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BARBARA ANN

KARMANOS

CANCRR GENTER
At the Detroil Modical Center

April 11, 2016

1).8. Nuclear Regulatory Commission, Region [I1
Materials Licensing Branch

2443 Warrenville Road, Suite 210

Lisle, IL 60532-4352

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

Dear Reviewer,

This letter is a request for Authorized User status for Michael Dominello, D.Q. for 10 CFR
35.300, limited to parenteral administration of radium-223. The NRC Form 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. :

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

Sincerely,

e

Mara Jelich

Executive Director, Radiation Oncology and Imaging
Karmanos Cancer Center

4100 John R St., Mail Code GEOORO

Detroit, MI 48201

Enclosure: NRC Form 313A (AUT)

4100 ]ohn R A Camprelanswe (_'.n:u:
Detroit, Michigan 48201 NCI Fnmal o e
(800) KARMANOS (1-800-527-6266)

info@karmanos.org | www.karmanos.org  esse—"

RECEIVED APR 11 201
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NRC FORM 313A (AUT) U.&. NUCLEAR REGULATORY COMMISSION
§(05.2012)
AUTHORZED USER TRANNG MOBXPERENCE |y s

EXPIRES: (05/31/201S)
(for uses defined under 35.300)

[10 CFR 35,390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed
Michacl Dominello, D.O. MI

Requested Authonzation(s) {check all that apply): ’
|:| 35,300 Use of unsealed byproduct material for which a written directive is required

OR

[[]35.300 Ora| administration of sodium iodide [-131 requiring a written directive in quantities |ess than or equal to
1,22 gigabecquerels (33 millicuries)

|:| 36.300 Oral administration of sadium iodide I-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

[[] 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

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

PART | -- TRAINING AND EXPERIENCE
(Select ong 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,

[] 1. Board Certification
a. Provide a copy of the board certification.

b. For 35.380, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experierice.

¢. For 35.396, provide documentation on classraom 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 Il 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).

[]35.390 []35.392 []35.304 [[] 36.490 35690

b. If currently authotized for a subset of clinical uses under 35.300, provide documentation an additional
raquired supervised case expetience, The table in section 3.c. may be used to document this
experience. Also provide campleted Part Il Preceptor Attestation,

¢. If currently authorized under 35.490 or 35.890 and requesting authorization far 35.396, provide
documentation on classroom and labaratory training, supervised work experience, and supervized clinical
case experience. The tables in sections 3.a., 3.h., and 3.¢. may be used to document this experience.
Also pravide completed Part 1l Preceptor Attestation.

NRC FORM 3124 (AUT) (05-2012) PAGE 1
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(01-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

|| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training | | 35.390 [ ] 35.392 [] 35.394 |v] 95.396
Description of Training Location of Training Glack I)at_c;s of
Hours Training*
Radiation physics and Wayne State Universily/Karmanos Cancer Center Lt O June 1, 2011 -
msm.llrrTem._mnn ‘R a.:;.-' c}| ff«vx,_c,.\( ' .I'um‘: 30,2015
Radiation protection Wayne State University/IKarmanos Cancer Center . ((o June 1, 2011 «
- . Can
o ‘\(’.é \6\?-\'1*3\{ ) June 30, 2015
Mathematics pertaining to the .
; ayne State armanos Cancer Center N "
use and measurement of Wayne <. ate University/Karmanos (Cancer Center 4 O June 1,201
radioactivity ("'J\ s \Ag“ ey June 30, 2015
Chomistry of byproduct Wayne State University/Karmanos Cancer Cender ¢ _[ o Jone 1, 2011 -
material for medical usc - : .30, 2015
N Residency T fune30, 2005
Radiation biolagy Wayne State University/Kurmanos Cancer Center LI O .:unc ;;)2(2):): -
l . June 30, K]
@ﬁ-,:z )Aé‘u.C‘7 [ o ’
Total Hours of Training: 200
b. Supcrvised Wark Expericnce (] a5.390 (] 35.392 [ ] 35.394 [v] 35,396
If more than one supervising individual 1s nocossary (o document supeivised training, provide mulliple copies
! 91 Iy i
of lthis pago.
Supervised Work Experience Total Hours of Exporionce: 500
Description of Experience Lacation of Experience/l.icense or Confirm " Dates of
Must Include: Permil Number of Facility want Cxperience™
Ordering, receiving, and , ] i . o
unpacki?-lg radioac?civo materials WKarmanos Cancer Center NRCH21-04127-06 Yes Tune [, 2011 lu-
safcly and performing the || No March 31, 2016
rclated radiation survcys o —
Performing guality control )
Kaemanos Cancer Center NRCH#2.1-04{27-06 June 1, 2011 1o

procedures oh instruments
used to determine the activity L] Yes March 31, 2016
of dosages and performing D No
checks for proper operation of
survey meters

Calculating, measunng, and Karmanos Cancer Center NRCH21-04127-06 Yecs June 1,200 to
safely preparing patient or - March 31. 2016
human research subject | | No *
dosagcs

Using adminismtive controls to Karmianos Cancer Cenfer NRCH#2.1-04127-06 |71 Yes June 200 to
prevent a medical event March 31. 2016
involving the use of unsealed []No areh 91 !
byproduct materizl

USﬁﬂg procedurcs to °°T‘ta'” Kurrvunos Cancer Center NRCH2(-04127-06 UJ Yes June 1,208 (o
spilled byproduct matcrial Marcl ',“ W16
safely and using proper [ No arch 31,2016

decontamination procedures

NRC FORM J13A (AUT) (05-2012) PAQE 2
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NRC FORM 313A (AUT)

U.s, NUGLEAR REGULATORY COMMISSION

05-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience (continued)

Supervising Individual jLicenseIPermtt Number listing supervising individual as an
-autharized user

Nxtm Vnnhampayan M.D, NRC#21-04127-06

apply)™:

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

(] 35.390 With experience administering dosages of:

D 35.392 D Oral Nal-131 requiring a written directive in quantities less than or equal to 1,22
: gigabecquetrels (33 millicuties)

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

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

[] Parenteral administration of any other radionuciide requiting a written directive

d Supervlslng ‘Authertzed Usar must have axpariance in administering dosages in the same dosage category or categorles as the individusl
raquesting autherzad user status,

¢. Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, provide
multiple copies of this page.

Number of Cases
Description of Experience Involving Personal
Participation

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

Vi teermem

Qral administration of sodium
jodide 1-131 requiring a written
directive in quantities less than
or equal to 1.22 gigabecquerels
(33 millicuries)

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

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

Parenteral administration of any Karmanos Cancer Cenlet/NRC#21-04127-06  |I°ch [, 2016 to
ather radionuclide for which a 2;. April 1.2016

written directive is required
Ru-223

(List radionucides)

NRC FORM 313A (AUT) (05-2012)

PAGE 3
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NRCG FORM 313A (AUT) U.8, NUCLEAR REGULATORY COMMISSION
(09-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Trainlng and Experience for Proposed Authorized User (continued)
¢. Supervised Clinical Case Experience (contlnued)

Supewusmg Individual ‘License/Permit Number listing “s.upervising individual aé an

-authorized user

Nitin Vaishampayan, M.D. :NRCﬂZI-04l27-06

Supervising individual meets the requirements below, or equwalent Agreement State requirements (check all that
apply)**:

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

[135.300 : With experience administering dosages of:

[J3s.302 | [L]OraiNal-131 requiring a written directive in quantities less than or equal to 1.22
[(1as5.304 ; gigabecquerels (33 millicuries)

+ ] oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)
(v]a5.396 :

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required
. v | Parenteral administration of any other radionuclide requmng a written d:rectwe

Supervising AUlhOﬂZBd Usef must hava experlence In adminigtating dosages in the same dosage category or categcries as |he individual
raquesting autherized user status.

d. Provide completed Part |l Preceptor Attestation.

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, 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 hoxes 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:

For 35.390:

Board Certification

[L] ! attest that has satisfactorily completed the training and expetience
Name of Proposed Authorized User

requirements in 35,390(a)(1).

OR

Training and Experience

L] | attest that has satisfactorily completed the 700 hours of training
Name of Propesed Authorized Usar

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 356.380 (b)(1).

NRC FORM 313A (AUT) (06:2012) PAGE 4
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NRGC FORM 313A (AUT} LS. NUCLCAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continucd)

Preceptor Alleslation {continupd)

First Section {continuod)

For 35.392 (Idontical Attostation Statement Regardless of Tralning and Expericnce Pathway):

|_| | attest that has satisfactorily completad the 80 hours of classroom

Newrus of P(npl:n;;ud‘ Awtharized Usar
and laboratory training, as required by 10 C1I'R 35.392(c)(1), and the supervised work and clinical case
axperience required in 35.392(c)(2).

For 35.394 (ldontical Aticstation Statement Regardlass of Training and Exporience Pathway):

| | 1attest that has satisfactorily completed the 80 hours of classroom

—N{u;|;a of Propasexs Authorized Usar

and laboratory training, as required by 10 CER 35.394 (c)(1), and the supervised work and clinical casc
experience required in 35.394(c)(2).

e - Em E E S R EE DD S EE®EEEE @SSR EEE S LW LMW E W @R EEEEE®ENEEEGE@E DD G e . SN eE ..

Second Soction

[] 1 attest that has satisfactorily completed the required clinical case

Namo of Mropozaed Authorized User

experience required in 35,390¢b)(1)(ii)G listed bolow;

|:| Oral Nal-131 requiring a wiitten directive in quantitics less than or equal to 1,22
gigabecquerels (33 millicuries)

| | Oral Nal-131 in quantitics greater than 1.22 gigabecquerels (33 millicuries)

[___l Parenteral administration of beta-emitler, or pholon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

[[] Parenteral administration of any other radionuclide requiring a written directive

T_hird Section

| |1 attest that has satisfactorily achieved a level of competency to

T N of Propnziodd Authorizod User

function independently as an authorized user for:

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

[ oral Nal-131 in quantitics greater than 1.22 gigahecquerels (33 millicuries)

|| Parenteral administration of beta-emitter, or photon-cmitting radionuclide with a photon
eneryy less than 150 keV requiring a written dircctive is required

m Parenteral administration of any other radionuclide requiring a written directive

NNC FORM 313A (AUTY (05 2012) PAGE b
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NRC FORM 313A (AUT) U.5. NUCLEAR REGUILLATORY COMMISSION
(0%-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continuad)
Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user;

| attest that  Michael Dowinello, D.O. is an authorized user under 10 CIFR 35.490 ot 35,680

Naine ol 'raposed I\utlm.r.lv.'ml Liner

or equivalent Agreement State requirements, has satisfactorily completed the 80 haurs of classroom and
laboratory training, s required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case
axperience required by 35.396(d)(2), and has achieved a level ol competency sufficicnt to function
independently as an autharized uscr for:

| Parenteral administration of any beta-emitter, ar photon-cmitting radionuclide with a1 photon cnergy lass
than 150 keV for which a wrilten directive is required

|v] Parenteral administration of any olher radionuclide for which a written directive is required

OR
Board Certification:

| | Iattest that has satisfactorily completed the board certification

Norne of Propouesd /\ulllmlzm;ljulm

requirements of 35.396(c), has salisfactorily completed the 80 hours of classroom and Iaboratory training
required by 10 CFR 35,396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of compctency sufficient to function independently as an
authorized user lor, ’

[ ] Parenteral administration of any beta-emitter, or photon-cmitting radionucfide with a pholon energy less
" than 150 keV lor which a written directive is requircd

(] Parcnteral administration of any other radionuclide for which a written directive is required

ot i  m W w W OE E D E N E S E NS E N S SN E G @ NS T S S S S IS SIS W I SEEEEE N
Fifth Section
Complete the following for preceptor attestation and signaturo:

|| | meet the requirements below, or equivalent Agrecment State requirements, as an aulhorized user for;
[ 35.390 || 35.392 |_| 35.294 |v] 35.396

MI have cxpericnce administering dosages in the following categories for which the proposed Authonzed User is
requesting authorization.

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

[] Oral Nal-131 in quantities greatcr than 1.22 gigabecquerels (33 millicuries)

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

Parenteral administration of any other radionuclide requiring a written direclive

Name ol Precaptor Signature l/é/’_ lelophone Numbaer Data
Nitin Vaishampayan, M.D. v —-—"-.."‘.:______""'? (313) 593-7667 N /l ( / / é

License/l>ermit Number/t-aciity Name
NRCH#21-04127-06/K armanos Cancer Center

NRC FORM 313A (AUT} (05-2012) PAGC &
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BARBARA ANN

Karmanos

CANCER CENTER

At the Detroit Medical Center
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