
04/06/2016 Wed 1 0:19 Alpena Regional Medical Center 

March 28, 2016 

U.S Nuclear Regulatory Commission 
Materials Licensing Section 
Region III 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532 

Nuclear Regulatory Commission, 

10: #1818723 Page 2 of 2 

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 I 
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) 395-736l(cell) or I can be reached at (989)356-7758. 

RECEIVED APR 0 8 1016 
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NRC FORM 313A (AUD) 
(03-2016} 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION ~FJPROVED BY OMB: NO. 3150-0120 

EXPIRES; 0313112016 
(for uses defined under 35.1 00, 35.200, and 35.500) 

[10 CFR 36.190, 35.290, and 36.590] 

Name of Proposed Authorized User 

Dr. Ajay Puri 
1------· .. ·-................ . 

I State or Territory Vvhere licensed 

j Michigan 
................. ---------'---------------------1 

Requested Authorization(s) (check all that apply) 

0 35.100 Uptake, dilution, and excretion studies 

0 35.200 Imaging and localization studies 

D 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. 

0 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. 

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

I
,.... __________ .. ___________ --- ........................ -,---L-o-c-at-io_n_o_f_E_xp_e_n-.e-nc_eJ_L-ic_e_n-se-or--.,.--C-Io_c_k-..,--D-at_e_s -of---, 

Description of Experience Permit Number of Facility Hours Experience* 
-------.. ------------+--------------------.. ·----- ........ 1··-·.. ..... . ........................ ----1 
Eluting generator systems 
appropriate for the preparation of 
radioactive drugs for imaging and 
localization studies, measuring and 
testing the eluate for radionucHdic 
purity, and processing the eluate 
with reagent kits to prepare labeled 
radioactive drugs 
1--------------''--------··-........... .. -----------·-------'------'-------! 

Total Hours of Experience: 
1-::----:--:---:--::--:-:---:------.......... -.. - .. 
Supervising Individual 

. -..................... -------,-,--,-----.,..,--,-----...,-------:-----1 
! 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 D 35.390 +generator experience in 32.290(c)(1)(ii)(G) 

NRC FORM 31M (AUD) (03-2016) PAGE 1 
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 
[OH016) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

0 3. Training and Ex~erlence for Pro~osed Authorized User 

a. Classroom and Laboratory Training. 
..... 

T 
.. --········- .. """'"''' 

Description of Training Location ofTraining Clock Dates of 
Hours Training* 

. .... _ ....... 

Radiation physics and 
instrumentation 

..... "'""' .. 

Radiation protection l 

·········-- .......... ------· ............... .. --· 

i ' 
Mathematics pertaining to the use I 

and measurement of radioactivity 

______ ..... ·······-·· ... ··········-

. Chemistry of byproduct material 
for medical use (not fflquired for 
!35.590) 

I 
~--- ....... ·-·- -·-·- ,. ...... ······-. ----

Radiation biology 

I 
i 

·······- --··· ·······•·· ............. ! ........... 
Total Hours ofTraining; 

-- .. __ .. ,, .. --· , ... ··-····~ ··- ···--·-

····-···· ···-···· ··-· ·····-·· ~·-· ..... ......... 

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.) 

····--·- ··-····· ..... ·---- --··- -···- -· .. 

Supervised Work Experience Total Hours of 
Experience: ' - ............ ~~--··· ·········- ~-··· ·--

Description of Experience Location of Experience/License or Confirm Dates of 
! Must Include: Permit Number of Facility Experience* 

.. ....... -....• ·····-········-

Ordering, receiving, and unpacking 
DYes i 

radioactive materials safely and I 

performing the related radiation ONe 
surveys 

... ·~- ··~~ ·····-·-·· ··-·······-· 
Performing quality control 

DYes procedures on instruments used to 
! determine the activity of dosages 
0No and performing checks for proper 

operation of survey meters 
-· ·~ .... ··-

NRC FORI/I 3131\ ~AUO) (03-2016) PAGE2 
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NRC FORM 313A. (AUD) U.S. NUCLEAR REGULATORY COMMISSION 

(03-
201

5) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR A TIESTATION (continued) 

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

b. Supervised Work Experience. (continued) 
.. ----------------------------,----r--·---·. 

Dates of Description of Experience 
Must Include: 

Location of Experience/License or 
Permit Number of Facility Confirm Experience* 

1-------- ----------

Calculating, measuring, and safely 
preparing patient or human research 

)subject dos~ges -----------+~------------­
Using administrative controls to 
prevent a medical event involving the 
use of unsealed byproduct material 

QYes 

QNo 

DYes 

ONo 
-----------+-----------· ---------------+-----+-----

Using procedures to contain spilled 
byproduct material safely and using 
proper decontamination procedures 
1-------------- ----------------t------------------·-······-···. -
Administering dosages of radioactive 
drugs to patients or human research 
subjects 

i 
I 

DYes 

DNa I 
j 

·-··· .. -· .. 

DYes 

0No 

-···· 

i 

!---------- .. --------------+-------------····· . -.. ·--------------+-----+-------l 
Eluting generator systems appropriate 
for the preparation of radioactive 
drugs for imaging and localization 
,studies, measuring and testing the 
1eluate for radionuclidic purity, and 
processing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 

DYes 

ONo 

--su_p_e_rv-is-in~g -~n-d-ivi-du_a_l __________ --------...,..jL-ice-nse_IP_e-rm-it_N_u_m_be_r_li_st-ing-supervising individual as an 

]authorized user 

1 

f ___ ._. ···-··· .. _ ............ -------·. ----.-.... . . . . ... ------'-. ----· ····-·---····· ..........•. ···········-----l. ----- .... -.. - .. ' .......... ------------ -- ---------~·-·· ... -----· ............ ····~-------- .... ----·-. ---. . ..... . 

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). 
I L .. ~ 35.190 0 35.290 0 ~5 .. 390 0 35.390 + generator~~perien~~ in 35.290(c)(1){ii)(G) ! 

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

___________ .. ,, ....... ~·--------- ...... i'' ..... -·~-------------·-····· 

Device Type of Training I Location and Dates 
---------------1----------- -·-· ----+-----------··-·· 

f---- --------!-----·. ··-------------+----- -------------------

L ________ .)________ . ··-----------'---------- . ___________________ ____J 

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

NRC FORM 313A (AUO) (Q3.2016J PAGE3 
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION 

(oo-
2016

) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART II- PRECEPTOR ATTESTATION 

Nota: 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 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 

[ZJ I attest that Dr. Ajay Puri has satisfactorily completed the requirements in 
--:-cN,...-am-e-of""'P:--ro-po-se...,-d7Au-::-th-Q(-,-ize-d'Tiser ··· 

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 

Training and Experience 

O I attest that has satisfactorily completed the 60 hours of training and 
Name of Proposed AuthOrized"~ 

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 

0 1 attest that Dr. A jay Puri has satisfactorily completed the requirements in 
.. ·-··-N-a-me_o_f Pr-o-pos-ed-Au-lh-ori-ze-d :-Ua_ar_ ··- .. 

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 

0 I attest that has satisfactorily completed the 700 hours of training 
--:-:---~--:-:-~"'" ... --·-·--

Name of Proposed Au1horized 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 function 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: 

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

0 35.190 0 35.290 0 35.390 0 35.390 + generator experience 

~:~:-e-~lf-~-r:-c_e_e_l_~-:_o_n_r~~~~--·····_·-~--------...,..-~-~g-n-a~-u-~-;~··~;8:~ ::::;_2 __ LI[ D_a_:_31_24_12_o_--1_6_·--i·-

Lioense1Permit Number/Facility Name 

Alpena Regional Medical Center 21-17754-01 

NRC FORM 313A(AUD) (03-2016) PAGE4 
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B4/2G/2B13 13:01 4137944392 

Alpena Regional Medical Center 

B~iC RADIOLOGY 

American Board of Radiology P(l)gramDinctor Attestatiou 

10: #1807458 Page 8 of9 

PAGE 83/03 

COMPLIANCE WITH NRC TRAINING ANO EXfERIENCE REQUlREMENTS 

More iofonnat1on can be found at the following link: 
http: t /www. nrc. gov/read i ng-r m/d oc~collectio ns/cf rl part035/Qa rt03 5;0~~90 I htlnl 

/J.n·' flu.~r' _ 
~JN/m-i 

Bv the tiroe of the ABR oral examination. this applicant wtll havt succe:;sfully complc~ tn~ hours of 
tr;ining anc.l c;'{ptricncc as QUtl\n~:d in 10 CFR 35.290, 35.392, sod 35.394 ................................. . 

This appli<:at•l has taken part in~ 3 cas¢s of oral3<1rnlnistration of I· 131 1benspy ~ 33wC:i .............. .. 

Tllis applicant ha5 taken part in?: 3 cases of oral administration of t-13 L therapy l-33 111CL. ............ . 

The resident's log of these therapy experiences (date, dose, and preceptor atb:statioo) is attached ....... . 

The work ":<pcdffice cited ~bo>!l for § 3 5.7.9() wac; obtained under lhe supervision of an Authorized 
User (AU) who meet:! the ctquirements under relevant $ections of§ )5.290 or eq1.1iv~ent Agreement 
State requkements ......................................................................................................... .. 

The work expP.rienc.o:; cited !IOOI'e for§ 3 SJn 11'8S obte.ined uoder the supeiYision of an 
Authorized User (AU) who meets the rtquirermmts \lnder ~ 35.390, 35.392 or 35.J94 <Jt 
equivaleot Agreentent State requirements ................................................................ I ... , ... .. 

The work experience cited above fot § 35.39<1, was obtairte4 under tiJe supervision of an 
Authorized User (AU) wbo rneets the requirements ooder § 35.390 or 35.394 or 
equh·aient A gr~>,emcnt State requirements .................. , .......................................... , .... ,, .... .. 

~(tL- «<. Ctt 1ow z.M.O-t-fiYI b 
Residency Program Dm;ctor 

(Pciot Name) 
" 

Yf~S NO 

0o 
~·0 
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1 0 
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do 
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go 

~-----------------------------------------------
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84/26/2613' 13:61 

Alpena Regional Medical Center 

41379<14382 BMC RADIOLOGY 

Fonil B 

Dose Admint~tere.!!. 

Slgn N&mc 

Precentor (AW tdnt &. Sign N;lmc 

J.~o/1 _/c{£,r( 

10: #1807 458 Page 9 of 9 
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Fax 

To: NRC 
Fax: 6305151078 
Phone: 
Email: 

RE: License Amendment 

NOTE: 

Att. Material Licensing Branch 

Alpena Regional Medical Center 10: #1807458 Page 1 of9 

From: 

Pages: 

Date: 

ALPENA REGIONAL 
MEDICAL CENTER 

1501 West Chisholm Street, Alpena, Ml49707 

Martin Andrzejewski 
Nuclear Medicine/PET 
Fax: 989-356-7551 
Phone: 989-356-7570 
Email: mandrzej@agh.org 

9 (including cover page) 

03/28/2016 Mon 

*"*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. 


