
Roldan. Lizette 

From: Roldan, Lizette 
Sent: Thursday. June 14, 2012 12 :52 PM 

'Matthews, Robert J. ' To: 
Subject: REQUEST FOR ADDITIONAL INFORMATION REGARDING RENEWAL CONTROL 576628 

License No,: 
Docket No,: 
Control No.: 

11 -27307-01 
030-32264 
576628 

Dear Dr. Matthews: 

This is in reference to application dated December 3D, 2011 regarding the renewal of Nuclear Regulatory 
Commission License No. 11~27307-01 . In order to continue our review, we need the following additional 
information: 

1. You have requested to add Arne Michalson, M.D. as an authorized user for 35.300 and V-gO 
applications. In the NRC form 313A (AUT) you selected pathway 1 "Board Certificationn and submitted 
the information following pathway 3 "Training and Experience for Proposed Authorized User". 

a. If you would like to follow pathway 1, please provide a copy of the board certification. 

b. If you are going to follow pathway 3, on each table there is a section designated to document 
the hours of training and experience including classroom and laboratory training. In accordance 
with 10 CFR 35.390 an individual must complete 700 hours of training in order to be qualified for 
35.300 procedures, where a minimum of 200 hours must be classroom and laboratory tra ining . 
Please include the total hours of classroom and laboratory training, and supervised work 
experience the individual has completed. In addition, please check the appropriate box for the 
supervised experience in 3.b "Supervised Work Experience". 

2. You have requested to add Casey John Fatz, M.D. as an authorized user for 35.300 and Y·90 
applications. The NRC does not recognize the board certification you provided because the dates are 
out of the acceptable range. In the NRC form 313A (AUT) you also submitted the information following 
pathway 3 ~Training and Experience for Proposed Authorized User", wh ich is the correct pathway for 
the proposed individual. However, in this section you have documented 650 hours of training and 
experience including classroom and laboratory training. In accordance with 1 0 CFR 35.390 an 
individual must complete 700 hours of training in order to be qualified for 35.300 procedures, where a 
minimum of 200 hours must be classroom and laboratory training. If the amount of hours was a typo, 
please resubmit the entire form with the correct hours. Otherwise, please resubmit the entire form when 
the individual has completed at least 200 hours of supervised work experience. 

3. For your convenience, you may view the specialty board certifications recognized by NRC Under 10 
CFR Part 35 modalities using the following link: http://www.nrc.gov/materials/miau/med·use· 
toolkiUspec·board·cert .html 

Please reply to my attention and refer to Mail Control No. 576628. If you reply via email, please attach a signed 
letter in PDF format or you may fax your response to (817) 200·1263. Please reply by Friday, June 22, 2012. 
If I do not receive a response by the due date, I will assume you do not wish to continue with those changes to 
the license and will void that part of the renewal application without prejudice to the resubmission of a license 
amendment requesting the individuals be added to the license for the modalities requested. 

If you have any technical questions regarding this deficiency letter, please call me at (817) 200·1 596. 
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Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov; select Nuclear 
Materials; Medical, Industrial, and Academic Uses of Nuclear Material; then Regulations, Guidance, and 
Communications. You may also obtain these documents by contacting the Government Printing Office 
(GPO) toll-free at 1-866-512-1800. The GPO is open from 7:00 a.m. to 6:30 p.m. EST, Monday through Friday 
(except Federal holidays) . 

Sincerely, 

Lizette Roldan-Otero, Ph.D. 
Health Physicist 
U.S. Nuclear Regu latory Commission 
1600 E. lamar Blvd. 
Arl ington, TX 76011-4511 
Office : 817-200-1596 
Fax: 817-200-1188 
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Roldan, Lizette 

From: 
Sent: 
To: 
Cc: 

Subject: 

Attachments: 

Matthews, Robert J. [rmatthews@kmc.org) 
Friday, June 22, 2012 11 :54 AM 
Roldan , lizette 
Mike' '6Iee; Melissa' 'Filipkowski-Pelton; Jennifer L --KMC Neely; Jeremy S. Evans 
Uevans@kmc.org) 
RE: REQUEST FOR ADDITIONAL INFORMATION REGARDING RENEWAL CONTROL 
576628 
ArneMichalson313(aut). pdf; CaseyFatz313(aut).pdf 

2nd response corrected subject. Re: License no: 11-27307-01, Docket no: 030-32264, Control no: 576628 

Dr. Roldan-Otero, 

We have reviewed your request for additional information regard ing the NRC form 313A(AUT) regarding Arne 
Michalson, M.D. and Casey Fatz, M.D. submitted for our license renewal. Corrected forms are attached. The 
information we submit for correction of these forms was garnered from a more thorough review of our records , 
a parsing of the didactic lecture programs and the practicum schedules for residents at the University of Iowa 
and University of Texas for each of these physicians, respectively. Credit for the additional year of residency in 
the joint radiology and nuclear medicine program was not determined for Dr. Michalson. The license number 
for the Gulf Coast Medicine Center where Or Michalson served as Director of Nuclear Medicine could not be 
determined. Nor were additional hours included for Dr. Michalson's additional year as fellow in interventional 
radiology. 

Note that because Or. Michalson has proctored cases of Bexxar administrations we are requesting his 
additional privilege of parenteral administration of any other radionuclide requiring a written directive. However, 
Dr. Fatz has had no proctored cases in this category and his request for privileges has been modified to reflect 
this fact. 

We trust these corrections and additions answer your request for additional information. If you have additional 
concerns please contact Dr. Robert J. Matthews at 208-666-2529 or email: rmatthews@kmc.org. Thank you 
for your considerations in this matter. 

Robert J . Matthews, Ph.D., DABR 
Medical Physicist 
Kootenai Medical Center 
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NRC FORM 313A lAUD u .s . NUCLEAR REGULATORY COMMISS ION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATIESTATION 

(for uses defined under 35.300) 
[10 CFR 35.390, 35.392, 35.394, and 35.3961 

APPROVED BY OMS: NO.l15G.cl120 
EXPIRes: JI3112011 

Name of Proposed Authorized USf!r Siale or Ternlory Where l icensed 

1..10111" 

Requested AuthorizatlOn(s) (cheCk all thaI apply) 

~ 35 300 Use of unsealed byproduct matenal for which a wnnen directive is reqwred 

OR 

ZI 35 300 

I!J 35300 

Z] 35.300 

I 135.300 

Oral administration of sodium Iodide 1· 131 reQulfing a wntten directive .n quar,llties less than or equal 
to 122 gigabecquerels (33 mllhcunes) 

Oral adminlstraliOn of sodium Iodide )-1 J 1 requiting a written dlre:c!lve In qucmllties greater Ulan 1 22 
glgabecquerels (33 mil1icuries) 

Parenteral administrallon of any bela-emitter or photon-emitting radlonllcitde With a photon energy 
less that 150 keV for which a wnnen directive is required 

Parenteral admmistrallon of any other radlonuclide for whiCh a wntten directive IS required 

PART I - TRAINING AND EXPERIENCE 
(Se/ecl one of the three methods below) 

- Train ing and Experience, including board certification. must have been obtained wllhin the 7 years preceding the dale 
of application or the individual must have related contimling education and experience Since the required tramlng and 
experience was completed. Provide dates, duration. and description of continUing education and experience related 
to the uses checked above 

1. Board Certification 

a PrOVIde a copy of the board certIfication 

b For 35 .390. provide documentation on supervised clinical case expenence. The table in section J c may 
be used 10 document Ihls experience. 

c For 35 396, proVide documentation on classroom and laboratory training supervised work expenence 
and supervised clinical ease expelience. The tables In sections 3.a . 3 b .. and 3.e may be used to 
document IhJS expenence 

d Skip to and complete Part II Preceptor Attestation . 

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

a Authorized User on Materials lIcense under the reqUirements below or 

eqUivalent Agreement State reqUirements (cheCk an that apply)" 

35 .390 35.392 35394 35.490 35.690 

b If currently authorized fat a subset of clinical uses under 35 .300. provide documentation on additional 
required supervised case experience. The lable in section 3.c. may be used to document this 
expenence Also provide completed Part It Preceptor Attestation. 

c. If currently authorized under 35.490 or 35 690 ancf requesting authorizatIon for 35.396, provide 
documentation on classroom and laboratory training. supervised work eKpenence. and supervised 
clinical case experience The tables in sections 3 a .. 3 b .. and 3.c. may be used to document this 
experience. Also provide completed Part II Preceptor Attestation. 



NRC FORMJ13A (AUT ) U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

.f 3. Training and Experie nce for Proposed Authorized User 

a Classroom and Laboratory Training .f 35,390 .f 35392 

Description of Training 

Radiation phYSICS and 
instrumentation 

Radiation protecllOn 

Mathematics penalning to the 
use and measurement of 
radioactIVity 

Chemistry of byproduct 
m atenal for medical use 

location of Training 

, I"' ''TS;I) "f I , ' \.1.'. I h""t"u I k;...l i"I,,..t~ R,·.".kll'·~ ' 
\ (1) ,\,,,,,,1'00'''. 11,""1 '~ . I 1-.:11,1\\ Inl':1' ':n!j~"'J I K:lJ I 

I I !l i H'",it~ "I" r~\ I" . J !"'hlon I RII.!i"l;l!;"!) R(',i,k"",I'1 
/. 11 ) ,\ n<i ;.T·h'U. I I"lh l"n II dJ"" Inl ~r'\'Cl)li'>n:lllb;l ; 

lui, ~n; il~ ", I ~\.I~. I ]'''1.>'''0 tJbtl K'lu~ ~ I.! l ... i,kn..., I 
\11) ,\,"kr;,,". t l'''Nn" I t ' ~H,", Int ':"l.'llw,n"I I':'ooJ l 

11Il i" ':Thl') ,,1", ~'\ . I~. 111>11.;;'''" I H:Illi"I,'£.~ Rc" id,' n,·~ I 
MIJ .. \1111;:,...."'). 11 (1\1)\(\11 {J din" 1!Il~·r-. ,'mi"II:11 R;ul) 

RaQiation biology 
- - ---j-ni\coou} ,If 1':\.I.':::-l li'lhl.llll K.t<li(ll"l:') K~"'I,kl1.·') 

.\11 1 :\m.lcn.o'fl . 1 1"Il>I .. n (1 ·~Il ...... l"ln' ~,l1i"n . 11 K,od I 

Total Hours of Training : 

./ 35.394 

25K 

1.1"1 

"., 

,,' 

::.'/. 

./ 3539G 

Clock Dates of 
Hou rs Training' 

Jul" " '· hili 'iI' 

} II! ~ '.~ ,)'''1 '0·1 

Jan '''4 . II,', ' I I 

1,,1")<)· II","'., 
.I ;", ' 1 ~1 . l l~. '11 

J"I ''<1, )"11 '~H 

J..IU tt.l • l >c~ ' 11 

; ,,1 ',ili . JUII ''',1 
~ 

l.m'II.I·lk. 'II 

lUI "1'" lUll \I~ -
bll ·h·I · I',',· ·1 1 

7.,.1 

b Supervised Work Experience ./ 35 390 ./ 35 392 .f 35 394 ./ 35396 

If fffOfP Ilwn ofle supelvrsmg m(}/vidui.l/ls necessary to document supeNlsful tralnillg. p/Ol/lele multll)/H cvp'es. 
of /hIS page 

Supervised Work Experience 
O:h i,11 /):1' ''' '1''''' ' .\I.U. 

DesCnplJOn of Expenence 
Must Include 

I Total Hours 01 
~perience ; 

location of Experience/license or 
Permit Number of FaCility 

O rdcrlng . receiving . and I lnll'-l'i l} "I ·k\ :,~. 11 ""~1"" ~ lbd i "IIII:l.' Ih"iJ" II>'~) 
unpacking radioactive 'H I ·\ltJ~"""'II. I I'I".l',U II·dlu" tnll.'r'\ " lIl1"Il~1 It:!J I 
materials safely and performing '""'\ /II (.,ji,·al. J 'It"~·ll l.\. ,\L 
the related radiation surveys t\''''''''oai '\ l.:-di,·"J L\·1\wr. II · n .;U ~ ,(li 

Periormlng quality cOnlrol 
procedures on instruments 
used to determine the aclivily 
of dosages and performing 
checks for proper operahon of 
survey meters 

Calculating. measuring. and 
safely preparing patient or 
human resea rch subject 
dosages 

Lilli, " ~I) " I J ':\;D, II, '''~IOI' I R;" lhlj"l!.'· I{r.:,jdcm;~ ) 
) ll1 "nJc·rs' ll l. 1 r. '11 .. 11111 ( Fdl"" I,,'~r'\ ~lIrj' lfl<!1 IlaJ I 
~irlC'\ ~kdl':11. l'lh>cnl\, AI 
", ~"cn"i \lc i.lk.11 ( ' .. ,lH:r· Il ·!"7 .~117 ·\11 

, ni, ""'iI~ (of I ,'\ :1). 11()\I~I .. n iR:1Ji"IoI;:.' R, .. "t.:I1"~ I 
\10 A IIJ,·n-.'il I lou,'"" I I cll,,,, J!ll.: .... .:ml"".,' H:..J1 
\ in ... , \t .. ,lie'll. 1 ~\I .... ni\. AI 
" '~'lclI.li ~k .. h~111 ( .. 'nler · 11,!7.:u,.U I 

USing administratIVe controls 10 ' tli"":,,,il) "I' I " '>: :1.' . 11""~h ll l ~ 1{'~linl,.~ ~ ~h ... "k'K~ t 
prevent a medical event 'It) "'",I(T';OO. J ICl" .. Io ..... I ... Ih", 1111"1"\ ,'l1 ln'II:11 RJ,I I 

\in..- , \!..-di,·:,1. ,'h,'I(!ni\. \I mllolving the use 01 unsealed 
byproduct material 

USing procedures 10 contain 
spilled byproQuCI material 
safely and usmg p roper 
deconlammalion proced ures 

"'~ 'kl \.li M'·"i •. 11 f\·nkr. I J .:!71. 1 1 ~.0 I 

, UI'c"j!} "r " ~\;O'" I 1. .. 0, •• ,11 1 /(ai ll u"'J~ Ik<i.k.'rh ~) 
'tt l .\ no.J~""'''I. Ihltl-l,m I I .:11"" I m~n'·Il!".n;tI K ;~11 

""~'\ .'k .. ,",·:. I. j'h,,,''1i \. \1 
).,.M''''ll.I; ~k.t " ':11 ( ',.·Of ,:f . J 1· :7 Jn~ · 1I1 

: ~ (, l 
Confirm 

Dales of 
E)(perience~ 

J1I 1"N, Jun · I'.~ , Yes .I,II ·U,; , 1,,11 '()~ 

Jun'U{ 
No j:m 1'1· 11, ... · · 11 

J"I"I'I , IUIl " ' ~ 

./ Yes Jul·l).' . JWl H I 

J"n'lt~ 
No .1.1" 'U I • I "'~ '11 

./ Yes 
J" I "jQ · lUll '0.' 
)"I·n.\ ,luu'fH 

No J'II\ 'U~ 
):!rl'\14 , I)n ' 11 

Jul ")'1 . 11111 'n ~ 

./ Ye • Jal 'U,~ . l Ull '0·1 

No J" iI ' I!.~ 

j,I" '(q , J I,',' 'II 

J"I·'I'; . 10101 '/' .' 
./ Yes J"J ' I l .~ , I", '1 1-1 

Jun ·U .~ 

No J,lt l·II·1 . I '·.·.· 'I I 



NRC FORM 31lA tAUTI 
,~ :'lC'I; 

u.s NUCI.EAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Training and Experience for Proposed Authorized User (c ontillued) 

c. Sllpervlsed Clinical Case Experience (continued) 

licenseiPerrnl'. Nllmber h~llflg Stlpervl$lng IIldlVldual as an 
(lulhonzeo (Iser 

t l·~ ; :;UI · l1t 

Sllpervlsing Individual meels the requirements be low, or eqUivalent Agreement SI3te reQulteOlents /check all 1M/ 
apply)"" · 

IMth expenence admmistering dosages of ,f 35.390 

,f 35 392 

,f 35394 

,f 35.396 

,f Oral Nat·13) requiring a written direchve III quanbtles less than or equal to 1 22 
gigabecquerels (33 milhcunesl 

,f Oral Nal· 131 In quantities greater than 1.22 glgabecquerel s (33 rniUicunes j 

,f Parenteral administration of bela-emitter. or pholon-emlttlng rad ionuchde with a photon 
energy less than 150 keV requlrmg a written directive IS required 

,f Parenteral administration of any other radlOnuclide reqUiting a wlIUen dtrecliv~ 

•• SlIpervism!,! Au Hled U$el lTluSI have tlqJefie-o-...:e '" adrn""SIeflrl\! IJOs.ages ~I Ihe sa"lle oosage C.u egory Of" cal/:"9oroe:. d5. lIot! lld1vll1ua! 
reqoosltOg Clulnonled user Sill'", 

d Provide completed Part II Preceptor Al!es!ation . 

PART 11 - PRECEPTOR ATTESTA TION 

NOle ThiS pan must be completed by the mdivldual"s preceptor Tile preceptor does not ha .... e to be the supervising 
Individual as long as the preceptor provides. drrecls, or v~ri fl es training and experience reqUlred . If more than 
one preceptor is necessary to document expenence, obtain a separate preceptor stalemen! from each 

8y checking the boxes below, Ihe preceptor IS a!lestlng thaI the indiVidual has knowledge to fu!fill the dutIes of Ihe 
position sought and not attesting to the individual'S ~general chnleal competency ~ 

First Section 
Check one of the following for each roquested authoriZation : 

For 35.390: 

Board Certi fication 

I attest that has satisfactorily completed the ttammg and e)(penence 

reqwrements m 35 390(a)( 1) 

OR 

Training and Experience 

.; I aUes! that I ·,N·, J"hn I ~lf . M f) has satisfactoflly completed the 700 hours of training 

11_ '.)I PrCJp<lM>o:l AulNtr.:..a u""" 

and experience, InCluding a minimum of 200 hours of classroom and laboratory training. as reqUIred by 
10 CFR 35 390 (b)l l ) 



NRC FORM 313A (AUT) U.s . NUCLEAR REGULATORY COMMISSION 
1 :'!.~. 

AUTH ORIZED USER TRAINING ANO EXPERIENCE AND PRECEPTOR ATIESTATION (continued) 

3. Training and Experience for Proposed Autho rized User (continued) 

b. Supervised Work Experience (contJrlued) 

Supervis1Il9 Individual LICense/Perm!! Numoer liSting supervising Illdllll(!ual as an 
authorIZed user 

1 1· .!~·3nl -1 11 

Supervising Individual meets the requirements below. or equivalent Agreement State (eqUirements (clJeck all fllal 
apnly)"' 

With e)(perience administering dosages of· 

.,t Oral Nal -131 requlnng a written directive In quantilies less than Of equal 10 1 22 
glgabecquerels (33 milhcunes) 

I Oral Nal·131 111 quantities greater than 1.22 glgabecquerels 13] mllllcu rleS) 

I 35.390 

./ 35 392 

.,t 35394 

./ 35 396 
./ Parenteral administration of beta-emllter or photon-emItting radionuclide With a phOlon 

energy less than 150 keY reqUiring a wri tten dlfectlVe IS reqUired 

I Parenteral administration of any other radlonuclide reqUlflng a wrlnen directive 

•• 5UpIOIVISlrl(1 Aullioruec User musl hlivtl e ~ p£lII<."n(;l' '" lHImill i .. tering cosages In the same dosage ca leJ,jory 01 t;..1 !('!loroes <IS lh .. 11I,JIVI.JU.,t L lequ-eS!;rlg iUU IOlilOO vaer status J 

c. Supervised CliOlcal Case Experience 
ff mort' IIliJll one ::mperVising indIvidual IS necessary to document supe1vI$ed work expenence. provide 
multiple copies of lIIis page 

Description of Experience 

Oral administra tIon of sodium 
Iodide 1-131 requiting a written 
dlrecti .... e in quantities less Ihan 
or equal to 1.22 gigabecquerels 
(33 millicuries) 

Oral admlOlSlratJon 01 sodium 
IOdIde t-131 req Ulflng a wntten 
directive In quanll1ies greater 
than I 22 glgabecquerels (33 
nllllicUfleS) 

Parenteral administration of 
any beta-emiller. or 
photon-emllting radionucl1de 
With a photon energy less than 
150 keY for which a written 
directive is required 

Parenteral adminislrallon of 
any olher radlonuchde for 
which a wnttell dlreclive is 
reqUired 

Number of Cases 
Involving Personal 

Participation 

,." 

) y _~n n ll ~Tlhph .· ,.,; 

.10 , _'Ill mi .. :ro.'I"l~"fe 

location of Experience/license or Permil 
Number of FacIlJly 

Snl(·' \lcdl~"::ll. 11" .... lI i '. ,\I 
Kr'"ien,,; M~-.iiGJ! t. eillef . I J -.:o i 10--e l l 

Dates of 
Expenence" 

J ;u I·t )..l - I);~· ll 

J:II) · 'I~ - I k,· · 11 

JU II ·u~ 

J.m '11.1 • I )":~ · 11 



NRC FORM 313A IAUT) u.s. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ArrESTATION (continued) 

Preceptor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Regardless of Training and Expcri(J1CC Pathway) : 

./ ! attest that (,,~ ,.~ J"hto hi t( . M II has satisfactorily completed the 80 hours 01 Classroom 

and labOratory training . as required by 10 CFR 35.392{c)( I ). and the supervised work and ctinical case 
experience required in 35 392(c)(2 ). 

For 35.394 (Identical Attestation Statement Regardless of Training and Experimce Pathway) : 

.; I attest that t ;",·~ J,)hn r~ l t. M.D has satisfactorily completed the 80 hours of classroom 

and laboralQry training. as required by 10 CFR 35 394 (c)(1 ). and the supervised work and clinical case 
experience required In 35.394(c)(2). 

____________________________________ _ ____________ • ____ ____ MM . 

Second Section 

.; I attesllhal (";,., .. ;~ John r ll17, 10.1 .11. has sal!sfactorily completed the required climcal case 

experience required In 35 .390(b)(I)(li)G lisled below· 

I Oral Nal-131 requiring a wri tten directive In quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) 

./ Oral Nal-131 In quanhtres greater than 1 22 gigabecquerels (33 mlilicunes) 

.; Parenteral administration of beta-emitter, or pholon·emttllng rad ionuchde With a photon 
energy less than 150 keV requiring a written directive is reqUlfed 

Paremeral administration of any other radlonuclide requIting a written directive 

------------------------------_._.--------------_._--- ----_ .. 
Third Section 

./ I attest that l ..... .,...~ }"h!! bl17', \.1 I). haS satisfactOrily achIeved a level of competency 10 

function Independently as an authorized user fo r: 

.; Oral Nal·13 1 reql liril1g a wnllen direclive In quantities less than or equal 10 1 22 
gigabecquerels (33 mli licuries) 

./ Oral Nal-131 in quantities greater tllan 1.22 g igabecquerels (33 millicurles) 

.; Parenteral admmistratlon of bela-emitter. or photon-emitting radionuclide with ill photon 
energy less than 150 keV requiring a wntlen directive is required 

Parenteral administration of any other radionuclide requinng a written directive 



NRC FORM 313A !AUTI U.S. NUC LEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATT ESTATION (continued) 

Fourth Section 

For 35.396: 

Current 35.490 or 35.690 authorized user: 

I allesl that 15 an authonzed user under 10 CFR 35490 or 35 690 

or eqUIvalent Agreement Stale reqUirements . has satisfactorily completed the 80 hours of classroom <lnd 
laboratory training. as required by 10 CFR 35 396 (d)( 1). and the supervised work and clinical case 
experience reqUired by 35 396(d){21. and has achieved a level of competency suffiCient to funchon 
Independently as an authorized user fOf" 

Parenteral administration of any bela-emltler. or photon-emitting ra dionuchde with a photon energy less 
than ' 50 keY for which a wollen directive is required 

Parenteral administration of any other radlonuchde for which a written directive IS reqwreL1 

OR 
Board Certification: 

I I attest thaI C,~,·~ J"h .. r :l17. \ 1.0 . has satisfactonly completed the board certification 

~j$Tll!l of p ,<>pOW!d Au\l"IOorn:"II u.,-

requirements of 35.396(c). has salisfactonly completed the 80 hours of classroom and laboratory training 
required by 10 CFR 35.396 (d}( 1) and Ihe supervised work and clinical case experience reqUIred by 
35 396(dl{2). and has .. chieved a level of competency suffiCient to funcllon independently as an 
authoflzed user for: 

"I Parenteral administration of any beta·emltter . or photon·emittlng radlonucllde With a prlolOn energy less 
than 150 keY for which a written directive IS required 

Parenteral admlnstration of any other radionuchde for which a written directive IS required 

-----------------------------_.-.-- ------------------------
Fifth Section 
Complete the following for preceptor attestation and Signa ture : 

-I I meet the reqUIrements below. or equivalem Agreement State reqUirements. as an authOriz ed user fOi"" 

.; 35 390 I 35392 .; 35 394 -I 35 396 

-I I halle experience admu'tstenng dosages in the following ca!egones for Which lhe proposed AuthOrized User IS 

requesting aulhOflza llon 

-I Oral Nal-131 reqUlnng a wntten directive In quantities less than or equal to 1 22 glgabecquerels (33 
millicuries) 

-I Oral Na l-13' In quantlhes greater than 1 22 gigabecquerels (33 millicuries ) 

-I Parenteral admmistration of beta-emitter. or photon·emltting radlonuchde WIth a photon energy less than 
150 keY requiring a written directive is required 

.; Parenteral adminIstration of any other rad~UChdEe req umng a wntten directive 

Nafllf: of Preceptor s~'ure (\ L Tetephone Number 

1)."", 1 t J.IW " I'''rt. \ 1 11 -" '''''\..)j ~~ ~IIR·"" h·.l ~C141 
LIcense/Penni! NumberlFaClhty Na,."e 

K· ~ ,t~nai \kJ ic.d (<:lIl<: r " ll· ~i.'i) ' '')l 
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SIRJ>A 

Oeccmbe:r 27.2011 

Dr. Cas~y Fatz. MD 
interventionai Radiology 
Kootenai Medical Center 
:2003 Kootenai Health Way 
Cocurd' Alene.ID83S14 

Dc,u Dr. f7atz: 

SlInEX MEDICAL,INC. 
16 Uplon Drive. #'2 .-1 

Wilmington. MA 01887 
Tel: 978 642 3000 

Re: SIR-Sphercs® Microsphcres Authorized User Training and Cc.'rtification 

This letter ccnifics that you successfully completed training in the upcration o f the de livery 
system, safety procedures and clinical use of SIR-Spht!'res yttrium-90 microsphc:n:s th:.11 aft: 10 be 
injected via the hepatic artery to treat patients with unresecl<loJe liver tumors in accorUilJ1I.':c \\'jll1 
the September 2008 NRC guidance. This trai ning included three ()) superv ised hands-o il in­
l 'Urn simulated set-up and deli very procedures that demonstrate possih le issues encountered 
during the yttrium·90 microsphcrc administration. 

Following th~ li cense amendment that names you a!i an AU for SIR.Spht!TI:s ytlrium-QO 
microsphcrc.s usc. Sirtex will prov ide documentation that th~ first three (3) in-vho patient l'aSl"S 
were perfonlled in the physical presence of a Sirtex proctor. 

Sirtex would like to thank you fo r your support in this proccS!i. 

Yours sinl'erely. 

Knute J. Lund 
Regional Sales Manager 

® SIR.Spheres is :l f{cg.i~ler~d Trw..knmrk or Sin~x SII{.Spht'res I'( ~' Ltd 

/; lJl .. -. - , .- , . , . / ,. ; , II ~ , . • :'~ ... .. . / " r· <7 



NRC FORM 313A (AUTI u.s. NUC LEAR REGULATORY COMMISSION 
","IW, 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 
(for uses defined under 35.300) 

[10 CFR 35.390, 35.392, 35.394, and 35.396J 

APPROVED BY OMB: NO. 3150-0120 
eXPIRES: 313112012' 

Name of Proposed Authorized User State or Territory INhere l icensed 

IJ:llw 

Requested Aulhofizatlon(s) (check all\hat apply ): 

["{] 35300 Use of unsealed byproduct malenal for which a wntten dlrecti'Je IS reqUired 

OR 

r- 35 300 

0 35300 

~ 35.300 

C 35300 

Oral administration of sodium Iodide 1-1 31 requiring a written directive in quantities less than or equal 
to 1.22 glgabecquerels (33 rnillicuries) 

Oral administration of sodium Iodide 1-13 1 requiring a written directive In quantities greater than 1 22 
gigabecquerels (33 millicuries) 

Parenteral administration of any beta-emitter, or photon-ernitting radionuclide With a photon energy 
less that 150 keV for which a written directi'Je is required 

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

PART I •• TRAINING AND EXPERIENCE 
(Selece one of the three methods below) 

• Training and Experience. including board certification. must have been obtained within the 7 years preceding the date 
of application or the indIvidual mtlst have related continuing education and experience since the required training and 
experience was completed. Provide dates. duration , and description of continuing education and experience related 
10 the uses checked above . 

1. Board Certification 

a. Provide a copy of the board certification 

b. For 35 .390, provide documenlation on supervised clinical case experience The table in section 3.c. may 
be used to document this experience 

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

d Skip to and complete Part II Preceptor Attestation . 

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

a Authorized User on Materials license under the reqUirements below or 

equivalent Agreement Stale requirements (check aU that apply) 

35.390 35 .392 35.394 35.490 35.690 

b. If currently authorized for a subset of clinical uses under 35 .300, pro'Jide documentation on additional 
required supervised case experience . The table in section 3.c. may be used to document !IllS 
experience. Also provide completed Part 11 Preceptor Attestation. 

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35 .396, provide 
documentation on classroom and laboratory training, supervised work experience. and supervised 
ctinical case experience. The tables in sections 3_a .. 3.b., and 3.e. may be used to document this 
experience. Also provide completed Part n Preceptor Atlestation 



NRC FORM 313A tAUT} U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATIES TATION (continued) 

.; 3. Train ing and Experience for Proposed Authorized User 

a Classroom and Laboratory Tra ining .f 35.390 I 35392 .; 35.394 

Description of Training 

Radiation phySICS and 
Insirumenialton 

Radlallon proleClion 

Location of Tralnmg 

I fn" " f<n~ ,.f I .• "a I R(.',,,t c~'1 '" I<~,I"'!,,.~, k ~ .. d.:.11 .\k,l , 
I " ,lI" t '" ,,,1 \h;d { !l: r . ll jl".~,. \\ .... 

l l ni\~rs jl \ ,,1 1;'''':1 I I, .. ."i.km in R."lill l" r: . .\; r-.udc'u ~kJ l 

1.,,,ln ',,..,1 M ... I emr 1\11"". " " . 

Mathematics penalnmg to the- 1'li"'''' ') ;,1 !<", .lt lt .. .",J,·ul in t{iIJ, ... I..,I'.' ,( ',,,k :u \lcd l 
use and measurement of <.0,,11 ( ":hl \k,f C" U". lIi1,.. , i. \1:<> 
radloacllvity 

Chemistry 01 byproduct 
malena1 for medical use 

Radlal lon biology 

I ";, ~,, il ) ,'I 1,"'.l i k".i,k"i ",lI. lo,l" .h,!!., ,I,: '\ ",k;.u 'k,11 
, ."If! .,"1 \1 .. , I ' ·" l r. ll i l,,,,. ".." 

' 1IiI~n) lIt II"' .. II(~·'IJ"," III R.k l, .. ,I , ~~-~, ",·k ~ .. · ' 1,·,1 1 
" ul { I'n:H ,\ 1.-" ("lIIf.l·hl,,, ;. \I~ 

Tota l Hours of Training: 

1·1i 

b Supen/lsed Work Experience I 35.390 .f 35 392 I 35.394 

Clock 
Hours 

.; 35 396 

Dales of 
Tra,nmg' 

)u" ~II· I"" "'~ 

),," " '1 · I"" ',,< 

Jun ~I I· JUII ·v<. 

),," II) . . ltll' '''5 

.f 35396 
If more limit (Jfle SUPe/V;SlIIlj /lid/vidual IS necessary to documenl suporv/sed trc1J111ilg. plovir/e mull/p/C! copies 
of (Il is pago 

Supervised Work Experience 
\nlo.: \t i~IClI:; .. 'n. ~UI 

OescnptlOn of Experience 
Must Incluoe. 

Irotal Hours of 
~rienc:e : 

Location of Experience/LIcense or 
Permit Number of FacIlity 

Ordeflng . receiving. and I ' I "."'~ i l .\ " 11,,,,;0 I J<.:,.:,I.:I" ill 1{ llIh" I" ,'~ & ,\".-1.:.,,' M,'" I 
llnpackmg radioactive I 'ulll. ... ;!,1 \1 1\1 till' Itd"'I. \,~ , 
matenals safely and performtng h,w'lmJ; \k, I;",I, cnla I J·2; :/Ji·tJ l 
the related radlaHon surveys 

Performmg quality control 
procedures on Instruments 
used to determine the actlVity 
01 dosages and performing 
checks for proper operatIon of 
survey meters 

Calculating. mei'lsunng. and 
salely preparing pahent or 
human research subject 
dosages 

1 · 11I 1""'I1 ~ .. fl'''\:1 ,Ik~i,klll ill l<.tJK' L,!~~ ,I;; Nu. I"Jf \ 1(. .. 1) 
GIIII'C",,'l II.kd L"lIIr. Bd.,.\!. M :-' . 
KOo >(,"I;!i 'k.l i c·~,1 f 'I:n1," · 11 ·~7 :hi .! , I 

I ni, "p' l l~ "1'11,\\ :, , I<c'~i,kIl1 ;n 11.ldi"I,'~ .... , li:. '''~ k:or ~ kJ ) 
(~ "tf ( ...... ,1 \k,1 Cilit. !:IiI"". \1\ ' 
h' k'l~u:t; \ldi,'J l l ~nkr 11·17 .\(17· 11 1 

U 
. d , 11"",,1'41' " I r",,:, 11< ~'"" kn l ill lb .. lh,lo;!) .t :-' ud"'~r ~kdl 

sing a mlnlstratlVe conlro sto " ., .. ',. "., . ,,< 
prevent a meoical event t .II . n~,I " \ .... \ nlf. I ,,\I. .~ . 

Io."e'll,,·n:u :-.kd .... .I I I·cnt"r ' 11· 27:u1.11I Involving the use of unsealed 
byproduct material 

using procedures to conlaln 
spilled byproduct material 
safely and uSing proper 
decontamination procedures 

l., .. il "rsi l~ "I 11)\\.1 1 k .... h.knt III k:"I"·h'b'~ ,t \'''''kar \ t.:-.h 
(,,, II C"a'i \k.t Cnlr. 1111." •. \1 \ I 

10.. ." '1,,, ,:\, 'kJII·~t l "n l.:-r 11· ~ " n7.1H 

Confirm 

./ Yes 

No 

.; Yes 

No 

,f Yes 

No 

I Ves 

No 

,f V., 

No 

Oates of 
bpencnce ' 

1,," " 11 . il '" "I~ 
Itll"I~ . !u" " I~ 

J~I" I" . lie", ' 11 

J"l «,- • I ~;:, '1 I 
Jul "l5 • j'I " "1: 
Jul''' - . II.', ' 11 

.1,,1",- . I" ... . , I 
J"I " J ~ . J'III "):" 

.1,,1 "1 '1 . I),:,· · I 1 

1,,' ·'!' .'I.:..·l t 
Jut "1.' • )ulI '''7 
), ,1 "17 • 1\,..' ' 11 

'"I··r·lk~·· 1 1 
.lul "I~ . JII" . ., -
.1,,1 <.,- . t"lt-. ' 11 

I 
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NRC FORM l 11A (AUT) U.S. NUCLEAR REGULA TORY COMMISSION 
,\ :.»" 

AUTHORIZED USER TRAINING AND EXPERIEN CE AND PRECEPTOR ATTE STATION lconl inued) 

3. Training and Experience for Proposed Author ized User (c on tinued) 

c Supervised Clmlcal Case E)('penence (conl lnued) 

L,ean!;eIPemll! Number hsl :ng SUON\'ISlllg mdp. :dval itS <III 
aulhorued u~al 

1 1·~ -.lo 7·"r 

Superv,slng InCllvldual meets the requirements bel ow, or equivalent Agreement Stille requlre menlSIClleck HII/llal 
apply)"' 

./ 35.3ftO 

./ 35 392 

I 35.394 

./ 35396 

With experience administering dosages of 

./ Oral Nat-131 reQUiring a written directive in quantities less than Of equal !o 1 22 
glgabecquerels (33 rml!tcunes) 

./ Oral Nal · 131 In quantities greater than 1 22 gigabecquerels (33 nllilicunes) 

./ Parenteral admmistratlon of Deta·emllter> or photon-emitting radmnucllde with a photon 
energy lesi than 150 keY requiring a written directive is required 

./ Parenteral administratIon of any other radionuchde reqUlnng a wnttrn dlrechve 

•• SlIf)O>lVl$'''tl AUti"lO"l':"<l U~er mllSI !l3~o.! C~lle "e"ul' in i'I<lm ""5Ie"'l9 llosag~ '" II'lI! S3HH! UOSll (lt: Cll l~1'; 0' c.11f1\loncs <IS Ih~. " ,di~I(1"'ll 
' e<llleSI",g ~ull lOCU lIO ll~' Slil tll~ 

d Provide comp:eted Pan II Preceptor Anestatlon 

PART II - PRECEPTOR ATTEST ATION 

Note This part must be completed by the Indlllldual's preceptor, The preceptor does nol have to be the superviSIng 
Individual as long as the preceptor prov;des, directs. or venfies tra ining and expenence requlfed If more than 
one preceptor IS necessary to document ellperlence. obtain a separate preceptor statement from each 

By checking Ine boxes below. the preceptor is a ttesting that the IndiVidual has knowledge 10 fulfill me dulles of the 
pOSition sougl11 and not atteshng to the indlvldual's ··general c:llntC31 competency" 

First Section 
Check one of the following for each requested authorization: 

For 35.390 : 

Board Certification 

I attest that has sat!sfactorlly completed the training and e)(peflence 

reqUirements In 35.390{a)( 1) . 

OR 

Training and Experience 

.; I atlest that \ m...- \I',.h" I«",. \ 1 n has satlsfaclOnly completed the 700 hours of tramlng 

and expenence. Including a mirumum of 200 hours of classroom and laboratory tra ining . as reqUited b". 
10 e rR 35,390 {b)(l) . 

.\ ~ , 



HR.C FORM l UA (AUn 
l :-'.1 

U.S. HUCLEAR REGULA TORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERI ENCE AND PRECEPTOR ATTESTATION (continued) 

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

b Supervised Work. ElCpefience (continued) 

Llcens.:o/Pernl;' Nurnbt;!1 11$llng supervising individ ual as '1 11 
aulhorizCld user 

SupervIsing IndIVIdual meets the require-men1s below. or equIvalent Agreement Stale reQUlrememS(cllOc.I, all 111/11 
<J/llllyl" 

WIth elipenenCe admlnistenng dosages 01 

I Oral Nal·131 requiring a wnMen dIrective In QuantIties less mall or equal 10 I 22 
glgabecquerels (33 millicunes) 

.; Oral Nal· 1Jl 'n QuantIties greater than 1.22 yigabccquerels (33 millicurles) 

I 35.390 

I 35392 

,f 35 394 

I 35 396 
I Parenteral administration of beta-emitter. or photon-emilling racllOnucltde With a pholon 

energy less than 150 keV reqUiring a wntlen directive IS reqUired 

,f Parenterat administration of any other radlonucllde reqlllflng a wnMen directive 

•• SU~l'IIsmg . .\:othonzed U5e'I n1U~ 1 h3~e e~'>eot!oce .... admllll;51elll"lIl1lO5<IIjf'!S II, lIIe 5.1I11@ OOsag.' (..'lI('9OfVOfcaleg<)rIo?S ilS u,~ "1':1 ,,,"10.,,1 
reQue511119 atilhoriZed user ;5II1IUS 

c Supervised ClinIcal Case ElCpenence 
If morlJ than Of)~ :;IIpervisillg indwidual is neccss.:lry /0 doell/nonl SUf)fffVIS8c1work" eltpenenr.c. pr{Jvlae 
multiple copws of lIIis page 

Number of Cases 
Descrrption of Experience InvolVing Personal 

Part ICipation 

Oral administration of sodium 
Iodide 1-131 reqUiring a wrinen 150 
directive In quantifies less than 
or equal 10 1.22 gigabecquerels 
(33 milficuries) 

Oral administration of sodium 
Iodide 1- 13 1 requiting a written 1(10 
directive in quantities greater 
than 1 22 glgabecquerels (33 
millicuries) 

Parenteral admll1lstration of 
any beta-emitter. or I II 1.0:;\ ,tim' -"u 
photon-emitting radlonucllde 
With a photon energy less than 
150 keV for which a written 
directIVe is requited 

Parenteral administration of 
any other radionuclide for 
which a wnlten directive is 
reqUired 

1 " 1 ~1 

Location of Experience,'Llcense or Permit Dates of 
Numt)er of FaCility Experience' 

Jilt " r" " 1)0. ... . , I 



---- -- --------

NRC FORM 31lA ~AUT I U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AN D PRECEPTOR A TTESTA TlON (continued) 

Preceptor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Regardless of Training and Experience Pathway): 

I ! attest that \m, \1, .:1 ",1", ." . i\ 1. 1J has satisfactorily completed the 80 hours Of classroom 

and laboratory training as reqUired by 10 CFR 35 392(c)( 1), and the superv ised work and clinica l case 
experie"ce reqUIred ,n 35 392{c)(2) 

For 35.394 (Identical Attestation Statement Regardless of Tra ining and ExperiEnce Pathway): 

-I I attest that I\m,· M.id l.IJ,,,n .. \ I, P has satisfactorily completed Ihe 80 hours 01 ctassroom 

and laborator/ trainmg. as reqUired by 10 CFR 35 394 (c)(1). and the supervised work anCl clinical case 
experience required In 35.394(c)(2). 

f- ........ ................ - .... - - .. - .... - .......... ...... .......... ...... ........ - ...... - - - - - - - - .. - - .... . 
Second Section 

.; I attest that .\",~ \Iic·hal."m. \\.11. has satisfactorily completed ' he reqUired clinical case 

experience required in 35 390~b)(I)~ii)G listed below: 

./ Oral Nal· 131 reqUIring a wril1en directive In quantities less than or equal to 1.22 
gigabecquerels (33 millicuriesj 

./ Oral Nat-131 In quantities greater than 1 22 gigabecquerels \33 millicurie5 ) 

,; Parenteral administrat ion of beta-emitter. or phOlon-emitting radionuclide with a photon 
energy less than 150 keV requiring a wri tten directive IS reqUIred 

./ Parenteral administration of any other radlonllclide requiring a written directive 

_ .................. _ _ .. _ ................ ----_ .............. .......... _--_ .............. _ .. .. _-- ........ o.. 

Third Section 

./ I atlestthat :\fllI: MI, Ir.IISt' I1. M.lJ has sallsfactonly achieved a level of competency to 

function mdependently as an authorized user for 

./ Oral Nat-131 requiring a written directive In quantities less than or equal to 1.22 
gigabecquere!s (33 millicuriesj 

.; Oral Nal ·131 in quantities greater than J .22 gigabecquerels ~ 33 mll!lcllfles) 

,; Parenteral admimstration of beta-emitter, or photon-emitting radionuclide WIth a photon 
energy less than 150 keV reqUITing a wTltten directive IS required 

"I Parenteral administrahon 01 any other radlonuchde reqUiring a wTltten directIve 



HRC FORM l13A fAUT) U.S. NUC LEAR REGULATORY COMMISSION 
) . .'.b, 

AUTHORIZED USER TRAINING AND EXP ERIENCE AND PRECEPTOR ATTEST A liON (continued I 

Fourth Sect ion 

For 35. 396: 

Current 35.490 or 35.690 authorized user: 

! attest Ihat is an authorized user under 10 CFR 35490 or 35 690 

or equIValent Agre~m~nt Slale reqUirements . has salislactonly completed the 80 hOllrs of classroom and 
laboratory training . as required by to CFR 35 .396 (dJil ). and the supervised work and climcal case 
e)(p€rience reqUired by 35.396Id ){2). and has achieved a level of competency suffiCient 10 functlOll 
Independenlly as an authonzed user for 

Par~ntera l administration of any beta -em itter , Of photon-elTllt1lng rarllonucluJe With a photon energy less 
than 150 kcV fOfWhlch a wntten directive IS requ ired 

Parenteral admlnlstrat,on of any other rad,onucllde for which a wntten dlrecti",e IS reqUired 

OR 
Board Certifica tion : 

./ I attest that \ n", \I ;.,;h.' ..... :I . \I.[ J has satisfactorily completed the boarCl certification 

1;_ <1/ p,<'t."" "" .'\ kIl l><>n.:M l/M.. 

reqUirements of 35 396(c) , has satlsfactonly completed the 80 hours of classroom and laboratory Iralnlng 
reqUired by 10 Cr-R 35.396 (d)( 1) and the supervised work and c!mlca l case expenence reqU ired by 
35 396(d)(2). and has achieved a level of competency suffiCient to function independenlly as an 
aut\"lorized usel fof. 

.; Parenleral administration of any beta-emilier. Of pholon-emitting radlonuchde witn a photon energy less 
than 150 keV for whrcn a wntten directive is required 

.; Parenteral admmstrallon of any other rad.onuchde for which a wntten directive Is reqUIred 

-----------.-------------_._-------------_._.------------.-
Fifth Section 
Complete the following for preceptor attestation and signature: 

.; I meetlhe requirements below, or equivatent Agreement State requirements. as an all!horized lIser lor ' 

.; 35.390 I 35392 .; 35 394 .; 35396 

.; I have experience administering dosages m the follOWing categones for which the proposed AuthOrized User IS 
requesting aulhonZ3110f'1 

..; Oral Nal-1 31 requiring a wnllen directIVe rn quanlltles less than or equal to I 22 glgabecquerels (33 
millicuries) 

..; Oral Nal-131 in quantities greater than 1 22 g:gabecquerels ,33 mllhcunes ) 

..; Parenteral admlnlslrat ion of beta-emitter, or Photon·emittlng radionuchde wllh a photon energy less Ihan 
150 keY reqUlnng a wrillen directive IS reqlllred 

...; Parenteral administration of any othe~ra 10nuc1lde reQumng t''Tltten directive 

N!lme of Plccep!or ~atl e 1 -1 1 elephooe Number 
1),1"J r l)"' ~" 'f'<JI1 \ ! IJ D p :1'~."fo(,.'~rHI 

Lirensel Perml1 NumberlFaClltly N3me 
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