley, IM Chesre, TM Bulle: Hemodynamic
changes following percutaneous sortic valve balloon valwloplasty. Clinical Research
1988;36(1)3A.

LS Dean, CB Saenz, WA Baxley, JW Kirklin, JM Cherre, TM Bulle: Hemodynamic
changes ollowing percutaneous mitral valve balloon valvaloplasty. Clinical Research
1988:36(1)3A.

CB Sacnz, TM Bulle, PH Nath, J Cherrs, \WA Baxley, PL Whitlow: Angiographic
morphology and clinical outcome M coronary angiopiasty for unsteble angina. Cligical
Research 1987:35(11:5A. Presented at the AFCR-Southern Section Meefing, New
Orleans. January, 1987,

CB Saenz, D Roitman, NI Deumite, NC Nenda:  Assessmeny of Mitral Reguegitation,
with Color Doppler During Isometric Exercise. Southern Med § 1986,79:2. Presented to
thre SMA Scientific Meeting in Orlando, Florida, November, 1985,

CB Saenz, N} Dewsnite, DI Roitman, § Moos, NC Nanda: Limitations of Colorin
Quantitative Assessment of Mitral Regurgitation. Circulation 1985;72(Suppl, I):I1-98.
Abstract presented at AHA Meeting, Washington, D.C., November 1085,

SG Weed, E Reisin, NW Robie, CB Saenz, FM Gonzalez,: Bralapril ad
Hydrochlorothiazide in the Treatment of Essential Hypertensive Black Patients. Clinical
Research 1984;32:2.



S

01/30/2009 PRI 10:47 FAX 4078947136 LP23 @0 15/01
gl015/019

12/29/2008 MON 8:47 FAX 4076947136 LP23 —-——

CURRICULUM VITAE
Carlos B. Saenz, M.D,

Page Kight

ABSTRACTS (con’t):

E Reisin, SG Weed, N\V Robie, CB Saenz, FM Gonzalez: Captopril in the treatment Of
Previously Uncontrolled Essential Hypertensive Black Patients: Long Term Treatment.
Clinical Research 1983:3172,

PUBLICATIONS:

CB Saenz, MA Nocero, CJ Weaver: Percutaneous valvuloplasty in s patient with mitral
stenosis following surgical annuloplasty. Cathet Cardiovas Diagn 1990;Sept;21(1):18-22.

CB Saenz, KM Schwartz, 8) Slysh, K Palanca, RC Custy, Jr.: Experience with the use of
coronesy watopesfusion catheter during complicated angioplasty. Cathet Cardiovas Disgn
1990;Aug; 20(4):276-8.

LS Dean, JW Chandler, CB Sasnz, WA Baxley, TM Bulle: Severe aostic regurgitation

complicating percutaneous sortic valve valvuloplasty, Cathet Cardiovase Disgn
1939;Fen;16(2):130-2.

CB Seenz, RR Hexxell, JA Sawyer, WP Hood: Acute percutaneons transluminal
coronary angjoplasty complicated by embolism fo 2 coronary artery remote from the site
of infarction. Cathet Carchiovasc Diagn 1987, Jely-Aug 13(4):266-8.

CB Saenz, W] Rogers, PL Whitlow, WA Baxley, WP Hood, Jr., CR Katholi, B Seto:
Morphology of Occlnsive Coronary Lesions During Acute Myocardial Infarction: An
Angiographic and Clinical Analysis. AM Heart J 1987;Jan;113(1):84-89.

CRB Saenz, IT Taylor, B Soto, NC Nenda, IK Kitklin: Aoste mywandiel infexctionin e
patient with anomajous right coronary artery. Am Heeart J 1986;Nov;112(5):1092-4.

CB Saenz, CV Sanders, BP Nguyen, E. Reisin: Macronodular lesions sssocisted with
staphylococens aureus bacteremia, A condition that resembles a “lymphocutaneous”
syndrome. Arch Inten Med 1987;147:793.
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SENT. NS
"Laser Angioplasty"

Orlando Museum of Art, Florida Heert Instiome, Otlando, FL. Apri, 1989.

"Valvaloplasty: Florida Hospital Experience”
Hyatt Regenoy Grand Cypress, Osfendo, FL. November 1989,

vCardiopulmonary Sapport in Cardiovasenlar Intervention
Cath Tech Conference, Florida Hospital, Orlando, FL. February, 1990.

*Valvular Heart Disease: Detection wnd Trentaent”
Florida Heart Institute Symposium, Bermuda. Marcl, 1990.

"Percutaneous Balloon Angioplasty”
Florida Hospital, Orlando, FL. April, 1990,

wValvuloplasty 1990: Indications and Procedures for Aortic Valvaloplasty™
Radisson Plaza Hotel, Olando, PL. May, 1990,

* Acxte Myoturdial Infarction and Thrombolysis"
Alagua Golf and Country Club, Floxida Heart Group, Orlando, FL., Apri, 1991.

"Treatment of Coropary Artery Disease™
Chalet Suzanne, Florida Heart Qroup, Orlando, FL. Sestember, 1991,

" Angioplasty in the 90's™
Indion River Plantation, Bast Coast Cardiology Update, Indisn River, FL. October, 1981,

“Coronary Kntervention it Actte MI 1996"
Sheraton World Resort, Florida Heert Jnstitute, Orlando, FL. Marck 1996.



This is to acknowledgethe receipt of your letter/application dated
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j /(2o « iz [z_qp?) , and to inform you that the initial processing which

includes an administrativereview has been performed.

Ariguns) T2-TReke] ~of o .
There were no administrativeomissions. Your application was assignedto 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 /4(’? 645/ .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-539¢, or 337-5260.

NRC FORM 532 (Rl) Sincerely,
(6-96) Licensing Assistance Team Leader



