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%APITAL PHARMACY

Augnst 23, 2007

To Whom It May Concern:

Please be informed that on August 23, 2007, Dr. Haresh Jani., M.D, speut several hours
at Capital Pharmacy learning the basic operation of M0-99/Tc-99m Generators and the
preparation of Tc-99m reagent kits. Matthew Kazmierski, R.Ph., Authorized Nuclear
Pharmacist and RSO demonstrated the following:

- Elution of Mo-99/Tc99m Generators, including the Moly Assay procedure and
calculations of the Ma99 to Tc99m concentration and aluminum assay.

- Preparation of Tc99m reagent kit Tc99m tetrofosmin, MDP and
Sestimibj including explanation of kit concentrations and unit dose assay.

- Quality Control procedures for Tc99m Reagent kits

CPI1 Pharmacy Services Holding, LLC’s , d/b/a, Capital Pharmacy NRC license is
21-26597-01MD. If you have any questions please contact myself or Matt Kazmierski, ,

Regards,

4Ol —.

Randy A, Asmus, R Ph,
General Manager

Nuclear I’harmacy Services and Consultation

3960 Paticnt Care Drive, Sulle 105 @ Lansing. Michigan 43931
B17.807.3131 » Fax 517.887.3132 # cupitalpharmacy.com

800/200 @ JAS SJIISAHd T¥2IB0OT0ICVH L$88EGPPELL  X¥d LZ:LZ L002/82/80



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
( 0-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPYOR ATTESTATION A Dy ey |\ 21500120
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]
Name of Propased Authorized User State or Territory Where Licensed

Haresh Jani, M.D. K Michigan

Requested Authorization(s) (check all that apply)

35.100 Uptake. dilution, and excretion studies

x 35.200 Imaging and locatlization studies

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 experienca related to the uses checked above.

1. Board Certlfication
a. Pravide 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
Preceptor Attestation.

2. Current 35.390 Authorized User Seeking Additional 35.290 Autharization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290,

b. Supervised Work Experience,
{If more than one supatrvising individual is necassary (o document supervised wark expérience, provide multipie
copies of this section.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours Experiance”

Eluting generator systems

appropriate for the praparation 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 fabeled

radioactive drugs
Total Hours of Experience:
Supervising Individual License/Permit Number listing suparvising individual as an
authorized user

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

35.290 35.390 + generator experience in 32.290(c)(1)(ii{G)

NRC FORM 3134 (AUD) {10-2006) PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
[  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Exparience for Proposed Authorizad User
a. Classroom and Laboratory Training.

. ¥ N ———— e -

Description of Training Location of Training S:;"‘; %‘;}ﬁfﬂ:‘,
Radiation physics and bovearoa  Povtber, CO
i tati
instrumentaton Rrvutocical PHYStes S¥C, 2 Vi 7
PLYmovre , mx
« 7 q o / 9 9 L 4
* |Radiation protection
Z Ve /o 7
l
Mathematics pertaining to the use / 5 139 ¥
and measurement of radicactivity
| / VWerle 7
Chemistry of byproduct matsrial ts A2 !199¢
for medical use {not required for
35.590)
/ 2 ss 7
50 199y
Radistion biology 1/
| z 2ir/o
Total Hours of Training: 2o g |

b. Supervised Work Experience (compietion of this table is nat required for 35.590).
(if more than one supervising individual is necessary to document supervised work experience,
provide mulltiple copies of this section.)

Supervised Work Experience Totsl Hours of
Experience: , O 0 0
Description of Experience Location of Experianca/icense or Conft Dates of
Must Include: Permit Number of Facility Experloence*
Ordering, receiving, and unpacking | CARLI0 V4sc ol ¢ C L/ %0 f.:,pq E Yes
radioactive materlals safely and 100§ ~
performing the related radiation MEREILLVILLE D No
surveys 2007
Performing quality control
ures on instruments used to 1/ AYee (2006 -
determine the activity of dosages
and performing checks for proper 1 [Jne 2007
operation of survey meters
RAGE 2
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@20 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continuad)

3. Yraining and Experiance for Proposed Authorized User (continued)
b. Supervised Work Experience, (continued)
.' Description of Experience I Location of Experience/License or ! Confirm ' Datesof |
L Must Include: | Permit Number of Facility | Experience*
| T
Calculating, measuring, and safely CARDioVaSCcuvlan Cllwrer EY% 2008 ~
preparning patiert or human research Prc
subject dosages CINo 200 7
Using administrative controts 1o ] Yes
prevent a medical event involving the 1 Al 106 5~
use of unsealed byproduct materiai | [OnNo 2o0 7
Using procadures to contain spilled ot X Yes
byproduct material safety and using ; 200 & -
proper decontamination procedures j [ we 210s 7
Administering dosages of radicactive | B Yes s 008 ~
drugs to patients or human research | ‘f L
Liubjects i [ [INe ' 24, »
- } ! !
! _ X i
Eluting generator systems appropfiate . [ 1
for the preparation of radicactive Caritel Pharrmacy ( Eves 1?/ |
‘drugs for imaging and localization (NE 1 No '3/2} '
studies, measuring and tesling the Laws ¢ M2 ! N | /07 i
eluate for radionuclidic purity, and | 21-26489 7-0lMmp ! i '.
. ' |

processing the eluate with reagent ]
kits to prepare labeled radioactive

3

arugs . 1
Supervising Individual ‘License/Permit Number fisling supaervising individual as an i
VidaYy P. 3&+ &, M2 authorized user j 3 . 22722 ~of

Rawpy Asmous g Pk Tl ~USEF T -0l MP !
Supervisor meets the requiramants below, or equivalent Agreement State requirements (check one).
[]3s.1%0 ﬁas.zso [J35.390  [[]35.390 + generator experience in 35.200(c)(1)(i)(G)

¢. For 35590 only, provide documentation of training on use of the device.

Device Type of Training Location and Dates

L

d. For 35.500 uses only, stop here. For 35,100 and 35.200 uses, skip to and compiete Part |! Preceptor
Attestation.

PAGE 3
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NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
(1020%) A UTHORIZED USER TRAINING AND EXPERIENGE AND PRECEPTOR ATTESTATION (continued)

PART Il - 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, diracts, or verifies training and experience required. If more than
one preceptor Is necessary to document experiance, obtain a separate preceptor statement from each. (Not
requirad 10 meet training requirements in 35.590)

Firgt Section
Check one of the following for each use reauested:

For 35.190

Board Certification
.| 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 authcrized under 10 CFR 35.100.

OR
Training and Experience
' | attest that has satisfactorily completed the 60 hours of training and

Name of Praposed Authorizes Usar

experlencae, 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
" | attest that has satisfactorily completed the requirements in
Name of Proposed Aulhorized User

10 CFR 35.290(a)(1) and has achleved a lavel of competency sufficient to function independently as an
authorized user for the madical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and Experieénce
X | attestthat Haresh Jani, MD has satisfactorily completed the 700 hours of training
Name of Proposed Authorized User

and experience, including a minimum of B0 hours of classroom and laboratory training, required by 10
CFR 35.290(c)1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Sacond Section
Complete the foliowing for preceptor attestation and sipnature;

'x. | meet the requirements belaw, or equivalent Agreement State requirements, as an authorized user for:

X 135190  x '35.280 | (35390  :35.390 +generator experience

Na merf Precéptor . ;Sibriature a B ITehephone Number '{ Date

‘

| . L i

License/Permit Number/Facility Name

13-32122-01 Cardiovasculat Clinics, PG

PAGE 4
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