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March 28, 2016

U.S Nuclear Regulatory Commission
Materials Licensing Section

Region [1I

2443 Warrenville Road, Suite 210
Lisle, IL 60532

Nuclear Regulatory Commission,

Please amend byproducts materials license No. 21-17754-01 by adding Dr. Ajay
Puri as an authorized user for 35.100 and 35.200. Included are preceptor
attestation and a copy of board certification. I have also included a copy of the
ABR form to document his 35.300 training and experience, if this is sufficient [
would also like to add Dr, Puri as an authorized user for 35.300 also.

If there are any questions please call our medical physicist: Ray Carlson, M.S. at
(734) 455-4730 office/ (734) 395-7361(cell) or I can be reached at (989)356-7758.

Sincerely, .
//,,% ey -

Marty Andrzejewski, RSO.

RECEIVED APR 0 8 0%
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NRC FORM 313A (ALD) U.S. NUCLEAR REGULATORY COMMISSION
(03.2018)

2" AUTHORIZED USER TRAINING AND EXPERIENGE

% IAPPROVED BY OMB: NO. 3150-0120
S ad s AND PRECEPTOR ATTESTATION [Exeis: cansaots
XY g i (for uses defined under 35.100, 35.200, and 35.500)
el [10 CFR 25.190, 36.290, and 35.590]
Name of Proposed Authorized User State or Territory Where Licensed
Dr. Ajay Puri Michigan

Requested Authoriiggigﬁ.('é)v (check all that apply)

35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies

[[]35.500 Sealed sources for diagnosis (specify device)

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 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. 1 using 35.100 and 35.200 materials, skip to and complete Part I
Preceptor Attestation.

|:] 2. Current 35.390 Authorized User Seeking Additional 36.290 Authorization
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.
(f more than one supervising individual is necessary to document supervised work experience, provide mulftiple
copfes of this saction.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours | 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
i

Supervisar meets the requirements below, or equivalent Agreement State requirements (check alf thaf apply),

D 35.290 [] 35.390 + generator experience in 32.290(c)(1Xii)(G)

NRC FORM 313A (AUD) {03-2018) PAGE 1
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NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
@209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[]3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

Description of Training Lacation of Training

Clock
Hours

Dates 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}

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (complation of this table is not required for 35,590),

.. provide multiple copies of this section.)

(If more than one supervising individual is necessary to document supervised work experience,

Total Hours of

Supervised Work Experience Exporience:

Descrﬁiti&ﬁ of Experience Locéﬂbn of ExperiencefLicense or
Must Include: Permit Number of Facility

Confirm

Dates of
Experience*

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

[ Yes
[JNe

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

[] Yes
[]No

NRG FORM $13A (AUD) (03-2018)

PAGE 2
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NRC FORM 313A (AUD} U.8. NUCLEAR REGULATORY COMMISSION
P¥%  AUTHORIZED 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. h
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely []Yes
preparing patient ar human research
subject dosages []No
Using administrative controls to [ Yes
prevent a medical event involving the
use of unsealed byproduct material [T} No
Using procedures to contain spilled [] Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radicactive D Yes
drugs to patients or human research
subjects []No
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization [ No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual License/Permit Number listing supervising individual as an
iauthorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[:] 35190 D 35.290 []35.390 [] 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.

Device Type of Training Location and Dates

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

NRGC FORM 313A (AUD) (03-2018) PAGE 3
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!gaR;&EORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be compieted 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)

P

o e B8 S

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

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

For 35.190 !
Board Certification
| attest that  Dt. Ajay Puri has satisfactorily completed the requirements in

Name of Proposed Authorizad User

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the meadical uses authorized under 10 CFR 35.100. :

OR

Training and Experience

[] | ettest 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 laboratary training, required by 10 CFR
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an 1
authorized user for the medical uses authorized under 10 CFR 35.100. {

For 35.280
Board Certification

| altest that  Dr. Ajay Puri has satisfactorily completed the requirements in
" Name of Proposed Authorized User o

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
D | attest that has satisfactorily cornpleted the 700 hours of training
Name of Praposed Authorized User

and experience, including a minimum of 80 hours of classroom and labaratory training, required by 10
CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
autharized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

f

Second Section
Complete the following for preceptor attestation and signature:

[ mest the requirements below, ar equivalent Agreement State requirements, as an authorized user for:

35.190 35.290 35390  [] 35.390 + generator experience

lSignature / TeIepHone Number Date
e (989) 356-7572 03/24/2016

[ Name of Preceptor

Dr. Ben Eggelston

License/Permit NumberfFacifity Name '
Alpena Regional Medical Center  21-17754-01

NRC FORM 313A (AUD} (03-2018) PAGE 4
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£ AVERICAN f
BOARD &t RADIOLOGV

FRCUILINGE ~ MROGLINONALIH « TUMIC TRAT 0T 93

American Board of Radiglogy — Program Diyector Attestation

COMPLIANCE WITHNRC TRAINING AND EXPERIENCE REQUIREMENTS

Morte information can be found at the following lisk:
hito iwww . niG. qov/readmq~rm/doc-colle(‘ttonslcfr/pad(BSJpari035 -0290 bt

ém Furs A ol i, O 9034/ 2058
d

ent Name Program Program #

YES NO

By the tiree of the ABR oral exsmination, this applicant will have succc.ssrully complcu:d the hours of
training and cxpedence as cutlined in 10 CFR 35290, 35.392, apd 35.3%4...

This applicaut has taken part in 2 3 cases of oral administration of (<131 therapy < 33mClaccrienciin ijl D
This applicant has taken part in 2 3 cases of oral administration of I-131 therapy #33 0Ch.cviianinnn B D

The resident’s log of (hese therapy experiences (date, dose, and preceptor attestation) is attached....... [Z] D

User (AU) who meets the mquxremcms under relevant sections of § 35.290 or cquIVaIeut Agreement

The work experience cited sbove for § 35.290 was nbtained under the supervision of an Authorized j!
State requirements.., D

The work experience cited above for § 35.392 was obtained under the supervision of an

Authorized User (AU) who meets the requirements uader § 35.390, 35,392 or 35.394 ot —f -
equivaicot Agreement State requUIrGIMENIS. . ....iooiiiiiiri oot e e e e l \f L_]
The work experitace cited above for § 35.394 was obtained uwder the supervision of an .
Authorized User (AU) who taeets the requirements under § 35390 o 35.3%4 or

cquivalent Agreement STACE TEQUIrBIMBNLS. .......oooiviri i iiiiniminrainies s o esstresensinne e st e et as sae D

“Tare. M. 0&7@{;2 400, mD 9 (ko aar . D‘//éjfé’/ﬁ

Residency Program Dircetor Program Director ¢ )
(Priot Name) (Signature)
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P4/26/2013  13:01 4137944382 BMC RADIOLOGY

Forin B

1-131 Therapy Experience Log

34y PUET

Resident Name
Date Dose Adninlstered
< 33mCi >

3i/2 20/5 _Z_C:_,é_m_[l

Date Dose Adminjstered
=33 mCi

/o 20] 2 e

Program & Number

Preceptor (AU) Print & Sipn Name

[ o
Print : a‘n

Sign Nam¢

A@g\fﬂjﬁq

Print Name

e

" <4

%aﬂm M ﬂ "b
fevon e

Pr?xt:Namc - g!

Sign Name —

Preceptor int & $lgn Nume

/L Vi~ _b‘hn.‘(:,g_qu-..-

Print Na?’7

Slgn Name

it Subua

Print Name

[V

Sign Name.
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Fax

—
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ALPENA REGIONAL
MEepicAL CENTER

1501 West Chisholm Street, Alpena, Ml 49707

To: NRC From: Martin Andrzejewski
Fax: 6305151078 Nuclear Medicine/PET
Phone: Fax; 989-356-7551
Email: Phone: 989-356-7570
Email: mandrzej@agh.org
RE: License Amendment Pages: 9 (including cover page)
Date: 03/28/2016 Mon
NOTE:

Att. Material Licensing Branch

***Confidentiality Notice™*

The documents accompanying this fax transmission contain confidential information, belonging to the sender that
is legally privileged. This information is intended only for the use of the individual or entity named above. The
authorized recipient of this information is prohibited from disclosing this information to any other party. Also, the
recipient is required to destroy the information after its stated need has been fulfilled.

If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution, or action
taken in reliance on the contents of these documents is strictly prohibited. If you have received this fax in error,
please notify the sender immediately to arrange for the return of these documents.
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