
O~I Use Only - Secawrity Related Infem:aati.QrL 
tl'-" REG(lI_ 

c-" '"'f" 

(~) JUN 2 2 2011 
~? "" .Q 


:~''r~.!t{t 


UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION III 
2443 WARRENVILLE ROAD. SUITE 210 

LISLE. ILLINOIS 60532-4352 

[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 III office at 
(630) 829-9887 so that we can provide appropriate corrections and answers. If yOIJ 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 oftraining 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. 

The enclosed doeument contains sensitive security-related information. 

When separated from this cover letter this letter is uncontrolled. 
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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 Illinois - 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, 0 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.gov/reading-rm/doc-coliections/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://www.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 

- Security-Related Information 
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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 I 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. 

I n 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 I 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
info/faq. 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.html(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. 

Official Use curity-Related Informa ion 
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E. 	Wroblewski 

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. 

~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 

Offi . I Use Only - Security-Related.Jm'ol'iiTI 
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Specialty Board(s) Certification Recognized by NRC Under 10 

CFR Part 35 


This page includes links (ofUes in non-HTMLformat. See Plugins, Viewers, and Other Toolsior 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 Physics 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 speciaJty** 

**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) 
(l) 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/miaufmed-use-toolkit/spec-board-cert.html 06/22/2011 

http://www.nrc.gov/materials/miaufmed-use-toolkit/spec-board-cert.html
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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 CRNC 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 1-131 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 Diagnostic 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 1-131 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 ItAU eligible" appearing above the ABR 
seal. 

§35,490Training for use ofmanual brachytherapy sources 

http://I,VVvw.nrc.gov/materials/miaulmed-use-toolkitlspec-board-cert.html 06/22/2011 

http://I,VVvw.nrc.gov/materials/miaulmed-use-toolkitlspec-board-cert.html
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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, l\1arch 31, 2011 

©2000- 2011 NRC 
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AUTHORIZED USER TRAINING AN EX I ERIENCE APPRO'ftD BY OMS: NO. 3150-0120 
AND PRECEPTORATTES Ano,. EXPIRES: 313112012 

(far use. defined under 3$.300L 

[10 CFR 35.3S10, 35.312. 35.3514, ~nd •.301] 


Name of Proposed "uthorlzed User 

___53 (".,.~&,~~.~~_~ Q.~\.-.-""-'l-_..'--+-l--~=::.&--
Requested Authol1zatlon(s) (oheck alt that apply): 

o 35.300 Use of un~l.d byproduct material for 

OR 

~ 35.300 Oral administration ofsodium iodide 1·13 f'8qui 'ng a written dll"9Ctive In quantities less than or equal to 
1.4" g.g.oecque ..... t~~ millcurlel, 

~ 35.300 	 Oral administration of sodium Iodide 1-13 requl no 8 written dintetive in Quantities greater than 1.22 
gigabeCquereil (33 millicuril.) 

iiJ 35.300 	 Parenteral administration of any bel.e itler, 0 photon-emitting radlonuclide with a photon energy less 
then 150 keV for which a written dlrectlv It req 1r'9d 

[g135.300 	 Parenteral administration of any other ra lanuel de fDr which 8 IJrHten dll'8Ct"als requlrad 

D EXPERIENCE 
meflrods be/GN) 

* 	Training and Exper1anCe, Including board c:erti1I , must have been obtained within 1t'18 7 years preCeding the date 
of application or the Individual must hay. related co log education and _xperlence since the required training and 
experience was comp.ed. Provtde dates. duration and pilon of ccrilnui1g education and experience related 
to the U.I checked above. 

IA'NO{T(c- fA.o'DL.oli V ~l (-1C..+1l6 N 
,. Board Ctrtlf'fcallon lite.. vces ~ ~ 

f9 ~ "';S. 1'10 
8. Provide a copy oUhe board certification. 

b. 	 For 35.390, provide documenla110n on suparvi I case experlerce. The tabl. In section 3.c. may 

be used 10 document (hIS experience. 


c. 	 For 35.398, provide documentation on olassroo Dratory tralnlr'l!l. supervised work experience. 

and ,,,p,rvl,ed Clinical case experience, The actions 3.8., 3. J., and 3.c. may be used to 

dUOun..,,1 Uli. tllI.lHlrMmQII. 


d. 

Z.gm~~~~~u.~mg..~~~~~~~~. 
a. Authorized User on Materials License 

under the requirements below or 
equivalent Agreement state requlrarnanta (chec 

035.390 035.392 035.394 035.690 

b. If currently authorized fer e subaet of clinical u und 35.300, provld. dOCllmentation on additional 
required 'Jupervll8d caM experience. The table In s n 3.c. may be ulliid to doculTl8tlt !hI_ 
experience. Ajso provide complatact Part II Pre ptor estation. 

c. 	 'f eurrtntly authorized under 35.490 or 35.690 a requ sting authorization for 35.398, provide 
documentation on. classroom and laboratory tnl Ing. 15 pervised work experience, and sL4'Mtrvlsed 
clinical ca.. uper1ence. The tables In sedIons .•• , 3 ... and 3.c. ms)"be used to document this 
9XDtI111101, Aim provide complfltec:l Part II ptnr HflftfRtlnn. 

.. 
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AUTHORIZED USER TRAINING AND EXPERI~NCE ~ND PRECEPT JR ATTESTATION (continued) 

~ 3. Tralnlna_and_ E for Author red U •• 
a. Clasaroom and laboratory Training ~ 35.390 IJ 35.392 35.394 

Radiation protection V''';v'C ••,,\., ~~ 'j:tl: ....,,·'" (..l..... (.."".:1:) 
v""'dj)~ "~\ C ~ ..... ,L.-.rt"J" 

Mathematics pertaining to the 
use and measurement of 

. radioactivity 

iChemistry of byproduct 
I matenal for medical u .. 

Radiation biology 

yO 

Tolal Hou .... ofTraining 

035.398 

Date. of 
TraIning· 

1c?-/z.~Qf.:, ­
i 

, 0 CJ) Iz-.:, h;, , 

c')':1/o" ..­ I 
O(QJ.o i 

0;10" .... I 
~J,~ I 

b. Suparvfaed Work EKPerience ~ 35.390 tJ 35.392 0 35.394 0 35.396 /Vce I f' P 

I'more than one supervising individual Is neces,s sty to cacument supenisfJd training, proVide multiple oopies 
ofttlls page. /-~-'-'------------.~--__ 

8uJ*VI.IldWorkExperiena $:~ ?S'. 3'1tib ~)( ITcJtaIH~oI '71t(5 (S NQ;1Sl)t::.V ~J ) 

\.... Experle,..; W In L~T BLANJ( 

Description of Experience Location 0 Expel enoelUcense 00' Conflnn Dates of I 
Must Inclucflli: Permi NumtJ Itr of Facility Experience· I 

Ordering, receiving. and 
~,\:- IytV88 

--l 
Ilnj1Atlklno NVlInFtnflvA ~ ..... I n::Jj1ltl4la"
malerlals safely and performing otg~ ~ .• o~ I o I.? ( ,.;::::0
the related radiation survey. 1:'c... ... No 

Perbming quality cowal @Yesprocedur. on In.tru....nts 
used to determine the activity 

DNo 
,,1-' till., . 

of doeaaes and perfonnlng o \ '3'<6 D' Oc,1 (.checks for proper operation of :r,- . :,­
survey metens . 

Calculating, ITINsuring. and !i3Yes
safely prepart~patient or ~~ 10" -human resee subject 0\<67 ~-c:.:' DNo

;doaagae :rL.­ 0('/,.,

t I 

IUsIng admlnlstraUve controls to I \laYes 
o"l~ -prevent II medical event Il'rM:Ilving the use of uMeated 't'. . 0\ <6~ .. -4l ONO 0""0.byproduct material ~ l- Ii 

UslAG procedure. to Contain I ~Ye8 1spilled byprodud matertal 
J:l' 0\ <6' .~~l----

~Ot tq" ..
88fely and ueing proper DNo 

I """10 Idecontamination procedurea 

PAGE 2 
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NRC FORM S1U (AUT) 1 U.I. NUCLEAR REGULATORY COMMISSION 
(»:XlI) 

AUTHORIZED USER TRAINING AND EXPERI NeE NO PRECEPT·)R ATTESTATION (contlnulld) 

3. 'Tralnlna and .... I for ­ .A U....,(continued) 

b. Supervised Work Experience (continued) 

~Sruu;;pe;rvI8in;W;;t;gt;lnd;tiVlyilii<lUalUif-----------t~:iiuct;;!",,;'I_;;;nI~ii;;erm;;;;;ititN;u;;;rrber:t;;:jiljS;tit,;ng;.;;u;;;-p.;;rv;;il;;;in;g~ind;fu;iVI;jdu;dua;I;;8S;-;an- ­.. --', 

I_ ~~\~~~~ \ ___ ~~,~A. ~~ ~~_\":Q~~"'~.' ~~_~",\. __ .__ .... _______ ._ 
I SupervlBlng individual meets the requIrements below, or .q~lvalent Agreen-ent State requirements (chsck all that 
!SfJI)lyr: 

.'" .. -­ ....... I 

[j] 36.390 

035.302 

1035.394 

035.398 

With ex~rlenCt adminlstaoog clal8~l. of: 

~ Oral Nal-131 requiring a written d rectlve In quantltl.. Ie. than or equal to 1.22 
glgebecquerels (33 millicurie.) 

(]] Oral Nal-131 In quantities greater than 122 glgabecquerela (33 millicurie.) 

~ Parenteral admlni8tration of beta ~mlUer or photon-emlting radlonucllde with 8 photon 
anergy Ie. than 150 keV requlril'1~ 8 wrt~en directive is taquhld 

. ~ Parenteral adminIstration Of any ctl'ler ra~lonudld. requi in9 a written dlracthfe 

I~' .=':~~~if":;'~<hM<".1.;.~ i,; ~~,.ri~d~~i,; th~'~ ~<~~~;~~'~·~o;~i~ldu;.j' < 

c. Supervised Clinical Case ExperienOi 
Ifmore than one supervising individual Is neGN:llry to c~ument superfised work experience, provide 
multiple copies o(this page. 

Number of Casel 
OesctlptJon of experience Involving Persona 

Participation 

Oral admlnlltratlon ofsodlum 
iodide 1-131 requiring a written 
cltrectlve In quantities .... than <1­
or equal to 1.22 glgabacquerels 'T 
(33 miDlcuries) 

I 
.Oral administration orsodium 
Iodide 1·131 requlrfrlga wrfttan 
dlreetlve In quanti1ies $Jreater 
than 1.22 glgabecquerels (33 
mlllicurles) 

. Parenteral administration of 

Iany b6ta-amitter, or 
Iphoton..,."ltlng radlonucllde 
with a photon energy les. than 
150 keV for which • written 
dinlctlve II required 

Parenteral admlnlstral:lon of 
any other radlonuclide fOr 
",rllen a written Clll'8CIIVe II 
reqLllrec:I 

Laca" of ExpertencenJcense or Permit Dates of 
Numbs' of Facility experience· 

,t:J -:rID ... ••
0' S"16 S ­ 0 \ 'OV ,. =' 

0""o\.- ­ I 
o(.,/,~ I 

I 

. " .. 
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NRC PORM 313A (AUT) . U.S. NUCLEAR REGULATORY COMMISSION 
(3-3XII) I 

AUTHORIZED USER TRAINING AND EXPERI NeE AND PRECEPT·)R ATTESTATION (continued) 

l!P~"'!!c~.!RllilULUI!dlllI9Il (continued) 

First Scion (continued) 

F tl t h s satisfactorily completed the eo hours of classroomo I attas1 that 
Name 01 PqJCItMI AIAIOrlZed u_ 

and laboratory training. as required by 10 CFR. 5.392(c)(1). and 1M SJpervlsed work and clinical case 
experience required in 35.392(c)(2). I 

I Att_tall 

h s satisfactorily completed the 80 hours of classroomo I attnt that 
--;-;N.me--:of:-::""'~CJF-_--:-cl-:-AUI-:~-IQI-:-IPIci-'--;-:u~..,.-+-

and laboratory training. 81 required by 10 CFR 35.39 (c)(1). and the ;upervlsed work and clinical case 
eMperience required In 35.394(0)(2) . 

••••••••••••••••••••••••••• . ......................... -­
Second Sectton 


~ I eitnl that ~i".. J'#..A 1fV\.. .Ih..... (,.. h • ntllfactorlly :omp'etect the required cllnl~1 ute 

Name oIF1l'11powc1A~u_ 


exP4'rience required In 35.300(b)(1 )(li)G listed low: 


Ii:l Ora' NaH31 requiring 8 written directive In q\Jantl as less than or equal to 1.22 

gigabecqlJtlf"els (33 millicuries) 


fiJ Ora' NaI-131In quantities greater tha~ 1. uerels (33 n-lUcurles) 


~ Parenteral administration of beta-emitter, 0 photo -emitting radio_ucllde with a photon 

8flargy leas than 150 keV requiring a wrltte dl va Is required 


~ Parenteral ~mlnlstratlon of any other ra 


-----------~.------~~...... • ••••••••••••••••••••••••••• 

Third Section 


~ I atteat that h a satisfactorily achieved a level of competency to 


function independently as an authorized user r: 

[Xl Ora' Nal-131 requiring a written dnctive I quantres lese than orequal to 1.22 

glg&becquerels (33 mlllicurtes) 


ri(! Orel NII-131In QUlntltio. greattr thin 1j~ jg.~I,I"' f$$ t'l"'i11~l,Iri.,) 

~ Perenteral administration of beta-emittar, ph011....emlttlng radlOl'lucllde with a photon 


energy lass than 150 keV requiring a wri n dire 'va Is required 


~ Parenteral admlnistratlot'l of any other radl nuc/ld requiring a wrI ten directive 
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February 24, 2011 

Bv E-mail 

Eater Trlnos 
ule Medical Center 
1140 Wilt TtY!« Street 
Chicago. IL. 60612 

Dear MI. Trlnos: 

RE' The 

This letter eonnrina that Brandon Martinez, 
Memorial Hospital on the use of TharaSphe 
of hepatocellular carcinoma, which was pr 
2011. 

part clpated In a traonlng program at Northwestern 
I Y 00-00 GIBSS rrt;crospheresfor the treatment 

nted y Nordion repr..sentattves on January 26, 

This vendor trairing program meets the requ remen for training a '\d experience specified In 
paragraph two of 1M Nuclear Regulatory Co missl n Guidance -Lllc::rosphere Brachytherapy 
Sources and Devlcesn revised September 8. 

Youn sincerely, 

~~ 
JackIe . Groff 
Global rand M.,ager. TheraSphere 
Nordion 

JMG/II 

00: Mark Jordan, Clinical Account Manager 

. 
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5441 E. WilIams Boalarard, Suile 200 •Tocson. Arizooa 857114493 
Ptlor1e (520)1!lO-2000 . Fax (520) 79()"3200 . W\IIWJheilbr.org 

rEES 

~. Haffty, MD. 
d91l November 4, 2010P. Bcrgsllde. MD. 
dent-EIed. 
j L Morin. PItJJ. 
rtarr- Treasurer Brandon Keith Martinez, MD 


833 W. 15th P[ Unit 501

sic Radiolollr 

Chicago, IL 60608
.1. s..re, M.D. 
jis,~uri 

Ii Bel1lUist, M.D. To whom it may concern:
1IlVi'1e. Florid. 

" Borgsfede, M.n 
" CoIOOido This letter serves to verify the status of the below-listed individual. 
:::rt:rNlI"M,o. 
:late, Arizona 

JooneGy, M.D. 60811 Brandon Keith Martinez, MD DaB: 06/1976 
tali, 0IIi0 

OU!lllidc. M.D. 
bor, \f1Chig_ Certified: Diagnostic Radiology, 2010 
_, MInnesoIIforbes.l.to. Maintenance of Certification: 2010 valid through 1213112020 
'. Frush, M.D. 

1, r-iorlll C1IroIlna Sincerely. 

Guiblrleal,M,O. 
n,r_ 
1te!OCI1I. ltD. i Gary J. Becker, MD 

~=(l ,rlWlcisr:D. Cafifomia 

1ahoIIeY. M. D. 
illl.CIIio I f\-) rJ, 1b1>, T1f ls cEt(· {S JJ4'l'- MaIro, M,O. 

H'II, H\lIfI Carolina I 


Mi!zwa, M,D. I Acc~Lt FO~/ ~r. ~cO uSfjak.Midigan 
2Immerman, MD. I (oefl. ( '5 S. 3q0 fi-A IMWh" e:r-c)t. NewYOtt 

100000/agy 

I/o. M(l, Ph.D. 
T_ 

~.MO. I
e, WilCllllsin 

amy, M,D. 
1SWick. New Je/seir 
hnie. M.D. 
iassac,1JSIIIII 

,~rtwe, l.lD~ Ph.D. 
CIly, U!IIII 

:PIIysic:I I 
lIlY. pit(). I 
,,$culllO:wdina 

I
bbott. PlLD. 

i 
I 

Gary J. Becker, M.o•• Er.1ICUtive DinlctDr 

Associate EucutiYe Din!do!1l AssistAInt &eadM DiBcIots: MainfBnanet of Certification 

DiagllODc Rafidogy: Kay H. VyilarenJ. M.D. 0iagn0Il1ic RadiGIcgy: Janes p, Borgslede. MD. 

Radialon Oncdogy: Pall E. WalDer. D.O, 
 Radilllion Oncology: Anlflony l Zelman. MD. 
RadIOOgic PIlyibi: SI.e)jlen R. 1'homeII, Ph.D. lGdiOOgic?hysirls: G. Do!Iad FfII1. Ph.D. 
Mninishlialt Jermifer L BISllQ, Ph.D. ~ Cerlllcatioo: Milton J. ~ MD. 

http:forbes.l.to
http:W\IIWJheilbr.org
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Sources and Devices· revised Seprember 20 8. 

Yours sincerely. 

~~ 
Jackie . Groff 
Global ~rand Manager, TheraSphere 
NordIon 

JMG/sl 

cc: Mark Jorden, Clinical Account Manager 

February 24, 2011 

Bl E-mail 

Ester Trlnos 
ule MedIcal Center 
1740 West Tayfa' Street 
Chicago. fL. 60612 

Dear Ms. Trlnos: 

R; 

This letter confirms that Brandon Martinez;. 
Memorial Hospital on the use of TharaSphar 
of hepebxlellular carcinoma. which was pres 
2011. 

This venclcr training program meets the req 
paragraph two of the Nuclear Regulatory C 

Bted In a tra nlng program at Northwestern 
• Vtt 'um-gO Glass ~lcro8pheres for the treatment 

y Nordlon representatives on January 26. 

men s for training a ,d experience specified In 
mlasl Guidance -lYicrosphere Brachytherapy 
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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. 

II. 	 Experienced Physicians, Podiatrist$, 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. 



III. 	 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 S, 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 RSO. 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 
Band 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 S, 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 laboratory review courses that include radiation 
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. 

2 




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 (Le., 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 (Le., "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 (Le .• 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 Commonwealth 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. 
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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://www.nrc.gov/materials/miau/med-use-toolkit.html. 

Note: An individual that is board-eligible will not be considered for this pathway until 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 II 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 II 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 laboratory 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 

4 


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

The NRC Form 313A series Part II - 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, id~ntify each supervising individual by name and provide his/her qualifications. 

Item 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 II). 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 RSQ, AMP, ANP, or AU. If more than one supervising individual provided the 
training, identify each supervising individual by name and provide his/her qualifications. 
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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 (Le., 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 II. 

Item 4. 	 Authorized User, Authorized Medical Physicist, or Authorized Nuclear 

Pharmacist Identified on the Licensee's License 


Provide the requested information (Le., 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 II. 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. 
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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. 

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

Item 1. 	 Board Certification 

Provide the requested information (Le., 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 jf 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 (Le., documentation of device-specific training (complete the 
table in 3.c) and complete the Preceptor Attestation in Part II). 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. 

Item 3. 	 Training and Experience for Proposed Authorized Medical Physicist 

As indicated on the form, additional information is needed if the degree, training, andlor 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). 
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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 If 
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 II. 

Part II. 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 device-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. 

VIII. 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: 

Item 1. Board Certification 
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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 jf 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 II. 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 preceptor's 
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 (AUO) 

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 (Le., 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) 	 Fill in 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 3S.290(c)(1}(ii)(G) 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.c for 10 CFR 35.500 uses. 

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

Part II. 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: 

Item 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 
AU. 

Item 2. 	 Current 10 CFR 35.300,10 CFR 35.400, or 10 CFR 35.600 Authorized User 
Seeking Additional Authorization 

Submit a completed Section 2.a, 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. 

12 




Submit a completed Preceptor Attestation in Part II. 

Part II. 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 AU who is a nuclear medicine physician, radiologist, 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 )(ii)(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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XI. 	 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 (Le., 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 II. 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 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 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-gO 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-gO 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 II. 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

gO eye applicator use is in the first section. 


The attestation 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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