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BARBARA ANN 

KARMAN OS 
(;ANCRR CF.N'I'RR 

At thO ootroit Modicat center 

Aprilll, 2016 

U.S. Nuclear Regulatory Commission, Region Ill 
Materials Licensing Branch 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

Re: Request for Autholized User Status for License #21-04127-06 

Pear Reviewer, 

Tiris letter is a request for Authorized User status for Michael Dominello, D.O. for 10 CFR 
35.300, limited to parenteral administration of radium-223. The NRC Fonn 313A (AUT) is 
attached. 

Also, please correct our mistake on the license of specifying his medical degree as M.D. It 
should be D.O. 

p 2/8 

If you require further information please feel free to contact our RSO .Joe Rakowski at (313)576~ 
9616. Thank you. 

Sincerely, 

Mara Jelich 
Executive Director, Radiation Oncology and Imaging 
Karmanos Cancer Center 
4100 John R St., Mail Code GEOORO 
Detroit, Ml48201 

Enclosure: NRC Fmm 313A (AUT) 

4-100 John R 
Detroit, Michigan 48201 

(800) KARMANOS (1-800-527-6266) 
info@karmanos.org I www.kilnn<Jnos.org 

N C I A c';uotUJI'"I'fll\rlof'OnC't'f' 
C".al'ln' Ddii,wcnl b)llhc ccc·N.o ..... lc. .... h •• _ 

RECEIVED APR 11 2016 
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U.S. NUCLI::AF'i REGIJLATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR A TIESTATION APPROVED BY OMB: NO. 3150-0120 

EXPIRES: (05131/20151 
(for uses defined under 35.300) 

[1 0 CFR 35.390, 35.392, 35.394, and 35.396] 

Name of Proposed Authorized User 

Michael Dominello, D.O. 

State or Territory Where Licensed 

MI 
·----------------·····-··-·----'------·-··· ....... -------·-····-·------·· ..... . 

Requested Authorization(s) (check all that apply): 

D 35.300 Use of unsealed byproduct material for which a written directive is required 

OR 

D 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to 
1.22 gigabecquerels (33 millicuries) 

0 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22 
gigabecquerels (33 millicuries) 

D 35.300 Parenteral administration of any beta-emitter, or photon~emitting radionuclide with a photon energy less 
than 150 keV for which a written directive is required 

[l] 35.300 Parenteral administration of any other radionuclide for which a written directive is required 

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 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. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may 
be used to document this experience. 

c. For 35.396, provide documentation on classroom and laboratory training, supervised work experience, 
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to 
document this experience. 

d. Skip to and complete Part II Preceptor Attestation. 

[{] 2. Current 35.300. 35.400. or 35.600 Authorized User Seeking Additional Authorization 

a. Authorized User on Materials License NRC 21~04127-06 under the requirements below or ------------------------
equivalent Agreement State requirements (check all that apply): 

0 35.390 0 35.392 0 35.394 0 35.490 0 35.690 

b. If currently authorixed for a subset of clinical uses under 35.300, provide documentation on additional 
required supentised case experience. The table in section 3.c. may be used to document this 
experience. Also provide completed Part II Preceptor Attestation. 

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide 
documentation on classroom and laboratory training, supervised work experience, and superuised clinical 
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience. 
Also provide completed Part II Preceptor Attestation. 

NRC FORM 313A (AUT) (Q5~ll12) PAGE1 
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I'II~C FORM 313A (AUTI U.S. NUCLEAR REGUI.ATOIW COMMISSION 
(O!W01') 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Ll 3. Training and Experience for Proposed Authorized User 

a. Classroom and Laboralory Tr;1ining 1.. J 3::i.390 0 35.392 

Description of Training Location orTraining 

.... --.. --·-------11-----.. - .. 

Radiation physics and 
instrumentillion 

n 35.394 [{J 35.396 

Clock I )ates of 
Hours Training• 

1D Jur\C I, 10 I I -

Jum~ JO, !.01.5 
Wayne StaiP. University/Kurnmnos Cancer Center 

... .... -·--------+-~,__e..::;5_.)"""(h-=e.'~~ '( . ..... --1-----1 ... 

Radiation protection 
Wayne State Univc.rsity/Kannanns Caur.1~r Cen(Cr 

\<.e..-s \ (,\e\1 c \f . . . .. -- .. ·----1-.L...;:.;"-"'-'-':;..:..o;-'-'-+---.. -". 
Mathematics pertaining to the 

1 

use and measurement of Wayne State l Jniversity/Knrmnnns < ~anr.t:r' Cerrh~r 

radioactivity 'R t~ s i c1C\'l c. v ............... ---··----t---+->-=..;:_,-"'-".:;..&.;::...;;..;..t---·--- .. 

Wayne State lJnivcrsity/Karm::uto~ < ::lrlr.t:r' Cc~uh~r Chomistry of byproduct 
material for medical usc 

... _________ ,_R.L.,;,;:e"""' -~ ...... ~i=.cl.t=-:··V\=C=-~ '~r----· .... 
W<tync: Slutc Univcrsi!y/Karmtutos Cancer Center Radiation biology 

r----------~-~IS-~:~1-de·l'\.(.y .. 
Total Hours oiTraining: ~ 

qo June I, 2011 .. 

June :{0, 20 15 
..... . .... 

lfO June I, 2011 .. 

June 30. 20 15 
... ·~· ··-· 

~to 
.hln~ I, 1011-

J11rrc JO .• 2015 
' .. - NOOO 

i.jD Jurtc I, 20 I I -

June .10, 20 J;, 
...... ,_, _____ ,_ ..... 

....... ---·--------l...--·-·· ... 
b. Supervised Work Experience D 3fi,39o D 35.392 r ~ 1 3!l.394 [{]35,396 

If mmt~ lluw one supervising imlividual m nm::oi':1S<Jry to documont supc1viscd training, provide mulliplf'J c:opil~s 
of tlli.s pogo. 

f--------s_u_p_c_rv_i_s_e_d_w--.o_r_k_E_:x_p_e_r_ie_n_c_e _____ ~J~~t-a.-1 H-ou_rs_o_f_E_x_p-or-io_l_tc_c_: __ ...... ____ ;,_o<_J --I 

Description of Experience 
Must lnc:luc1e: 

Location of Experienc:~/Lir.ense or 
rennil Number of F;1cility 

........ -................ --· ...... --·--·-------------------.. . 
Ordering, receiving, and 
unpacking radioactive materials 
safely and performing the 
related radiation surveys 
Perrorming quality control 
procedures on instruments 
used to determine the activity 
of dosages and performing 
checks for proper operation of 

Karmanos Cancer Center NR< :ft21-04127-06 

... ---.... ---------1 

Confirm 

[2] Yes 

UNo 

[{J Yes 

0No 

Dates of 
experience" . ,, ___ _ 

June I, 20111~1 

M;lrr.h .11, ~016 

Jnne I, 10111tt 

March .11, 2016 

survey meters 
.. .. ....... ----1------1--· .. 

Gf.llculf.lting, measuring, and 
safely preparing patient or 
human research subject 
dosages 

Karmanos Canct'r Center NRCfi2J .. 041 '1.'/ -06 

Using administrative controls to J< anrrrrrm.~ Cam~er Cc~nlc~r NRC/17.1-(}'1 D.7-06 
prevent a medical event 
involving the use of unse;:Jied 
byproduct materii:.ll 

[2] Yes 

I I No 

.IIUIC 1., ~O.ll (o 

Mun;h31,2016 

... -.. --------+------1 
Jun~~ 1 .• 20 II lo 
M;treh 31,2016 

.......... ------------+------·-... ' 
Using procedures to contain 
spilled byproduct material 
sarely and using proper 
decontamination procedUI't:lS 

NRC roRM 313A (AUT) (05·2012) 

Kurnwnos Cam~t~r Ccnlcr NRCI/21-0412'/-06 

... ·--·-------------"· 

I.{J Yes 

fiNo 

.Jnne I, '}.()ll <o 
Mrtrch :11, 1()16 

...... --
I'AOF. 2 
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NRC FORM 313A (AUT) 
(05-21112) 

U.s. NUGI.J;AR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATIESTATION (continued) 

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

b. Supervised Work Experience (continued) 
,------------··---··---------:--··· ····-- ..... , .. ,. . .. ·---
Supervising Individual License/Permit Number listing supervising individual as an 

• authorized user 

Nitin Vaishampayan, MJ). NRCH21-04127-06 
. ' ...... -·' '..... ....... ... ... . . ..... ' '.. . . . 

Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that 
apply;••: 

D 35.39o 

0 35.392 

D 35.394 

[Z] 36.396 

With experience administering dosages of: 

O Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) 

0 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

0 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keV requiring a written directive is required 

0 Parenteral administration of any other radionuclide requiring a written directive 
.... ,. .... ,. ....... , .. , ... ,_;.,-"".,..,, ,,..,.., .,...,., .-,-,. ,~ . .,...,., ,.,..,, .~. ,....,., . .,-,. ,..,..,, .~ . .,...,.. ,.,...,, ,,..,..._ ,...,., _.,..,_ ,..,..,, ,,..,.., .,...,., ,..,...,, ,,..,..., _,...,._.,..,, ,..,..,, .~ . .,....,.. ,.,...,, .-,,....,.,.,...,., _...,..,, ...,........,.,~. ----.,.,.,..-, ---... ' ·--- .. ' .......... ' 

•• Supervising Authorized Usar must have experience in adminii!itering dos11ges in the same dosage category or categories as the individual 
requesting authorized user status. 

c. Supervised Clinical Case Experience 
If more than one supervising incliviclual is necessafY to document supervised work experience, provide 
multiple copies of this page. 

1------------.-----------r----------,-----" "''------.------1 

Description of Experience 
Number of Cases 
Involving Personal 

Participation 

Location of Experience/License or Permit 
Number of Facility 

Dates of 
Experience* 

1-----------+--------t-----""" ,,,,, ______________ +-_______ , 
Oral administration of sodium 
iodide 1-131 requiring a written 
directive in quantities less than 
or equal to 1.22 gigabecquerels 
(33 millicuries) 
1-----------+--------t----,--...... .. . ---.. ---------+---------i 
Oral administration of sodium 
iodide 1-131 requiring a written 
directive In quantities greater 
than 1.22 gigabecquerels (33 
millicuries) 
1-----------+--------t------------.. ·· ....... ----+------1 
Parenteral administration of 
any beta-emitter, or 
photon"emitting radionuclide 
with a photon energy less than 
150 keV for which a written 
directive is required 
1-------------.. --. - ...... ·-·------f------------·-..... "' ... -----1---'-'''" .... _ 

Parenteral administration of any .._, Ka1·manos Cancct· Ccntcr/NRC#21-04127-06 Feb 1. 20 16 to 
other radionuclide for whieh a ...:::;, April 1, 2o !6 
written directive is required 

Ra-223 

(list r.odionucides) __ ......_ ___ , .. " ·---

NRC FORM 313A (AUT) jj!S.20U) PAGE3 
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NRC FORM '13A (AUT) 
(05-~0121 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

c. Supervised Clinical Case Experience (continued) 
··········-·---------------··-···. ..... .. ··-· ...... --·-
Supervising Individual : License/Pennit Number listing supervising individual as an 

·authorized user 

Nitin Vaishampayan, M.D. ;NRCt/21-04127-06 

Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that 
apply)~~: 
•••••••••••••••• •••••••••••••• ••••••••••••••••••••••• 0 1'1111 0 II o ••••••••••••••••••••• ''''' • •••••••••••••••••••• o ,,, , 

0 35,390 With experience administering dosages of: 

0 35,392 D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) 

D 35
·
394 D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 mlllicuries) 

[Z]35.396 D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keV requiring a written directive is required 

llJ Parenteral administration of any other radio nuclide requiring a written directive 

•• Supervising Authorized User must hava axparlance In admini$h'lrlng dosage& in the same dosage category or categories as the Individual 
requesting authorl2ed user status. 

d. Provide completed Part II Preceptor Attestation . ...__ ______________________________ .... ,., _______ ___, 

PART 11- 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. 

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 requested authorization: 

For35.390: 

Board Certification 

0 I attest that has satisfactorily completed the training and experience 
----~---------Name Of PfOpoted A~lhotized User 

requirements in 35.390(a)(1). 

OR 

Training and Experience 

0 I attest that has satisfactorily completed the 700 hours of training 
Nama of Proposad Aulhortzed User 

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by 
10 CFR 35.390 (b)(1). 

NRC FORM 313A (AUT) (06..2012) PAGE4 
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NRC FORM 313A (AUTI 
(05-2012) 

U.S. NUCLI::A~ REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Preceptor Attestation (continued) 

First Section (continuod) 

For 35.392 (Identical Attcst.'ltion Swtement Regardless of Training and Experience Pathway): 

U I attest that has satisfaetorily completed tile 80 hours of classroom 

and lilbmatory tr<lining, <15 required by 10 CI·H 35.3!J2(c)("l ), and the supervi~ec1 work and clinical case 
experience required in 3ti.392(c)(2). 

For 35.394 (Identical Attestation Statement Regardless of Training atld Exporionco Pathway): 

I 11 attost that has satisft-Jctorily completed the 80 llours of classroom 

N1u11n nf Propo•J•.xl A11thorizod U"r 

and laboratory training, as required by 10 CFR 3b.39.il (c)(1), and the supervised work and clinical case 
experience required in 3fi.394(c)(?.). 

~--•••••••••••••••••••••·~~w~-~••••••••••••••••••••••••~•~••• 

Second Section 

0 I alte5t thLit has satisfactorily completed t11e required clinic:gl cm;r. 

Narno at Propo1ed Authoriziidi:Jser 

experience required in 35,390(b)(1)(ii)(.; listed below: 

0 Ori.il Nal-131 reqLJiring a written directive in quantities loss than or equal to ·1 .22 
gigahecquerel:o; (33 millicuries) 

1. I Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

0 Parenteral administration of beta-emiuer, or pholon·emitting r<Jdionuclide with a photon 
energy less than ·150 keV requiring a written directive is required 

0 Parenteral administration of any other radionuclide requiring a written directive 

~--------------------------------------------~~~-------------
Third Section 

I II attest that has satisfactorily achieved a level of competency to 

Nmnt I uf Pr<.tlmm.ld Alrthorizod u~•Jr 

function independently as an authorized user ror: 

I I Oral Nal-·131 requiring a written directive in quatltilies less th<m or equr~l to 1.?.?. 
gigabecquerels (33 millicuries) 

0 On'! I N::'!l-131 in quantities greater than 1.22 gigabecquerels (33 lllillicuries) 

U Parenteral adrnlnistration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keV requiring a written directive is required 

fJ Parenteral administration of any other radionuclide requiring a written directive 

Nne ronM 313A CAUTl cos :.10m 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Fourth Section 

For 35.396: 

Current 35.490 or 35.690 authori7.ed user: 

[{] I attest th;:Jt Mit~hnd Domincllo, D.O. is an authorized user under 1 0 CFI:;: 35.490 or 35,690 

Noml!l oi PruJmfif'lcl Authnrl1ml Lhof.tr 

or equivalent Agreement State requirements, has satisfactorily completed the 80 t1nurs of classroom and 
laboratory training, <:.~S required by 10 CFR 35.306 (d)(1 ), and the supervised work and clinical case 
experience required by 35.396(d)(2), and has achieved a level of r.ornpetency sufficient to function 
independently ns ;:Jil authori7Cd user for: 

1 I Parenteral administration or any bet<J·emitter, or photon-emitting radionuclidt:! with ;1 photon ener~y less 
than 150 keV for which a wtitlen direr.tive is required 

l.{j Parenteral administration or any other radionuclide for which a written directive is required 

OR 
Board Certification: 

I I I <~ttest that has satisfactorily cornpleted the board certification 
-----,-,--..,.,..,-----.,--:--::----·- -. 

Nnrr..., nll>f<'~KIIIIHI /lul11nrl~r•IU~nr 

requirements of 35.396(c), has satisf~Jctorily completed the 80 hours ot classroom and laboratory tr;;~ining 
required by 10 CFR 35,396 {d)(1) ;md the supervised work and clinical case experience required by 
35.396(d)(2), and has achieved a le!vel of competency sufficient to function independently ;Js an 
aulhorit!ed user for: 

O Parenteral administration of any bet<J··emitter, or photon-emitting radionuclide with a photon energy le!ss 
--- than 150 keV for which a written directive is reqlJircd 

0 Parenteral administration of any other radionuclide for which a written direc::tivc is required 

~~~-••••••••••••••••••••••••••••••••••••••••M~~---•••••••••••• 

Fifth Saction 
Complete the following for precefltor attestation and signature: 

k.l I meet the requirements helow, or equivalent A~rccment State requirements, as .:ln authmized user for. 

n 3s.3oo u 35.392 L.l35.394 l.tl35.396 

@I have experience administering dosages in the following categories fot whidl the proposed Authorized User is 
requesting authorization_ 

1 1 Oral Nal-131 rcquirin~ a written directive in quantities less than or equal to 1.22 gig01becquerels (33 
millicuries) 

0 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

0 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than 
150 kcV requi1ing a written directive is required 

0 Parenteral administration of any other radionuclide requiring a written direcUve 

Name or Pructtptor 

Nitin Vaishampayan, M.D. 

License/l'ermit Number/t-acthty Narne 

N R Ci/21-04127 -06/K arm:lrlos Cance1· ( :erltet· 

NRC roRM 31.3/1 (1\UT) (06-20121 

I elophone Nutnht~r 

(J I :l) 593-7667 
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BARBARA ANN 

Karma nos 
CANCER CENTER 

At the Detroit Medical Genter 
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TO: tJ ~C ~~ O'f\ :rv= 
FAX NUMBER:~ -:!JC>- vfo- l D 7'f 
FROM: ~e ~J.ow.s~; "?;JJ"3-$7lP-1C, llo 

RE: ~~J~r ~uarr 
NUMBER OF PAGES (Including cover sheet): <j 

4100John R 
Detroit, Michigan 48ii!01 

1-800-KARMANOS (1·800-627-6266) 
lnfo@karmanos.org I www.k;~rmanos.org 
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