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UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION i
2443 WARRENVILLE ROAD, SUITE 210
LISLE, ILLINOIS 60532-43562

' Edward E. Wroblewski, M.A.
Radiation Safety Officer

St. Vincent Hospital &
Health Care Center

2001 West 86th Street
Indianapolis, IN 46240-0970

Dear Mr. Wroblewski:

Enclosed is Amendment No. 129 to your NRC Material License No. 13-00133-02 in accordance with
your request. Please note that the changes made to your license are printed in bold font.

Please review the enclosed document carefully and be sure that you understand all conditions. if there
are any errors or questions, please notify the U.S. Nuclear Regulatory Commission, Region ll| office at
(630) 829-9887 so that we can provide appropriate corrections and answers. |If you have any questions
concerning this amendment please contact me at either (630) 829-9841 or (800) 522-3025.

Please note that, at this time, we were unable to approve Brandon Martinez, M.D. as an
authorized user (AU) for the use of materials in 10 CFR 35.300, including yttrium-90 Sirspheres.
This is because the information in your letter dated March 21, 2011, was insufficient to complete
our review.

If you wish to pursue this request, please submit a written response to the following issues,
addressed to my attention as “additional information to control number 574738.” Your
response should be currently dated and signed by a senior management representative. These
steps will help to ensure proper handling takes place in our office and we will then continue our

review.

Dr. Martinez was not approved for the use of materials in 10 CFR 35.300 because his classroom
and laboratory training had to be at least 200 hours in the topics specified in 10 CFR
35.390(b)(1)(i) and he only presented 170 hours.

In addition, NRC does not accept the specialty board certification in Diagnostic Radiology to
demonstrate compliance with 10 CFR 35.390. Please see the attached listing of specialty board
certifications that we do accept, from our website.

10 CFR 35.390(b)(1) requires 700 hours of training and experience. Dr. Martinez’ forms 313a
(AUT) did not specify the number of hours he spent obtaining training and experience because
the section on his forms was left blank. Please see the enclosed “marked up” copy of his
preceptor forms to see which areas were incomplete.
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Dr. Martinez was not approved as an AU because we were unable to verify
the qualifications of his preceptor, Dr. Michael Blend, Ph.D., D.O., because
Dr. Blend references the license, under which training of Dr. Martinez took
place, as the University of lllinois — Chicago (UIC).

This is an Agreement State license (that we do not have access to) that
appears to be a broad scope license, i.e., it does not name AU’s on its

license document directly; rather, its Radiation Safety Committee evaluates
and approves/disapproves of AU’s internally.

Please submit a complete, signed and dated copy of the most recent
Agreement State License for UIC.

Please do not submit copies of minutes from the licensee’s RSC meetings or
other documents from the Agreement State licensee or extraneous
documentation that we must protect, per 10 CFR 2.390.

Please refer to the above regulatory requirements as well as section 8.11,
item 7 and Appendices B, D and E in NUREG 1556, Vol. 9, Rev. 2, for
assistance in preparing your response. Please note that consulting these
references, understanding them and applying them to these requests should
be very helpful in preparing an appropriate response.

A copy of the guidance for completion of forms NRC 313a is also enclosed,
as it appears on our website and in NUREG 1556, Vol. 9, Rev. 2, Appendix D.

If Forms 313a will be used in support of your response, please use the forms
found on our website at:

http://www.nrc.govireading-rm/doc-collections/forms/nrc313a(aud).pdf

In addition, if, you may find the guidance in RIS 2003-17 helpful, found at this
link on our website:

http:/iwww.nrc.gov/reading-rm/doc-collections/gen-comm/reg-
issues/2003/ri200317.pdf

Please do not submit emails, resumes, CV’s, or personal, proprietary
information that we must protect, in accordance with 10 CFR 2.390, such as
social security numbers, dates of birth, home addresses or phone numbers,
patient records, college transcripts, etc.

Please also be reminded of the provisions in 10 CFR 30.9(a), “Completeness
and accuracy of information,”...”(a) Information provided to the

Officia — Security-Related Information
2


http://www.nrc.gov/reading-rm/doc-collections/gen-comm/reg
http://www.nrc.gov/reading-rm/doc-coliections/forms/nrc313a(aud}.pdf

Official Use Only - Security-Rel fmation
E. Wroblewski

Commission by an applicant for a license or by a licensee or information
required by statute or by the Commission’s regulations, orders, or license
conditions to be maintained by the applicant or the licensee shall be
complete and accurate in all material respects.” ’

Please note that your letter dated March 21, 2011, did not specify which locations of use listed
on the license should be authorized for the use of the SIR-spheres. Therefore | assumed that

the locations of use that already had authorization for a therapy modality would be most
appropriate. If my assumption is incorrect and any locations of use are authorized for the SIR-

spheres that should not be, please contact me immediately at (630) 829-9841. In the future
please be sure to include information about locations of use for each modality in amendment
and other licensing requests.

In addition, your letter dated March 21, 2011, did not include a training commitment that is
present in the 10 CFR 35.1000 guidance for yttrium-90 SIR-spheres on our website that is to be
used when applying for this modality. Therefore | added a new Condition No. 19 in order to
capture this training commitment and authorize the new modality at this time. If you wish to
have this commitment deleted as a separate Condition, you may submit the commitment in a

letter, direct us to delete the Condition and add the letter to Condition No. 20 instead.

Pursuant to NRC’s RIS 2005-31 and in accordance with 10 CFR 2.390, the enclosed license document
is exempt from public disclosure because its disclosure to unauthorized individuals could present a
security vulnerability.

The RIS may be located on the NRC Web site at: http://www.nrc.gov/reading-rm/doc-collections/gen-
comm/reg-issues/2005/ri200531.pdf and the link for frequently asked questions regarding protection of
security related sensitive information may be located at: http://www.nrc.gov/reading-rm/sensitive-
infoffaq.html.

A copy of this letter will be available electronically for public inspection in the NRC Public Document
Room or from the Publicly Available Records (PARS) component of NRC's document system
(ADAMS). The NRC'’s document system is accessible from the NRC Web site at
http://www.nrc.gov/reading-rm/adams.htmi (the Public Electronic Reading Room).

You will be periodically inspected by NRC. Failure to conduct your program in accordance with NRC
regulations, license conditions, and representations made in your license application and supplemental
correspondence with NRC will result in enforcement action against you. This could include issuance of
a notice of violation, or imposition of a civil penalty, or an order suspending, modifying or revoking your
license as specified in the General Statement of Policy and Procedure for NRC Enforcement Actions.
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Since serious consequences to employees and the public can result from failure to comply with NRC
requirements, prompt and vigorous enforcement action will be taken when dealing with licensees who
do not achieve the necessary meticulous attention to detail and the high standard of compliance which
NRC expects of its licensees.

Sincerely,

W/

Colleen Carol Casey
Materials Licensing Branch

License No. 21-01333-02
Docket No. 030-01579

Enclosures:

1. Amendment No. 129
2. Specialty Board Certifications
Acceptable to NRC
3. Dr. Martinez’ preceptor forms (marked up)
4. Guidance for completion of 313a forms
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Specialty Board(s) Certification Recognized by NRC Under 10
CFR Part 35

This page includes links to files in non-HTML format. See Plugins, Viewers, and Other Tools for more
information.

§35.50 Training for Radiation Safety Officer
American Board of Health Physics from January 1, 2005 to present.

American Board of Science in Nuclear Medicine from June 2006 forward for the Nuclear
Medicine Physies and Instrumentation Specialty and the Radiation Protection Specialty .

American Board of Radiology (ABR) certification process from June 2007 forward for the
Radiologic Physics - Medical Nuclear Physics and the Radiologic Physics - Diagnostic
Radiologic Physics specialties for diplomates who have been issued certificates before and
after that date with the words '""RSO Eligible" appearing above the ABR seal."

American Board of Medical Physics certification process for special competence in
Medical Health Physics for diplomats that have been issued certificates with the words
""RSO Eligible" on the certificate.

§35.51 Training for an authorized medical physicist
American Board of Radiology (ABR) certification process from June, 2007 forward for the
Radiologic Physics - Therapeutic Radiologic Physics specialty for diplomates who have
been issued certificates before and after that date with the words "AMP Eligible"
appearing above the ABR seal.**"

Canadian College of Physicists in Medicine (CCPM) certification process from January
2009 forward for the Radiation Oncology Physics specialty**

**Diplomates certified under 10 CFR 35.51 from June 2007 forward for the Therapeutic
Radiologic Physics subspecialty of the ABR-Radiologic Physics specialty and from 2009
forward for the Radiation Oncology Physics specialty of the Canadian College of Physicists in
Medicine also satisfy the certification portion of the regulatory requirements in 10 CFR 35.50(c)
(1) for Radiation Safety Officer authorization.

§35.55 Training for an authorized nuclear pharmacist
Board of Pharmaceutical Specialties certification process for Board Certified Nuclear
Pharmacist (BCNP) from March 6, 1996 to present.

§35.190Training for uptake, dilution, and excretion studies
American Board of Nuclear Medicine certification process from October 20, 2005 to 2007
and from 2007 to present for all physicians before and after these dates issued an ABNM
certification with the word “United States” appearing under the certification number.

http://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 06/22/2011
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§35.290Training for imaging and localization studies

Certification Board of Nuclear Cardiology certification process from October 29, 2000 to
present physicians after this dates issued an CBNC certification before 2006 with the
wording "for Physicians Residing in the United States' and on or after 2006 with the
wording "for Physicians Trained in the United States' appearing in the certificate.

American Board of Nuclear Medicine certification process from October 20, 2005 to 2007
and from 2007 to present for all physicians issued an ABNM certification before and after
these at dates with the word “United States” appearing under the certification number.

American Osteopathic Board of Radiology (AOBR) certification process from July 1, 2000
forward for the Diagnostic Radiology specialty.

American Osteopathic Board of Nuclear Medicine (AOBNM) certification process from
May 18, 2006 forward for the Nuclear Medicine specialty.

. American Board of Radiology (ABR) certification process from June 2006 forward for the
Diagnostic Radiology certificates issued before and after that date with the words "AU
eligible'' appearing above the ABR seal.

§35.390Training for use of unsealed byproduct material for which a written directive is required
American Board of Nuclear Medicine certification process from October 20, 2005 to 2007
and from 2007 to present for all physicians before and after these dates issued an ABNM
certification with the word “United States” appearing under the certification number. *

American Board of Radiology (ABR) certification process from June, 2007 forward for the
Radiation Oncology specialty with the words ""AU eligible' appearing above the ABR seal.

*

American Osteopathic Board of Radiology (AOBR) certification process from May 1, 2007
forward for the Radiation Oncology specialty. *

*Diplomates of this specialty board also satisfy the training and experience requirements in 10
CFR 35.392 and 35.394.

§35.392Training for the oral administration of sodium iodide I-131 requiring a written directive in
quantities less than or equal to 1.22 gigabecquerels (33 millicuries)

American Osteopathic Board of Radiology (AOBR) certification process from July 1, 2000
forward for the Diagnestic Radiology specialty.

American Board of Radiology (ABR) certification process from June 2006 forward for the
Diagnostic Radiology certificates issued before and after that date with the words "AU
eligible" appearing above the ABR seal.

§35.394Training for the oral administration of sodium iodide I-131 requiring a written directive in
quantities greater than 1.22 gigabecquerels (33 millicuries)

American Board of Radiology (ABR) certification process from June 2011 forward for the
Diagnostic Radiology certificates with the words "AU eligible' appearing above the ABR
seal.

§35.490Training for use of manual brachytherapy sources

http://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html 06/22/2011
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American Board of Radiology (ABR) certification process from June, 2007 forward for the
Radiation Oncology specialty with the words "AU eligible' appearing above the ABR seal.

American Osteopathic Board of Radiology (AOBR) certification process from May 1, 2007
forward for the Radiation Oncology specialty.

§35.590Training for use of sealed sources for diagnosis
None

§35.690Training for use of remote afterloader units, teletherapy units, and gamma stereotactic
radiosurgery units

American Board of Radiology (ABR) certification process from June, 2007 forward for the
Radiation Oncology specialty with the words AU eligible'" appearing above the ABR seal.

American Osteopathic Board of Radiology (AOBR) certification process from May 1, 2007
forward for the Radiation Oncology specialty.

Page Last Reviewed/Updated Thursday, March 31, 2011

©2000- 2011 NRC
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NRC FORM 311A {AUT) » U.S. NU LEARZEGULATWY COMMISSION

3-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3150-0120
AND PRECEPTOR ATTESTATIO EXPIRES: ¥3112012
(for uses defined under 35.300
[10 CFR 35.390, 35.392, 35.394, and 35.396]

ST "
IName of Proposed Authorized User ]Sia& or Teritory Where Licensed

Brandon WhaAner | [ Tadiana
Requested Autharization(s) (check alf that apply).
(> [ ]35.300 Use of unsealed byproduct material for which a written directive-is required

OR

[X} 35.300 Oral administration of sodium iodide I-131 requiring a written directive In quantities less than or equal to
1.44 giganecquereis (3 milicuries)

[¥] 35.300 Oral administration of sodium iodide I-1311 requifing a written dirsctive in quantities greater than 1.22
gigabecquerels (33 millicurias)

Y| 35.300 Parenteral administration of any bata-amiitter, of photon-emitting radianuciide with s photon snergy less
than 1560 keV for which a written directive is reqlired

X | 35.300 Parenteral administration of any other ratilonuclide for which a written dirsctive i required

ANl

PART | - TRAINING AND EXPERIENCE
(Selsct one of ¢ maethods below)

* Training and Experience, Including board certification, musthave been obtained within the 7 years preceding the date
of application or the individual must have related corftinuing education and sxperience since the required training and
experience was completed. Proviie dates, duration, and Wﬂp&n of corginuing education and experience related

[0 1. Bosrd contification MEC. DoES WT pccfPr BiAGHosTIE Fidler

e 5. 390

a. Provide a copy of the board certification.

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

c. For 35.398, provide documentation on classroom and laboratary training, supervised work experience,
and supervised clinical vase experience., The tables In sections 3.a., 3.)., and 3.c. may be used to

dosunmant lhis uxperience.

d. Skip to and complete Part Il Preceplor Attestatioh.

p 2. Current 35,300 3400, or 33.600 Authorizes Sasking Additiorml Authorlzalion
a. Authorized User on Materials License

equivalent Agreement State requirements (check ail that apply):
(Jas.380 []353s2 [ ]35.38%4
b. If cutrently authorized for & subset of clinical uses undet 35.300, provide documentation on additional

required supervisad case experience. The tablelin s n 3.c. may be used to document this
experierice, Also provide complated Part il Preceptor Attestation.

under the requirements below or

35.490 . ] 35.600

¢. If currently authorized under 35.490 or 35.690 and requissting authorization for 35.386, 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
experiance, Aiso provide completed Part || ptor Alestation,

NRC FORM 313A GAT) (3.2008) PRINTED GN RECYCLED) PAPER PAGE 1
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AUTHORIZED USER TRAINING AND EXPERIENCE ﬁND PRECEPT IR ATTESTATION (continued)

< 3.
a. Classroom and Laboratory Training [ 35.300 | 135302 L ]35.304 D 35.308
. f‘ Clock Dates of
Dascription of Training Loc?twn of Training Hours Training®
5 ' . ?" Tocl -
Radiation physics and VAt ¥ Y Hthaesr € ~ta < ©
v 4 I 33 i
instrumentation o i) Cp ates 50 .0 2w i
EII % TiiaedS Clhicmyd e - |
Radiation protection PRIV o3
P Vel Cenpny Yo o
Mathematics pertaining to the . ¢ M Winoo
use and measurement of - ey |2 . oHeob -
radioactivity VMML;, A &g.«w- lo aleji2
Chemistry of byproduct Uasteny ot | TAL A, (hiap 20 ®7[oe *
material for madical use ob J ‘o
. L “'. b 3 . . -
Radiation biology Usivealy ok Blines e Yo OHoy N
Total Hours of Training [Fo 220 vas;ﬁ
b. Supervisad Work Experience 35.380 ] 35.302 [Jas30s [ ]asaee T 't
If more than one supenvising individusa! is necesar ry {o documenl superrised training, provide multiple copies
L. e
Supervised Work rishca set 38 39abJ Total Howrs of { )
pery ‘ Experlenxe: WAS LEFT BLAMK
Description of Experience Location of Expenence/Lic 3 Dates of .
Must Includa:; Permit Number of Facility Confirm Experience®
Ordering, recelving, and .
unm;kllno mf:‘hamhm o T ~pes [ Yes P3| og
materials safely and performing - .- : 7]
the related radiation surveys |T& O34 ot | [_INo o=
Parforming quality control
ur'g on instrurhents E Yes ol
uu?gg;o dmmgnc g!oa a?uv!ty [ No oy -
ages and performing . ]
checks for proper oparationof | T © 1 8D 2\ Oblta
survey melers
Calculating, measuring, &snd Yes
::f:‘laynpmpa gpahent or g9 % - o : N &3 job -
resea o
.dosages TL- ol oo
Using administrative controls to | Yes
fprev;::g 8 mn'tedicddmm g 2} o -
nvotvi 8 use of unse Co. or - No
byproduct material Tn- 018873 ‘%“ AT TP
Using procedures to éontaln Yes
spilled byproduct material 2 ol EE o% [ag, -
safely and using proper L o) 4% 3 L
decontamination procedures Db [ (o

PAGE 2
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m f ORM 313A (AUT)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPT-JR ATTESTATION (continued)
3. Trainin {continued)
b. Supervised Work Experience {continued)
“Supervising Individual L hodzedm“ Nurmrber isting suparvising individual es an |
: user
M aed RBirnd ; P“DJ \;’Qé o i4gs ~ol \

Suparvising individual meets the requiremants bel

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

%) 35,390 @ With axperience administering dosages of:

[135.302 : [5] Oral Nal-131 requiring a written directive|in quantities less than or aqual to 1.22 |
[j 35304 gigabecquerels (33 millicuries)

: Oral Nal-131 In quantities greater|than 1/22 gigabecquersis (33 millicuries)

[ 15308 5 [ Parenteral administration of beta-emitter| or photon-emiting radionuclide with a photon
: en directive is required

: [Z Parentsral administration of any qther radionuclide requi ing a written diractive

'

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

ng;olﬂ tha same :bug- category oralbgctboasm.md&v!dﬁa! |

requesting avthorized user staius.

¢. Supervised Clinical Case Experience
If more than one supervising individus! Is necessery to document supsrised work experience, provide

multiple copies of ihis pege. ‘

: Numbaer of Cases O‘LﬁO
L n of Experience/lLicense or Permit Dates of
Description of Experience involving Persona . .
Participation Numbe ‘ of Facility Experiance

Oral administration of sodium o ¥lou --
lodide 1-131 requiring a written
directive In quantities less than . ol 8% 53— o\ ol 1o
or equal t0 1.22 gigabacquersis :}

{33 millicuries) :

!

-Oral administration of sodium )

incide |-131 requiing a witan OF| et -
ractive in quantities greater -

than 1.22 g%abocqua?els (33 > ol 8% LR ol ( 1>

millicuries)

Parenteral administralionof

g:ytbomngtter. ionucl o1 [ vl
oton ng radionuclide

with a photon energy less than o\ 983 vl ‘

150 ke for which & written '950 ot /iv

directive is required

Parenteral administration of ‘
any other radionuclide for ooy~
whnich a written directive is

e 90 11 01485 o) ethe

{List radionuciins) *J

PAGE}
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RG PO 3134 (AUT)
AUTHORIZED USER TRAINING AND EXPER

AL M S

(cantinued

3 t e B oo i B
(%Imdﬁnmap

-t . "
o Su
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!ﬂ! 3 PRECEPT JR ATTESTATION (continusd)
b yuns | (= ‘

31733624% P.01.02
U8, NUGLEAR REGULATORY COVIMIBRICN

rinuad)

[Bupervisig Indiviousl

[X35.350 ~ Wh cperience admintesaring cos
I 35302 | K& Oral Nsk-431 reguirng = written
£ : gw-m uﬂum}

38384 ,
& : f}umm&-m in quantites g

ﬁ@um i {\) Pacontarat administration of
;T envengy lees then 150 keV requ

" [N Pacentersl naminitration of any

|___resusaling sulhorieat your sleiie

-bo-‘l’l'bulhis-‘c-. Y Ex) s et AN FEY s IR DA LA .. .
= Gupwrvising Authertasd Usir must Nave Sagertants n sdmin

[ F4- o1 333 -0 A
. e l"-‘-g-“. ......... “’gﬁ““ﬁ[..-..‘.'{ J‘M

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

quantiies fna than or squal o 1,22

glgabacquernls (33 mikicuries) on
or photen-emiting radionudlice with s ph
ndhdn is squired

T
<. Provice cojnpieted Part Il Precoptor Altustation.
!

3 .

N

: PART Il -

Note: This part réud he sormpleted by tha indlyidual's
Rdividusl 88 lnng aa the araceplor provides,
one precepkr s necsswsry 18 docunent

By Chieokilg the bowes befow, the pracaptor s
pesitian sdught and not attewting to the Indivi
|

i

Firat Bection i :
mammn-fwmnmm regussied auth *hl
Eedgaee:
(3 1 sttest ey ~ -
mﬂtpmmkca&mm).
H
f
!
@"““*‘; that k.
Nuvw of Progoms Aahivees
nd o inckuding = mirimum of
10 38.36¢ (vX1)

ATTESTATION

. The pracepier does nat heve t be the supervising
, 8¢ /verfien treining nd axperence required. If mom than !
) in & suparmis rwciplor setement fem each.

the Individual has knaw/edgs to Rl the duties of the
clinical corrpetency.”

ErTO

has o MufuClon B LU pinied (he i ninlng erxd axperdenon

has satisfaciariy compieted the 700 hours dtr-lplna

cinsuroem wad laborsiory Yainng, 88 required by




NRC £ ORM S13A {AUT) U.5. NUCLEAR REGULATORY COMM 1A SION
)

N AUTHORIZED USER TRAINING AND EXPER!ENCE AND PRECEPT-DR ATTESTATION (continued)

Pracaptor Attestation (continued)

First Ssction (continued)

For 35

[] 1 attest that

Name of Proposed Audhorzed User

and laboratory treining, as required by 10 CFR
axperience required in 35.302(c)(2).

i Atiestati

[]1 attest that h

s satisfactorily completed the 80 hours of classroom

Hume of Proposad Authorired Lissr

and laboratory training, as required by 10 CFR35.394 (c)(1), and the supervised work and clinical case

experience required In 35,394(c)(2).

A B N I RN B B BN EERENEESEEENE BEBRBENENENRNN.,
Second Section
[3d | attest that ”gﬁ‘ aden Mo Zdine h+u sxtisfactorily rompleted the requirad clinical case

Name of Proposad Authortzed User
experisnce required in 35.390(b){1 )}{ii)G listed below:

@ Qral Nal-131 requiring a written directive in/quantities less than or equal t0 1.22
gigabeoquerels (33 millicuries)

E Qrel Nal-131 In quantities greater than 1.22 gigabecquerels (33 mllicuries)

[.a Parentaral agministration of beta-emitter, or photon-emitting radiowuciide with a photon
energy less than 150 keV requiring a writteh directive is raquired

E Parenteral administration of any other ra

nucilde requiring a writen directive

------------ N L R R NN R LR B
Third Section
lattestthat "B,..l o~ . hrs satisfactorily achieved a level of competency to
Name of Propossd Authorized User

function independently as an authorized user for:

(] Oral Nai-131 requiring & written directive In quentities less than orequal to 1.22
gigabecquereis (33 millicuries)

¢! Oral Nal-131 In quantittes greater than 1.22-gigabrcquersls (53 millicyries)

[y Parenteral administration of bete-emitter, or photgn-emitting radionuciide with a photon
energy less than 150 keV requiring a writtan diractive is required

:;H Parenteral administration of any other radionuclide requiring a wri ten directive

PAGE S
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R FORM 3124 AUT) '

[}
AUTHORIZED USER TRAINING AND EXPER]
-

H

I LS. NUCLEM REGULATORY COMMIBMION
CE AND PRECEPTOR ATTESTATION (continued)

In g suthorized y ;ar under 10 CFR 35.480 or 35.890

rourth Baction !
Ex MM |
Gurrent 95480 gr 14,090 suthortzed usan
[ 1 atteat tnt
: i ane N Propserd AUReel Ume

or Md;m Agresmurt Strts requiraments, b

1

laburatorytraining, as required by 13 CFR 3¢ )

» setigmctortly complabid Ihe 80 haurs of clamsroom and -
8 (@)(}). and INMe supersinnd wark end clinicsl case

sxperisnce required by 38.396(d)2), snd hee gthisves a ieval of cam )etency suficient fo funclion
: an an wuihortzed user fer: |
[]P= iw-amn!mﬂulmw P, or phole ning radionuciide with & PO Enengy leew
then 180 ke mmmwmmm .
J Plnu:hrd adminietration of any cther or which a writan directve [s required
' i ' OR
[ 1 otnat et | axtistacterlly <smpleted the board canfication
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February 24, 2011

Ester Trinos

UIC Medical Ceriter
1740 West Taylor Street
Chicago, IL. 60612

Dear Ms. Trinos:

Training

pa:i'c‘l‘pated in a trasning program at Northwestern
Yitrium-90 Glass Microsphares for the treatment

nted by Nordion representatives on January 26,

RE: TharaSphere, Y-90 Gia

Thig letter confirms that Brandon Martinez,
Memorial Hospital on the use of TheraSphe
of hepatocellular carcinoma, which was pr
2011, :

This vendor training program meets the requirements for training a 1d experience specified in
paragraph two of the Nuclear Regulatory Commission Guidance “Microgphere Brachytherapy
Sources and Devices® revised September

Yours sincerely,

e O

Jackie M. Groff

Global Brand Manager, TheraSphere
Nordion

JMG/sl

cc: Mark Jordan, Clinical Account Manager

447 MARCH RD. OTTAWA, ON CANADA K2K 1X8] T+1613-592-2790 F+i610.592-6615  www.nordion.com
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5441 E Wikams Baulevard, Suite 200 - Tucson, Arzona 85711-4433

Phane (520) 790-2900 - Fax {520) 790-3200 - www theabr.org

November 4, 2010

Brandon Keith Martinez, MD
833 W. 15th Pi Unit 501
Chicago, IL 60608

To whom it may concem:

Sincerely,

Gary J. Becker, MD

ofin, PR

Assistant Executive Directors: Primary Certification
Diagnostic Radiology: Dennis M. Salfe, MD.

Radiation Oncology: 3eth A. Exickson, M.D.

Radiologic Physics: Richard L Morin, Ph.D.

Subspecizly Ceriification: Miton J. Guibersay, MD.

Y NeTED, THG  CeRT
ﬁCc{?TY\'@LE' }%Q 2¢. 300 USES

This letter serves to verify the status of the below-listed individual.
60811 Brandon Keith Martinez, MD

Certified: Diagnostic Radiology, 2010
Maintenance of Certification: 2010 valid through 12/31/2020

DOB:  06/1976

[ S wer

o2 ((35.390 TRAMMG, €TT)

Gayy J. Becker, M.D., Executive Director
Associate Exscutive Directors
Diagnostic Radiology: Kay H. Vidareny, MO,
Radiation Oncoogy: Paul E. Watlner, DO,
Radioingic Physics: Stephien R. Thomes, Ph.D.
Administration: Jennifer L Bostna, PH.D.

Assistant Executive Directors: Maintenance of Certification
Diagnostic Radiclogy: James P, Borgstede, MO,

Radiaion Oncology: Anthony L. Zetman, M.D.

Radologic Physics: G. Donad Frey, Ph.O.

Subspecially Cerfiication: Miton J. Guberieau, MLD,
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SCIENCE ADVANCING HEALTH

February 24, 2011
By E-mali

Ester Trinos

UIC Meadical Center
1740 West Taylor Street
Chicago, H.. 60812

Dear Ms. Trinos:

RE;

This letter confirms that Brandon Martinez,
Memorial Hospital on the use of TharaSpherg®, Yittium-20 Glass Microspheres for the treatment

of hapatocellular carcinoma, which was presentad by Nordion representatives on January 26,
2011. :
This vender training program mests the requirements for training a1d experienca specified in

paragraph two of the Nuclear Regulatory Commission Guldance “MNicrosphere Brachytherapy
Sources and Devices" revised September 2008,

Yours sincerely,
Jackie M. Groff

Global Brand Manager, TheraSphere
Nordion

JMG/si
cc: Mark Jordan, Clinical Account Manager

447 MARGH RD. OTTAWA, ON CANADA K24 1XB| T+1813.582.2780 F+1613-532-8815  www.nordion.com
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Licensing Guidance for using the NRC FORM 313A Series of Forms
January 2008

Documentation of Training and Experience to Identify Individuals on a License as
Authorized User, Radiation Safety Officer, Authorized Medical Physicist, or
Authorized Nuclear Pharmacist

I. Experienced Authorized Users, Authorized Medical Physicists, Authorized
Nuclear Pharmacists, or Radiation Safety Officer

An applicant or licensee who is adding an experienced authorized user (AU) for medical uses,
authorized medical physicist (AMP), authorized nuclear pharmacist (ANP), or Radiation Safety
Officer (RSO) to its medical use license or application only needs to provide evidence that the
individual is listed on a medical use license issued by the NRC or Agreement State, a permit
issued by an NRC master materials licensee, a permit issued by an NRC or Agreement State
broad-scope licensee, or a permit issued by an NRC master material broad-scope permittee,
provided that the individual is authorized for the same types of use(s) requested in the
application under review, and the individual meets the recentness of training criteria described
in 10 CFR 35.59. When adding an experienced ANP to the license, the applicant also may
provide evidence that the individual is listed on an NRC or Agreement State commercial nuclear
pharmacy license or identified as an ANP by a commercial nuclear pharmacy authorized to
identify ANPs. For individuals who have been previously authorized by, but not listed on, the
commercial nuclear pharmacy license, medical broad-scope license, or Master Materials
License medical broad-scope permit, the applicant should submit either verification of previous
authorizations granted or evidence of acceptable training and experience.

ll. Experienced Physicians, Podiatrists, Dentists, Nuclear Pharmacists, Medical
Physicists, and Radiation Safety Officers Who Only Used Accelerator-
Produced Nuclear Materials, or Discrete Sources of Radium-226, or Both, for
Medical or Nuclear Pharmacy Uses.

in implementing the EPAct, the NRC “grandfathered” physicians, podiatrists, dentists, medical
physicists, and nuclear pharmacists that used only accelerator-produced radioactive materials,
discrete sources of radium-226 (Ra-226), or both, for medical or nuclear pharmacy uses, before
or under the NRC waiver of August 31, 2005, when using these materials for the same uses.
These individuals, as well as individuals that performed RSO duties only for uses of accelerator
produced radionuclides or discrete sources of Ra-226 at medical or nuclear pharmacy facilities
before or during the effective period of the waiver, do not have to meet the requirements of 10
CFR 35.59, or the training and experience requirements in 10 CFR Part 35, Subparts B, D, E, F,

and G.

The applicant or licensee that is adding one of these experienced individuals to its medical use
license should document that the individual used only accelerator-produced radionuclides, or
discrete sources of Ra-226, or both, for medical or nuclear pharmacy uses before or during the
effective period of the waiver and that the materials were used for the same uses requested.
This documentation may be, but is not restricted to, evidence that the individual was listed on an
Agreement State or non-Agreement State license or permit authorizing these materials for the
requested uses.




lil. Applications that Include Individuals for New Authorized User, Authorized
Medical Physicist, Authorized Nuclear Pharmacist or Radiation Safety Officer
Recognition by NRC

Applicants should submit the appropriate completed form in the NRC Form 313A series to show
that the individuals meet the correct training and experience criteria in 10 CFR Part 35,
Subparts B, D, E, F, G, and H. For the applicant's convenience, the NRC Form 313A series has
been separated into six separate forms. The forms are NRC FORM 313A (RSO) for the
Radiation Safety Officer; NRC FORM 313A (AMP) for the authorized medical physicist; NRC
FORM 313A (ANP) for the authorized nuclear pharmacist; NRC FORM 313A (AUD) for the
authorized user of the medical uses included in 10 CFR 35.100, 35.200, and/or 35.500; NRC
FORM 313A (AUT) for the authorized user for the medical use included in 10 CFR 35.300; and
NRC FORM 313A (AUS) for the authorized user for the medical uses included in 10 CFR
35.400 and/or 35.600.

There are two primary training and experience routes to qualify an individual as a new AU,
AMP, ANP, or RSQ. The first is by means of certification by a board recognized by NRC and
listed on the NRC Web site as provided in 10 CFR 35.50(a), 35.51(a), 35.55(a), 35.190(a),
35.290(a), 35.390(a), 35.392(a), 35.394(a), 35.490(a), 35.590(a), or 35.690(a). Preceptor
attestations must also be submitted for all individuals to qualify under 10 CFR Part 35, Subparts
B and D through H. Additional training may also need to be documented for RSOs, AMPs and
AUs under 10 CFR 35.600. .

The second route is by meeting the structured educational program, supervised work
experience, and preceptor attestation requirements in 10 CFR Part 35, Subparts B, D, E, F, G,
and H. in some cases there may be additional training and experience routes for recognized
AUs, ANPs, AMPs, or RSOs to seek additional authorizations.

IV. Recentness of Training

The required training and experience, including board certification, described in 10 CFR Part 35
must be obtained within the 7 years preceding the date of the application, or the individual must
document having had related continuing education, retraining, and experience since obtaining
the required training and experience. Examples of acceptable continuing education and
experience for physicians include the following:

. Successful completion of classroom and labeoratory review courses that include radnatlon
safety practices relative to the proposed type of authorized medical use,

. Practical and laboratory experience with patient procedures using radioactive material for
the same use(s) for which the applicant is requesting authorization,

. Practical and laboratory experience under the supervision of an AU at the same or another
licensed facility that is authorized for the same use(s) for which the applicant is requesting
authorization, and

. For therapy devices, experience with the therapy unit and/or comparable linear accelerator
experience and completion of an in-service review of operating and emergency
procedures relative to the therapy unit to be used by the applicant.




V. General Instructions and Guidance for Filling Out NRC Form 313A Series

If the applicant is proposing an individual for more than one type of authorization, the applicant
may need to either submit multiple forms in the NRC Form 313A series or fill out some sections
more than once. For example, an applicant that requests a physician be authorized for 10 CFR
35.200 and 10 CFR 35.300 medical uses and as the RSO, should provide three completed NRC
Form 313A series forms (i.e., NRC Form 313A (RSO), NRC Form 313A (AUD) and NRC Form
313A (AUT)). Also, if the applicant requests that a physician be authorized for both high dose-
rate remote afterloading and gamma stereotactic radiosurgery under 10 CFR 35.600, only one
form, NRC Form 313A (AUS) needs to be completed, but one part (i.e., “Supervised Work and
Clinical Experience”} must be filled out twice.

To identify an Agreement State license, provide a copy of the license. To identify a Master
Materials License permit, provide a copy of the permit. To identify an individual (i.e., supervising
individual or preceptor) who is authorized under a broad-scope license or broad-scope permit of
a Master Materials License, provide a copy of the permit issued by the broad-scope
licensee/permittee. Alternatively, provide a statement signed by the Radiation Safety Officer or
chairperson of the Radiation Safety Committee similar to the following:

! (name of supervising individual or preceptor) is authorized under
(name of licensee/permittee) broad-scope license number to
use {materials) during {time frame).”

INTRODUCTORY INFORMATION

Name of individual

Provide the individual's complete name so that NRC can distinguish the training and experience
received from that received by others with a similar name.

Note: Do not include personal or private information (e.g., date of birth, Social Security Number,
home address, personal telephone number) as part of your qualification documentation.

State or territory where licensed

The NRC requires physicians, dentists, podiatrists, and pharmacists to be licensed by a State or
territory of the United States, the District of Columbia, or the Commonweaith of Puerto Rico to
prescribe drugs in the practice of medicine, as well as licensed in the practice of dentistry,

podiatry, or pharmacy, respectively (see definitions of “physician”, “dentist”, “podiatrist’, and
“pharmacist” in 10 CFR 35.2).

Requested Authorization(s).
Check all authorizations that apply and fill in the blanks as provided.
Part I. Training and Experience

There are always multiple pathways provided for each training and experience section. Select
the applicable one.




item 1. Board Certification

The applicant or licensee may use this pathway if the proposed new authorized individual is
certified by a board recognized by NRC (to confirm that NRC recognizes that board’s
certifications, see NRC's Web site http:/fwww.nrc.gov/materials/miau/med-use-toolkit.html.

Note: An individual that is board-eligible will not be considered for this pathway untif the
individual is actually board-certified. Further, individuals holding other board certifications will
also not be considered for this pathway.

The applicant or licensee will need to provide a copy of the board certification and other
documentation of training, experience, or clinical casework as indicated on the specific form of
the NRC Form 313A series.

All applicants under this pathway (except for 10 CFR 35.500 uses) must submit a completed
Part Il Preceptor Attestation.

item 2. Current Authorized Individuals Seeking Additional Authorizations

Provide the information requested for training, experience, or clinical casework as indicated on
the specific form of the NRC Form 313A series. (Note: This section does not include individuals
who are authorized only on foreign licenses.)

All applicants under this pathway must submit a completed Part Il Preceptor Attestation.

Item 3.  Alternate Pathway for Training and Experience for Proposed New Authorized
Individuals

This pathway is used for those individuals not listed on the license as authorized individuals,
who do not meet the requirements for the board certification pathway.

The regulatory requirements refer to two categories of training: (a) classroom and laboratory
training, and (b) supervised work experience. All hours credited to classroom and laboratory
training must relate directly to radiation safety and safe handling of byproduct material and be
allocated to one of the topics in the regulations. Each hour of training involving performance of
radiation safety tasks or hands-on use of byproduct material may be credited to either (a)
classroom and laboratory training, or (b) supervised work experience. Note that a single hour of
training may only be counted once and may not be credited to both of these categories.

The proposed authorized individual may receive the required classroom and laboratory training,
supervised work experience, and clinical casework at a single training facility or at multiple
training facilities; therefore, space is provided to identify each location and date of training or
experience. The date should be provided in the month/day/year (mm/dd/yyyy) format.

The specific number of hours needed for each training and supervised work experience element
will depend upon the type of approval sought. Under the “classroom and Iaboratory training,”
provide the number of clock hours spent on each of the topics listed in the regulatory
requirements,

The proposed authorized individual may obtain the required “classroom and laboratory training”
in any number of settings, locations, and educational situations. For example, at some medical



http://www.nrc.gov/materials/miau/med-use-toolkit.html

teaching/university institutions, a course may be provided for that particular need and taught in
consecutive days. in other training programs, the period may be a semester or quarter as part of
the formal curriculum. Also, the classroom and laboratory training may be obtained using a
variety of other instructional methods. Therefore, the NRC will broadly interpret “classroom and
laboratory training” to include various types of instruction, including online training, as long as it
meets the specific clock hour requirements and the subject matter relates to radiation safety and
safe handling of byproduct material for the uses requested.

Under the "supervised work experience” sections of the forms, provide only the total number of
hours of supervised work experience and check the boxes for each of the topics listed in the
regulatory requirements to confirm that the listed subject areas were included in the supervised

work experience.

The “supervised work experience” for physicians must include, but is not limited to, the subject
areas listed in the applicable training and experience requirements. The NRC recognizes that
physicians in training will not dedicate all of their supervised work experience time specifically to
the subject areas listed in the regulatory requirements and will be attending to other clinical
activities involving the medical use of byproduct material (e.g., reviewing case histories or
interpreting scans). Hours spent on these other duties not directly related to radiation safety or
hands-on use of byproduct material, even though not specifically required by the NRC, may be
credited to the supervised work experience category but not to the classrcom and laboratory
training category.

For nuclear pharmacists, under the “supervised practical experience” section, provide the
number of clock hours for each topic. The supervised practical experience topics for the nuclear
pharmacists include all the basic elements in the practice of nuclear pharmacy. Therefore, all
the hours of supervised experience are allocated to these topics.

Note: If the proposed new authorized individual had more than one supervisor, provide the
information requested for each supervising individual.

Part Il Preceptor Attestation

The NRC defines the term “preceptor” in 10 CFR 35.2, “Definitions,” to mean “an individual who
provides, directs, or verifies training and experience required for an individual to become an AU,
an AMP, an ANP, or an RSO.” While the supervising individual for the work experience may
also be the preceptor, the preceptor does not have to be the supervising individual as long as
the preceptor directs or verifies the training and experience required. The preceptor must attest
in writing regarding the training and experience of any individual to serve as an authorized
individual and attest that the individual has satisfactorily completed the appropriate training and
experience requirements and has achieved a level of competency or a level of radiation safety
knowledge sufficient to function independently. The preceptor language in NRC Forms
313A(AUD), 313A (AUT), and 313A (AUS) does not require an attestation of general clinical
competency but requires sufficient attestation to demonstrate that the individual has the
knowledge to fulfill the duties of the position for which the attestation is sought. The preceptor
also has to meet specific requirements.

The NRC may require supervised work experience conducted under the supervision of an
authorized individual in a licensed material use program. In this case, a supervisor is an
individual who provides frequent direction, instruction, and direct oversight of the student as the
student completes the required work experience in the use of byproduct material.




Supervision may occur at various licensed facilities, from a large teaching university hospital to
a small private practice.

The NRC Form 313A series Part |l - Preceptor Attestation has multiple sections. The preceptor
must complete an attestation of the proposed user’s training, experience, and competency to
function independently, as well as provide information concerning his/her own qualifications and
sign the attestation. Because there are a number of different pathways to obtain the required
training and experience for different authorized individuals, specific instructions are provided
below for each form in the NRC 313A series.

VI. RADIATION SAFETY OFFICER - Specific Instructions and Guidance for
Filling Out NRC Form 313A (RSO)

See Section V, "General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of four methods below:

item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification, documentation of
specific radiation safety training for all types of use on the license, and a completed preceptor
attestation). As indicated on the form, additional information is needed if the board certification
or radiation safety training was completed more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

ltem 2.  Current Radiation Safety Officer Seeking Authorization to Be Recognized as a
Radiation Safety Officer for the Additional Medical Use(s) Checked Above.

Provide the requested information (i.e., documentation of specific radiation safety training
(complete the table in 3.c) and a completed preceptor attestation in Part i1}. As indicated on the
form, additional information is needed if the specific radiation safety training was completed
more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.




Item 3.  Structured Educational Program for Proposed New Radiation Safety Officer

As indicated on the form, additional information is needed if the training, supervised radiation
safety experience, and specific radiation safety training was completed more than 7 years ago.

Submit a completed Section 3.a.

Submit a completed Section 3.b. The individual must have completed 1 year of full-time
radiation safety experience under the supervision of an RSO, This is documented in Section 3.b
by providing the ranges of dates for supervised radiation safety experience. If there was more
than one supervising individual, identify each supervising individual by name and provide his/her
qualifications.

Provide the requested information (i.e., documentation of specific radiation safety training for
each use on the license (complete the table in 3.c)). Specific radiation safety training for each
type of use on the license may be supervised by an RSO, AMP, ANP, or AU who is authorized
for that type of use. Specific information regarding the supervising individual only needs to be
provided in the table in 3.c if the training was provided by an RSO, AMP, ANP, or AU. If more
than one supervising individual provided the training, identify each supervising individual by
name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part il

ltem 4.  Authorized User, Authorized Medical Physicist, or Authorized Nuclear
Pharmacist Identified on the Licensee’s License

Provide the requested information (i.e., the license number and documentation of specific
radiation safety training for each use on the license (complete the table in 3.c)). As indicated on
the form, additional information is needed if the specific radiation safety training was completed
more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was

provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

Part ll. Preceptor Attestation
The Preceptor Attestation page has four sections.

The attestation for the new proposed RSO's training or identification on the license as an AU,
AMP, or ANP is in the first section.

The attestation for the specific radiation safety training is in the second section.

The attestation for the individual's competency to function independently as an RSO for a
medical use license is in the third section.

The fourth and final section requests specific information about the preceptor’s authorization as
an RSO on a medical use license in addition to the preceptor’s signature.




The preceptor for a new proposed RSO must fill out all four sections.

The preceptor for an RSO seeking authorization to be recognized as an RSO for the additional
medical use(s} must fill out the second, third, and fourth sections.

Vil. AUTHORIZED MEDICAL PHYSICIST - Specific Instructions and Guidance for
Filling Out NRC Form 313A (AMP)

See Section V, “General Instructions and Guidance for Filling Out NRC Form 313A Series,” for
additional clarification on providing information about an individual's status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part l. Training and Experience - select one of the three methods below:

item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification, documentation of
device-specific training in the table in 3.c, and a completed Preceptor Attestation). As indicated
on the form, additional information is needed if the board certification or device-specific training
was completed more than 7 years ago.

Device-specific training may be provided by the vendor or a supervising medical physicist
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.c if the training was provided by an AMP. If
more than one supervising individual provided the training, identify each supervising individual
by name and provide his/her qualifications.

Item 2.  Current Authorized Medical Physicist Seeking Additional Uses(s) Checked
above

Provide the requested information (i.e., documentation of device-specific training (complete the
table in 3.c) and complete the Preceptor Attestation in Part Il). As indicated on the form,
additional information is needed if the device-specific training was completed more than 7 years
ago.

Device-specific training may be provided by the vendor or a supervising medical physicist
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.c if the training was provided by an AMP. If
more than one supervising medical physicist provided the training, identify each supervising
individual by name and provide his/her qualifications.

ltem 3.  Training and Experience for Proposed Authorized Medical Physicist

As indicated on the form, additional information is needed if the degree, training, and/or work
experience was completed more than 7 years ago.

Submit a completed Section 3.a. Submit documentation of a graduate degree (for example, a
copy of a diploma or transcript from an accredited college or university).




Submit a completed Section 3.b. The individual must have completed 1 year of full-time training
in medical physics and an additional year of full-time work experience, which cannot be
concurrent. This is documented in Section 3.b by providing the ranges of dates for training and
work experience.

if the proposed AMP had more than one supervisor, provide the information requested in
Section 3.b for each supervising individual. If the supervising individual is not an AMP, the

applicant must provide documentation that the supervising individual meets the requirements in
10 CFR 35.51 and 10 CFR 35.59.

Submit a completed Section 3.c for each specific device for which the applicant is requesting
authorization.

Device-specific training may be provided by the vendor or a supervising medical physicist
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.c if the training was provided by an AMP [f

more than one supervising medical physicist provided the training, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part |1

Partil. Preceptor Attestation

The Preceptor Attestation page has four sections.

The attestation to the proposed AMP’s training is in the first section.
The attestation for the devibe-speciﬁc training is in the second section.

The attestation of the individual’'s competency to function independently as an AMP for the
specific devices requested by the applicant is in the third section.

The fourth and final section requests specific information about the preCeptor’s authorizations to
use licensed material, in addition to the preceptor’s signature.

The preceptor for a proposed new AMP must fill out all four sections of this page. The preceptor
for an AMP seeking additional authorizations must complete the last three sections.

VIiil. AUTHORIZED NUCLEAR PHARMACIST - Specific Instructions and Guidance
for Filling Out NRC Form 313A (ANP)

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual's status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of the two methods below:

ltem 1. Board Certification




Provide the requested information (i.e., a copy of the board certification and a completed
Preceptor Attestation). As indicated on the form, additional information is needed if the board
certification occurred more than 7 years ago.

item 2.  Structured Educational Program for a Proposed Authorized Nuclear
Pharmacist

As indicated on the form, additional information is needed if the training and/or supervised
practical experience was completed more than 7 years ago.

Submit completed Sections 2.a and 2.b. If the proposed new nuclear pharmacist had more than
one supervisor, provide the name of each supervising individual in Section 2.b.

Submit a completed Preceptor Attestation.
Part Il. Preceptor Attestation

The Preceptor Attestation page has two sections. The preceptor must select either the board
certification or the structured educational program when filling out the first section on this page.

The second and final section of the page requests specific information about the preceptors
authorization to use licensed material, in addition to the preceptor’s signature.

IX. 10 CFR 35.100, 35.200, AND 35.500 AUTHORIZED USERS - Specific
Instructions and Guidance for Filling Out NRC Form 313A (AUD)

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual’s status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part |. Training and Experience - select one of the three methods below:

item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification and a completed
Preceptor Attestation). As indicated on the form, additional information is needed if the board
certification occurred more than 7 years ago.

item 2.  Current 35.390 Authorized User Seeking Additional 10 CFR 35.290
Authorization

(a) Fillin the blank in Section 2.a with the current license number on which the proposed user
is listed.

(b) Provide a description of the proposed user’s experience that meets the requirements of
10 CFR 35.290(c)(1)iiXG) as shown in the table in 2.b. As indicated on the form,
additional information is needed if this experience was obtained more than 7 years ago.

List each supervising individual by name and include the license showing the supervising
individual as an AU.
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item 3.  Training and Experience for Proposed Authorized Users

As indicated on the form, additional information is needed if the training and/or work experience
was completed more than 7 years ago.

Note: Providing the training and experience information required under 10 CFR 35.290 will
allow the individual to be authorized to use materials permitted by both 10 CFR 35.100 and
10 CFR 35.200.

Submit a completed Section 3.a for each proposed authorized use.

Submit a completed Section 3.b, except for 10 CFR 35.500 uses. If the proposed user had more
than one supervisor, provide the information requested in Section 3.b for each supervising
individual.

Submit a completed Section 3.¢ for 10 CFR 35.500 uses.

Submit a completed Preceptor Altestation, except for 10 CFR 35.500 uses.
Partll. Preceptor Attestation |

The Preceptor Attestation page has two sections.

The attestations for training and experience requirements in 10 CFR 35.190 and 10 CFR 35.290
are found in the first section.

The second and final section requests specific information about the preceptor's authorization(s)
to use licensed material, in addition to the preceptor’s signature.

The preceptor must fill out both sections.

Note: The attestation to the proposed user’s training and competency to function independently
under 10 CFR 35.190 covers the use of material permitted by 10 CFR 35.100 only. The
attestation for the proposed user’s training and competency to function independently under

10 CFR 35.290 will allow the individual to be authorized to use material permitted by both
10 CFR 35.100 and 10 CFR 35.200.

X. 35.300 AUTHORIZED USER - Specific Instructions and Guidance for Filling
Out NRC Form 313A (AUT)

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual's status on an Agreement
State license, medical broad-scope license, or Master Materials License permit.

Part I. Training and Experience - select one of the three methods below:

ltem 1. Board Certification

If the applicant is a nuclear medicine physician, radiologist, or radiation oncologist with a board
certification listed under 10 CFR 35.300 on NRC's Web site, provide the requested information
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(i.e., a copy of the board certification, documentation of supervised clinical experience
(complete the table in section 3.c), and a completed Preceptor Attestation). As indicated on the
form, additional information is needed if the board certification or supervised clinical experience
occurred more than 7 years ago. List each supervising individual by name and include the
license showing the supervising individual as an AU.

If the applicant is a radiation oncologist whose board certification is not listed under 10 CFR
35.300 on NRC's Web site, provide the requested information (i.e., a copy of the board
certification listed under either 10 CFR 35.400 or 10 CFR 35.600 on NRC'’s Web site,
documentation of training and supervised work experience with unsealed materials requiring a
written directive (complete the tables in Sections 3.a and 3.b), documentation of supervised
clinical experience (complete the table in Section 3.c¢), and a completed Preceptor Attestation).
As indicated on the form, additional information is needed if the board certification, training, and
supervised work experience or clinical experience occurred more than 7 years ago. List each
supervising individual by name and include the license showing the supervising individual as an
Al

item2. Current 10 CFR 35.300, 10 CFR 35.400, or 10 CFR 35.600 Authorized User
Seeking Additional Authorization

Submit a completed Section 2.3, listing the license number and the user’s current
authorizations.

If the applicant is currently authorized for a subset of clinical uses under 10 CFR 35.300, submit
the requested information (i.e., complete the table in Section 3.c to document the new
supervised clinical case experience and the completed Preceptor Attestation). As indicated on
the form, additional information is needed if the clinical case experience occurred more than 7
years ago. List each supervising individual by name and include the license showing the
supervising individual as an AU,

If the applicant is currently authorized under 10 CFR 35.490 or 10 CFR 35.690 and meets the
requirements in 10 CFR 35.396, submit the requested information (i.e., documentation of
training and supervised work experience with unsealed materials requiring a written directive
(complete the tables in Sections 3.a and 3.b), documentation of supervised clinical experience
(complete the table in Section 3.c), and a completed Preceptor Attestation)). As indicated on the
form, additional information is needed if the training and supervised work experience or clinical
experience occurred more than 7 years ago. List each supervising individual by name and
include the license showing the supervising individual as an AU.

Item 3. Training and Experience for Proposed Authorized Users

As indicated on the form, additional information is needed if the degree, training, and/or work
experience was completed more than 7 years ago.

Submit a completed Section 3.a.

Submit a completed Section 3.b. List each supervising individual by name and include the
license number showing the supervising individual as an AU.

Submit a completed Section 3.c for each requested authorization. List each supervising
individual by name and include the license number showing the supervising individual as an AU.
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Submit a completed Preceptor Attestation in Part [1.
Part ll. Preceptor Attestation

The Preceptor Attestation page has five sections.

The attestations for training and experience requirements in 10 CFR 35.390, 10 CFR 35.392,
and 10 CFR 35.394 are in the first section.

The attestation for supervised clinical experience is in the second section.

The attestations for competency to function independently as an AU for specific uses is in the
third section.

The attestation for training and experience requirements and competency to function
independently for a radiation oncologist meeting the requirements in 10 CFR 35.396 is in the
fourth section.

The fifth and final section requests specific information about the preceptor’s authorization(s) to
use licensed material, in addition to the preceptor’s signature.

There are seven possible categories of individuals seeking AU status under this form. Follow
the instructions for the applicable category.

The preceptor for a proposed Al who is a nuclear medicine physician, radiclogist, or radiation
oncologist with a board certification listed under 10 CFR 35.390 on NRC’s Web site must
complete the first, second, third, and fifth sections.

The preceptor for a proposed AU for all the uses listed in 10 CFR 35.390(b){1)Xii)}(G) who is a
radiation oncologist with a board certification that is not listed under 10 CFR 35.390 on NRC’s
Web site must complete the first, second, third, and fifth sections.

The preceptor for a proposed AU for 10 CFR 35.390(b)(1)(ii){G)(iii) and (iv) uses who is a
radiation oncologist with a board certification listed under 10 CFR 35.490 or 10 CFR 35.690 on
NRC’s Web site must complete the fourth and fifth sections.

The preceptor for an AU who is currently authorized for a subset of clinical uses under 10 CFR
35.300 must complete the second, third, and fifth sections of this part, except for an AU meeting
the criteria in 10 CFR 35.392 seeking to meet the training and experience requirements under
10 CFR 35.394.

The preceptor for an AU meeting the criteria in 10 CFR 35.392 seeking to meet the training and
experience requirements under 10 CFR 35.394 must complete the first, second, third, and fifth
sections. )

The preceptor for an AU currently authorized under 10 CFR 35.490 or 10 CFR 35.690 and
meeting the requirements in 10 CFR 35.396 must complete the fourth, and fifth sections.

The preceptor for a proposed new AU must complete the first, second, third and fifth sections.
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Xl. 35.400 AND 35.600 AUTHORIZED USERS - Specific Instructions and
Guidance for Filling Out NRC Form 313A (AUS)

See Section V, “General Instructions and Guidance for Filling out NRC Form 313A Series,” for
additional clarification on providing information about an individual's status on an Agreement

State license, medical broad-scope license, or Master Materials License permit.
Part I. Training and Experience - select one of the three methods below:

item 1. Board Certification

Provide the requested information (i.e., a copy of the board certification) for 10 CFR 35.600
uses, documentation of device-specific training in the table in 3.e, and for all uses, a completed
Preceptor Attestation. As indicated on the form, additional information is needed if the board
certification or device-specific training was completed more than 7 years ago. :

Device-specific training may be provided by the vendor for new users, or either a supervising
AU or an AMP authorized for the requested type of use. Specific information regarding the
supervising individual only needs to be provided in the table in 3.e if the training was provided
by an AU or AMP. If more than one supervising individual provided the training, identify each
supervising individual by name and provide his/her qualifications.

Item 2. Current 10 CFR 35.600 Authorized User Requesting Additional Authorization
for 10 CFR 35.600 Use(s) Checked Above

Provide the requested information (i.e., documentation of device-specific training (complete the
table in 3.e)) and a completed Preceptor Attestation in Part ll. As indicated on the form,
additional information is needed if the device-specific training was completed more than 7 years
ago.

Device-specific training may be provided by the vendor, a supervising AU, or an AMP
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the tabie in 3.e if the training was provided by an AU or
AMP. if more than one supervising individual provided the training, identify each supervising
individual by name and provide his/her qualifications.

ltem 3.  Training and Experience for Proposed Authorized Users

As indicated on the form, additional information is needed if the training, residency program,
supervised work, and clinical experience were completed more than 7 years ago.

Submit a completed Section 3.a for each requested use.
Submit a completed Section 3.b if applying for 10 CFR 35.400 uses. However, Section 3.b does
not have to be completed when only applying for use of strontium-90 for ophthalmic use. If more

than one supervising AU provided the supervised work and clinical experience, identify each
supervising individual by name and provide his/her qualifications.
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Submit a completed Section 3.c if only applying for use of strontium-90 for ophthalmic use. If
more than one supervising AU provided the supervised clinical experience, identify each
supervising individual by name and provide his/her qualifications.

Submit a completed Section 3.d for each requested 10 CFR 35.600 use. If more than one
supervising AU provided the supervised work and clinical experience, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Section 3.e for each specific 10 CFR 35.600 device for which the applicant
is requesting authorization. -

Device-specific training may be provided by the vendor, a supervising AU, or an AMP
authorized for the requested type of use. Specific information regarding the supervising
individual only needs to be provided in the table in 3.e if the training was provided by an AU or

AMP. If more than one supervising individual provided the training, identify each supervising
individual by name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part Ii.
Part il. Preceptor Attestation
The Preceptor Attestation part has five sections.

The attestation to the training and individual's competency for 10 CFR 35.400 uses or strontium-
90 eye applicator use is in the first section.

The altestation to the training for the proposed AU for 10 CFR 35.600 uses is in the second
section.

The attestation for the 10 CFR 35.600 device-specific training is in the third section.

The attestation of the individual's competency to function independently as an AU for the
specific 10 CFR 35.600 devices requested by the applicant is in the fourth section.

The fifth and final section requests specific information about the preceptor’s authorization(s) to
use licensed material, in addition to the preceptor's signature.

The preceptor for a 10 CFR 35.400 proposed AU must fill out the first and fifth sections.

The preceptor for a 10 CFAR 35.600 proposed AU must fill out the second, third, fourth and fifth
sections.

The preceptor for an AU seeking additional 10 CFR 35.600 authorizations must complete the
third, fourth, and fifth sections.
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