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Diane Mukherjee, M.D., F.A.C.C. 
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RobertA.Shor, M.D., F.A.C.C. 
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44055 Riverside Pkwy., Suite 200 
Leesburg VA 20176 

703-858-3050 v Fax 703-858-3051 
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475 Allendale Road 
King of Prussia, Pennsylvania 19406 
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,? - RE: The Cardiovascular Group 
License Amendment 
45-25533-0 1 

- 
00 

To Whom It May Concern: 

Please amend the above referenced license to add Jeffrey S. 
Luy, M.D., Ketan K. Trivedi, M.D., Gautam Ramakrishna, 
M.D. and Subash Bazaz, M.D. as authorized users to the above 
referenced license. Documentation in support of these 
physician's credentials is enclosed. 

Any questions regarding this request may be directed to me at 
(703) 641 -0500. 

Neil C. Smarte, C.N.M.T. 
Radiation Safety Officer. 



NRC FORM 313A (AUD) US. NUCLEAR REGULATORY COMMISSION 
(3-2007) 

AUTHORIZED USER TRAINING AND EXPERIENCE 

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

AND PRECEPTOR ATTESTATION 

Requested Authorization(s) (check all that apply) 

35.100 Uptake, dilution, and excretion studies 

35.200 Imaging and localization studies 

1 - 
35.500 Sealed sources for diagnosis (specify device 

APPROVED BY OMB: NO. 3150-01 
EXPIRES: 10131 12008 

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. 

la I. 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 Seekinq Additional 35.290 Authorization 

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

meeting 10 CFR 35.390 or equivalent Agreement _____ 

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

' Description of Experience Location of Experience/License or 
Permit Number of Facility Experience* - 

I i Eluting generator systems 
appropriate for the preparation of ' radioactive drugs for imaging and 

~ localization studies, measuring and 
testing the eluate for radionuclidic 

1 purity, and processing the eluate I .  with reagent kits to prepare labeled 
~ radioactive drugs 

I Total Hours of Experience: 
_- ____-________ I ~------------- ___ __ - _ _ - ~ ~ _ _ _ _  - , i Supervising Individual 

I authorized user 
LicenselPermit Number listing supervising individual as an 

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

0 35.290 0 35.390 + generator experience in 32.290(c)(l)(ii)(G) 

I ~ ~ ~~ .... - -. . . - _. 

NRC FORM 313A (AUD) (3-2007) PRINTEDONRECYCLEDPAPER PAGI 



IRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMlSSlO 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
8-2007) 

~~ 

3 3. Trainina and Experience for PrQpQSed Authorized User 

a. Classroom and Laboratory Training. 

Description of Training 
L- 

i Radiation physics and 
, instrumentation 

' Radiation protection 

L 
I 
1 Mathematics pertaining to the use 
i and measurement of radioactivity 
I 

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

Location of Training I Hours Clock 
___-- 

I 
I Radiation biology 

Total Hours of Training: 

Dates 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 wwk experience, 
provide multiple copies of this section.) 

-____ 

Experience: 

___~__._ ____ 
Work Experience 

I Description of Experience 

' Ordering, receiving, and unpacking 
~ radioactive materials safely and 
~ performing the related radiation 
 surveys 

Must Include: 
_ _ _ ~ _ _ _ _ _ ~  1 

c 

' Performing quality control 
' procedures on instruments used to 
i determine the activity of dosages 
and performing checks for proper 

I operation of survey meters 

Location of Experience/License or 
Permit Number of Facility Confirm 

Yes 

No 

Yes 

No 

Dates of 
Experience* 

PAGE 



IRC FORM 313A (AUD) US.  NUCLEAR REGULATORY COMMlSSlO 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
8-2007) 

____________ ___ 
Description of Experience 

Must Include: 
Location of Experience/License or 

Permit Number of Facility I 

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

___ 
Dates of 

'Onfirm Experience* 

-I ___ __ ___._ 

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

drugs 

' Using administrative controls to 
~ prevent a medical event involving the ~ 

1 use of unsealed byproduct material 

IUsing procedures to contain spilled 
byproduct material safely and using ' proper decontamination procedures 
7- I 

~ 

1 

~ _ _ _ ~  No 1 
Yes 

No 

Yes 

No 

I 1 ............ ~ ............ ~ .... ~ ......... ~ . . . . . .  ~ ~ . . . . . . .  ~ . . . . .  i.~..~.~ ..... .~ ..... 

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

I 35.190 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. 

I 
I Type of Training I Location and Dates 

1 I 

Device 
. __ -L-- ~ _ _ _ -  ___ --A - ~ _ _  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. 

PAGE 3 



. 
NRC FORM 313A (AUD) 
(3-2007) 

U.S. NUCLEAR REGULATORY COMMISSIOL 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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 reauested: 

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 35.100. 

has satisfactorily completed the requirements in 
-~ ~- 

Name of Proposed Authorized User 

OR 
Traininq and Experience 

has satisfactorily completed the 60 hours of training and 
--____ 

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 I O  CFR 35.100. 

Name of Proposed Authorized User 

For 35.290 

Board Certification 

I attest that Jeffrey S.  Luy, M.D. has satisfactorily completed the requirements in 
______ 

Name of Proposed Authorized User 

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 35.100 and 35.200. 

OR 
Traininq and Experience I 

has satisfactorily completed the 700 hours of training I attest that 

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 35.100 and 35.200. 

____ 
Name of Proposed Authorized User I 

9~D999~99999~99DD199DD9999DD999999~99D9D9DDDDD99~9 .9DDD99D~99D99D999D999DD999D9999919D9D9DD99DDD99999DDD9D9D.  

Second Section 
Complete the following for preceptor attestation and signature: I I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for: 

0 35.190 35.290 0 35.390 35.390 + generator experience I 
I-- - ~ - - -__--__ __ _ _ _ _ _ _ ~ ~ ~  ~ - - - 

Name of Preceptor Signature Telephone Number Date 
Pradeep R. Nayak, M.D. 

License/Permit Number/Facility Name 

NRC # 45-25533-01 The Cardiovascular Group 

(703) 281 -1 265 
_ _ _ _ ~ ~  

PAGE 
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PERSONAL INFORMATION WAS REMOVED 

WAS RETAINED BY THE NRC. 
BY NRC. NO COPY OF THIS INFOR' :!'\TION 



@loo1  

LJ r4 Cleveland Clinic 

January 4,2008 

Manuel D. Cerqueira. M.D. 
Chsir-nen, Nuclesr Medicine 
Professor r;f Radidcgy, C1evelir.d Clinic Learner 
College of Medicine of Case Western Reserve 

Regarding: Ketan Trivedi, MD 

To Whom it May Concern, 

Ketan Trivedi, MD, completed level II training in nuclear cardiology during his cardiology 
fellowship from July 1998 to June 2001 at Georgetown University Hospital under my 
Preceptorship for 6 months. I was listed as an authorized user at Georgetown University Hospital 
broad scope license under Nuclear Regulatory Commission license number #46-00990-01. As a 
result of this training he meets the requirements for the use of radioisotopes under CFR 35-1 00, 
35-200. 

Dr. Trivedi is competent to independently function as an authorized user under CFR 35-100, 35- 
200. 
uses. 

Manuel D. Cerqueira, MD 

The Cleveland Clinic Foundation 
Department of Nuclear bkdicine 

Tel 216 44-1-2665 
9500 Euclid Avenue i Gb-3 FX< 216 444-3943 
Ckveland, OH 44195 cerqucin(gccf.org 

http://cerqucin(gccf.org


RC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 
-2007) 

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 

lame of Proposed Authorized User 

J(L+W? -t-J-w.46\ ,h3 

APPROVED BY OMB: NO. 3150-01: 
EXPIRES: 10/31/2008 

State or Territory Where Licensed 

I / r r , 4 \  hl CL 

) _. 
3 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 la ’ b ove. 

3 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 I I  
Preceptor Attestation. 

1 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization 

meeting I O  CFR 35.390 or equivalent Agreement -~ a. Authorized user on Materials License 
State requirements seeking authorization for 35.290. 

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

Location of Experience/License or Clock 
Permit Number of Facility 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 

Total Hours of Experience: 

Supervising Individual i License/Permit Number listing supervising individual as an 
~ authorized user 

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

0 35.290 0 35.390 + generator experience in 32,29O(c)(l)(ii)(G) 



JRC FORM 313A (AUD) 
3-2007) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

a 3. Traininq and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training. 

Description of Training 

Radiation physics and 
instrumentation 

Radiation protection 

Mathematics pertaining to the use 
and measurement of radioactivity 

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

Location of Training I Clock 1 Dates of 
Hours Training* 

I--- 
! 

Radiation biology 

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 wmk experience, 
provide multiple copies of this section.) 

Supervised Work Experience Total Hours of 
IExperience: 7 0 

Description of Experience 

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

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

Location of Experience/License or 
Permit Number of Facility 

Dates of 1 ‘Onfirm 1 Experience* 



JRC FORM 313A (AUD) 
3-2007) 

U.S. NUCLEAR REGULATORY COMMlSSlOh 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Location of Experience/License or 
Permit Number of Facility 

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

b. Supervised Work Experience. (continued) 

Dates of 
'Onfirm Experience* 

Description of Experience 
Must Include: 

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

Device 

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 

Type of Training Location and Dates 

Eluting generator systems appropriate 
for the preparation of radioactive 
drugs for imaging and localization 
studies, measuring and testing the 
duate for radionuclidic purity, and 
x-ocessing the eluate with reagent 
tits to prepare labeled radioactive 
jrugs 

I I 

Supervising Individual j License/Permit Number listing supervising individual as an 
jauthorizeduser hc+- k e t  D. c - ~ c ~ k e r < <  

......................................... 

s below, or equivalent Agreement State requirements (check one). 

35.190 R 3 5 . 2 9 0  35.390 35.390 + generator experience in 35.290(c)(l)(ii)(G) 

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

PAGE 



RC FORM 313A (AUD) 
-2007) 

U S .  NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued] 

ame of Preceptor 

PART II  - PRECEPTOR ATTESTATION 

lote: 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) 

'irst Section 
:heck one of the followinn for each use reuuested: 

For 35.1 90 

Board Certification 

Telephone Number Date 

2/~-~/4%J&ij q/dA $- 

has satisfactorily completed the requirements in 
- I attest that 

Name of Proposed Authorized User 

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 

a I attest 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(~)(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 

has satisfactorily completed the requirements in 
__.- 

a I attest that 
Name of Proposed Authorized User 

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 35.100 and 35.200. 

OR 
Trainina and Experience 

@ attest that K,-/-Tr\v v d , ,  has satisfactorily completed the 700 hours of training 
- 

Name of Proposed Authonzed User 

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 35.100 and 35.200. 

econd Section 
:omplete the following for preceptor attestation and signature: 

I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for: 

0 35.190 T 35.290 
35.390 35.390 + generator experience 

icenselPermit NurnberlFaEIity Name I 



I 



I 

I 

Current Active - Medicine eC Surgery 
Kumbtr: 0 10  1055SLi i 
Issued: 05/30/1997 
Espres: 07/31/200S 

Ketan K. Trivedi, MD 
:7 Eileen Siege1 1s 

130 Park Seeet, S.E. - Suite if100 . 
Vienna VA 22 180 I2 

I 

I 
I 

I 
I 
I 
I 
I 
1 

19 
IC 
I =  

\El 

For Name*/Address Changes, Mail to: 
Department of Health Professions 
c/o Board of Medicine 
6603 West Broad Street, 5* Floor 
Richmond, VA 23230-1712 

I U  

;J 
My New Name* is: I 

My New Address is: I 

City, State Zip Code 

Signature (0101055841) I 

I 
I - 
I 
I 
I 
I 
I 
I - 
I 
I 
I 

Wnrten Notification of Change o 
Address Required 'h'lthin 3G Gay 
Change 

*Name Change Request Must be 
Accompanied by a Photocopy of 
k la r iage  License or Court Order 

.- 

COMMONWEALTH OF VIRGlNBA 
DEPARTMENT OF HEALTH PROFESSIONS 

I 
1 

8'obei-t A. Nebiker, Director 

William L. Harp, M.D. 
Executive Director 
(804) 662-9908 

Issued 
05/30/1997 

B O m  OF MEDICINE 6603 West Broad Street, 5" Flo 
Richmond, VA 23230-1712 
www.dhp.virginiagov/medicinc 

License to Practice 
Medicine & Surgery 

'Ketan K Trivedi, MD 

Expires 
07/31/2008 

I 

Number 
0101 055841 

To Provide Information or File a 
Complaint About a Licensee, Call: 1-800-533-1560 



NRC FORM 313A (AUD) US.  NUCLEAR REGULATORY COMMISSION 
(3-2007) 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

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

Experience/License or Clock Dates of 
Number of Facility Hours Experience* 

__ 
~ Description of Experience - 1 ;  

I 

Name of Proposed Authorized User 
Gautam Ramdishna, M.D. Virginia 

State or Territory Where Licensed 

' Eluting generator systems 
' appropriate for the preparation of 1 radioactive drugs for imaging and 

~ localization studies, measuring and 
{testing the eluate for radionuclidic ' purity, and processing the eluate I with reagent kits to prepare labeled 
i radioactive drugs 

i 

_______ - 1 

APPROVED BY OMB: NO. 3150-01; 
EXPIRES: 10/31/2008 

Requested Authorization(s) (check all that apply) 

35.100 Uptake, dilution, and excretion studies 

35.200 Imaging and localization studies 

0 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 II 
Preceptor Attestation. 

2. Current 35.390 Authorized User Seeking 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 wwk experience, provide multiple 
copies of this section.) 

meeting 10 CFR 35.390 or equivalent Agreement 

b. Supervised Work Experience. 

Total Hours of Experience: I i  
_____.__ __ - 

(Supervising Individual 

L 
j LicenselPermit Number listing supervising individual as an 
i authorized user 

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

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

I -~ __________ ~ ____ L- __ 
NRC FORM 313A (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 



RC FORM 313A (AUD) 
-2007) 

U S .  NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

I Mathematics pertaining to the use 1 and measurement of radioactivity 

1 

1 3. Trainina and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training. 
_ _ ~ _ _ _ _ _ _  

Description of Training Location of Training 

__-_ 

I 

1 Radiation physics and 
~ instrumentation 

I Radiation protection 

I 1 Chemistry of byproduct material 
~ for medical use (not required for 

I ,Radiation biology 

I 

I 
I Total Hours of Training: 

Dates of 
Hours Training* 

I 
--+ 

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.) 

--7 Total Hours of -T Exoerience: 

__ ______ 
Supervised Work Experience 

Description of Experience 
Must Include: 

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

Location of Experience/License or 
Permit Number of Facility 

Dates of 
‘Onfirm 1 Experience* 

Yes 

No 

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

Yes 

No 

PAGE 2 



NRC FORM 313A (AUD) 
(3-2007) 

U S .  NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Confirm Description of Experience 
Must Include: 

Location of ExperiencelLicense or 
Permit Number of Facility ____ 

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

Dates of 

Using procedures to contain spilled 
byproduct material safely and using 

I !proper decontamination procedures 

j Administering dosages of radioactive 
I drugs to patients or human research 
subjects 

I Eluting generator systems appropriate 
1 for the preparation of radioactive 
1 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 I drugs 

I 

i 
,Supervising Individual 

Yes 

No 

LicenselPerrnit Number listing supervising individual as an 
'authorized user 

1 
I 
t I Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). 

35.290 35.390 35.390 + generator experience in 35.290(c)( 1 )(ii)(G) 

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

i Device I Type of Training Location and Dates 

I I 
I 

I --1 

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part I1 Preceptor 
Attestation. 

I 
PAGE 3 



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

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) (3-2007) 

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 reauested: 

For 35.190 

Board Certification 

I attest that has satisfactorily completed the requirements in 
._-___ 

Name of Proposed Authorized User 

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 
Traininq and Experience 

I attest that 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 
35.190(~)(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. 

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

I For35290 

Board Certification 

I attest that 

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 iunder 10 CFR 35.100 and 35.200. 

Gautam Rarnakrishna, M.D has satisfactorily completed the requirements in 
---__ 

Name of Proposed Authorized User 

OR 
Traininq and Experience 

has satisfactorily completed the 700 hours of training I attest that 

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 35.100 and 35.200. 

- _____ 
Name of Proposed Authorlzed User 

Second Section 
Complete the following for preceptor attestation and signature: 

r] I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for: 

35.190 35.290 0 35.390 35.390 + generator experience 

Name of Preceptor Signature Telephone Number Date 

Pradeep R. Nayak, M.D. 

LicenselPermit Number/Facility Name 

NRC # 45-25533-01 The Cardiovascular Group 

(703) 281-1265 
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?C FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 
2007) 

Location of ExperiencelLicense or 
Permit Number of Facility I 

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 

Clock Dates of 
Hours Experience* 

APPROVED BY OMB: NO. 3150-0121 
EXPIRES: 10/31/2008 

I 

equested Authorization(s) (check all that apply) 

3 35.100 Uptake, dilution, and excretion studies 

6 5 . 2 0 0  Imaging and localization studies 

] 35.500 Sealed sources for diagnosis (specify device ) 
I 

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. 

] I. Board Certification 
I 
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 Seekinu 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 
copies of this section.) 

meeting 10 CFR 35.390 or equivalent Agreement 

b. Supervised Work Experience. 

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 

I 

Total Hours of Experience: 

' Supervising Individual LicenselPermit Number listing supervising individual as an 
authorized user ! 

I 
I I 

'Supervisor meets the requirements below, or equivalent Agreement State requirements (check al l  that apply). 

13 35.290 [I] 35.390 + generator experience in 32290(c)(l)(ii)(G) 

C FORM 313A (AUD) (3.2007) 'RINTED ON RECYCLED PAPER PAGE 1 



IRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMlSSlO 
AUTHORIZED USER TRAINING AND EXPERlENCE AND PRECEPTOR ATTESTATION (continued) >-2007) 

a 3. Traininq and  Experience for ProDosed Authorized User 

a.  Classroom and Laboratory Training. 

Description of Training 

Radiation physics and 
instrumentation 

Radiation protection 

Mathematics pertaining to the use 
and measurement of radioactivity 

I 

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

Dates of 1 Traininq* 

Radiation biology 

Total Hours of Training: 
i. 

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 wwk experience, 
provide multiple copies of this section.) 

Supervised Work Experience 

Description of Experience 
Must Include: 

Ordering, receiving, and unpacking 

Total Hours of 

Location of ExperiencelLicense or 
Permit Number of Facility 

radioactive materials safely and 
performing the related radiation I 

surveys 

j Performing quality control i I procedures on instruments used to 1 

1 determine the activity of dosages j 
land performing checks for proper 
I operation of survey meters 

1 

1 

Dates of 1 Experience" 

I ib- 
a y e s  j 



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

1-2007) 

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

b. Supervised Work Experience. (continued) 

Description of Experience 1 Location of ExperienceiLicense or 
Must Include: I Permit Number of Facility 

Uni\rUS\b/ oc -.piwuy 
3 7 - 03 24 5 - 0 L 

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

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

Using procedures to contain spilled 

proper decontamination procedures 

Administering dosages of radioactive 
drugs to patients or human research 
subjects 

Eluting generator systems appropriate 

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 

byproduct material safely and using ' 1  

_I_. 

! '  
___. 

for the preparation of radioactive \ (  

I I Dates of 
Confirm 1 Experience' 

I 
I Yes 

No 1 4+ 

Supervising Individual 
~ License/Permit Number listing supervising individual as an 
authorized user 

~ _____.___ 
Supervisor meets the req irements belop, or equivalent Agreement State requirements (check one). 3 

35.190 @5.290 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. 

l i l  

I I 

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



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

AUTHORIZED USER TRAINING AND EXPERlENCE AND PRECEPTOR ATTESTATION (continued) 
1-2007) 

PART I 1  - PRECEPTOR ATTESTATION 

iote: 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) 

Yrst Section 
:heck one of the following for each use requested: 

For 35.190 

Board Certification 

[11 I attest that has satisfactorily completed the requirements in 
Name of Proposed Authorized User 

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. 

OR 
Traininq and Experience 

I attest that has satisfactorily completed the  60 hours of training and 
Name of Proposed Authorized User 1 

J 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. 

For 35.290 

Board Certification 

I attest that has satisfactorily completed the requirements in 
Name of Proposed Authorized User 

10 CFR 35.290(a)(I) and has achieved a level of competency sufficient to function independently as an 
authorized user for t h e  medical uses authorized under 10 CFR 35.100 and 35.200. 

OR 
1. Trainino and Experience 

@I attest that S.'. Lw '., R c L z q ~  has 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 35.100 and 35.200. 

. 
Name of Proposed Authorized User 

~ - - - - - - - - m 1 1 1 1 - - - - - 1 - - - - - - - ~ - - - - - ~ ~ ~ ~ - - ~ ~ ~ - ~ - ~ - - ~ - ~ - m ~ ~ m ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ m - - - - - ~ ~ ~ - - - ~ ~ - - ~ - - - - - - - - -  

;econd Section 
iomplete the following for preceptor attestation and signature: 

I meet t h e  requirements below, or equivalent Agreement State requirements, as an authorized user for. 

35.190 a 3 5 . 2 9 0  35.390 !z 35.390 + generator experience 

~ Signature Telephone Number Date 

j +z-by-?-+i-3 7 3 ~x.-,j*y 
i 

ikt?nse/Perrnit Numberlf acility Name 
' ? - C C  3 i?S-4 : :A(71 ,Iei/C;< +u 3 -  -' &/2L,i"ih 



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

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 3-2007) 

PART I1 - PRECEPTOR ATTESTATlON 

dote: This part must be  completed by the individual's preceptor. The preceptor does not have io 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) 

:irst Section 
:heck one of the following for each use requested: 

For 35.190 

- &  Board Certification 

c] I attestthat has satisfactorily completed t h e  requirements in 
Name of Proposed Authorized User . 

, I  

10 CFR 35.190(a)(I) and has achieved a levei of competency sufficient to function independently a s  an 
authorized iuser for the medical uses authorized under I O  CFR 35.100. 

OR 
Traininq and ExDerience 

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

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

For 35.290 

Board Certification 

I attest that has satisfactorily completed the requirements in 
Name of Proposed Authorized User 

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 

@I attest that '. 1 has 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  a n  
authorized user for t h e  medical uses authorized under 10 CFR 35.100 and 35.200. 

Traininq and Experience i 

S ' Lub fia.zctZ -. 
Name of Proposed Authorized User 

econd Section 
:omplete the following for preceptor attestation and signature: 

a I meet the requirements below, or equivalent Agreement State requirements, as  an authorized user for: 

n 35.190 g 3 5 . 2 9 0  Ez] 35.390 n 35.390 + generator experience 



WMC Cardiovascular Institute 

As prcviously clcarly documented in the Authorizcd Uscr 'I'rainiiig and Expericnce i n  the 
prcccptor attcstntion statement for Subash Bnzxz, MI), hc has achieved a level of* 
conipctciicy sufikieiit to function independcntly as an authorized user for the mcdicd 
USCS authorizccf w d c r  10 CFR 35,100 and 35.200. 

S iixcrcly, 

William P. Follansbcc, M.D.? l;r\CO, FACP, FASNC, FAT JA . 
Profcssor of Medicine 
Uircctor, Nuclcat Cardiology 



William P. Follansbee, MD, FACC 
Professor of Medicine 
Professor of Radiology 

Director of Nuclear Cardiology 

UPMC Presbyterian 
Suite A-429 
200 Lothrop Street 
Pittsburgh, PA 15213 

Fax. 41 2-647-3873 
follansbeewpQuprnc edu 
UPP Referrals: 412-647-3437 
1-800-544-2500 

$1 2-647-3437 

August 27,2007 

Re: Subash Bazaz, M.D. 

To Whom It May Concern: 
I 

Subash Bazaz, M.D., is a graduate of the cardiology fellowship program at the University 
of Pittsburgh Medical Center/Cardiovascular Institute. During the course of his 
fellowship training, he received 6 months of training in Nuclear Cardiology. He 
completed his cardiology fellowship training in May, 2002. 

During his training, Dr. Bazaz had extensive experience in the performance and 
interpretation of all types of nuclear cardiology studies. He had training in the 
performance of treadmill as well as pharmacologic stress tests, including decisions as to 
the appropriate use of specific procedures, as well as any administration of radioisotopes. 
He had extensive experience in independent and collaborative interpretation of nuclear 
cardiology images, including SPEClT myocardial perfusion images, planar myocardial 
perfusion images, and bentricular function images. During the course of his fellowship 
training, he participated in the performance and interpretation of 1000 SPECT studies, 
200 planar perfusion studies, and 100 cardiac rest ventriculograms. 

In addition, Dr. Bazaz completed all requirements for training and demonstrating 
competency in skills including, but not limited to, camera quality control, nuclear 
cardiology study acquisitions, tomographic reconstructions and quantitative processing of 
image data. He also received experience in radiopharmacy, including performance of 
radiation surveys and dosimetry. 

Dr. Bazaz has successfully completed a 200-hour course in radiation training. A letter of 
certification from the course director is attached with this application. 

Dr. Bazaz’s formal fellowship training in Nuclear Cardiology meets with the 
requirements for Level 2 training as outlined in the ACC/ASNC COCATS Guidelines 



August 27,2007 Page 2 

(revised 2006). Dr. Bazaz is competent to independently function as an authorized user 
under 10 CFR 35.290 uses. 

Dr. Bazaz has achieved a level of competence sufficient to function independently as an 
authorized user for the medical uses authorized under NRC subpart E-imaging and 
localization. 

If I can be of any help in providing you with additional documentation of his training, 
please do not hesitate to contact me. 

Sincerely yours, 

William P. Follansbee, M.D., FACC, FASNC 
Professor of Medicine 
Director of Nuclear CardiologyExercise Physiology 
NRC# 37-00245-02 

WPF/lcm 

Cc: 
BUZZ S-ltr 

James Shaver, M.D., 5th Floor Scaife Hall, UPMC 



PERSONAL INFORMATION WAS REMOVED 
BY NRC. NO COPY OF THIS INFORMATION 
WAS RETAINED BY THE NRC. 



This is to acknowledge the receipt of your lettedapplication dated 

'-hF/- 3 , and to inform you that the initial processing which 
includes an administrative review has been performed. 

was assigned to a 
technical reviewer. Please note that the twhnical review may identify additional 
omissions or require additional information. 

I7 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 w 2 3 4 7  , 

When calling to inquire about this action, please refer to this control number. 
You may call us on (61 0) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


