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November 8,2007 

Nuclear Materials Licensing Branch 
Nuclear Regulatory Commission Region 111 
2443 Warrenville Rd., Suite 210 
Lisle, IL 60532-4352 

RE: MATERIALS LICENSE NO. 21-05432-04 

This letter is to request the addition of Y-90 Sirspheres to the approved uses 
for Dr. Christopher Mehall. He is already authorized for 35.300 uses of 
I- 13 1 sodium iodide including therapeutic uses. Enclosed are copies of his 
vendor training documentation and preceptor statement. He was the original 
Interventional Radiologist trained to perform these procedures and has been 
working with the Radiation Oncologist (AU), Dr. Paul Thieme, for the past 
two years. This action was approved by management and the Radiation 
Safety Officer. 

If you have further questions, please contact Shan Marlette, R.S.O. at 
(906) 225-3102 or fax number (906) 225-3772. 

A. Gary Mu#, FACHE 
Chief Executive Officer & 
AGM/jmr 

Enclosure 

RECEIVED NOV 2 0 2007 

http://w\vw.mgli.org


RC FORM 313A (AUT) 
~2007) 

US. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 

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

AND PRECEPTOR ATTESTATION 
APPROVED BY OMS: NO. 3150-01: 
EXPIRES: 1013112008 

I 

'ame of Proposed Authorized User 1 State or Territory Where Licensed 

~ QP. ~ CLV-\~+P~-- ~~ ~~ ~~ - ~~ m - J 4  - L%+;~~~~. ~ ~~ .~ ~ ~~~~ ~ 

'equested Authorization(s) (check all that apply): 

0 35.300 Use of unsealed byproduct material for which a written directive is required 

OR 

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

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

0 35.300 Parenteral administration of any beta-emitter. or photon-emitting radionuclide with a photon energy less 
than 150 keV for which a written directive is required 

H 3 5 . 3 0 0  Parenteral administration of any other radionuclide for which a written directNe is required 

PART I --TRAINING AND EXPERIENCE 
(Select one of the three methods below) 

f Training and Experience, including board certification. must have been obtained within the 7 years preceding the dals 
of application or the individual must have related continuing education and experience since the required training anc 
experience was completed. Provide dales, 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 experience. The table in section 3.c. may 
be used to document this experience. 

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

d. Skip to and complete Part II Preceptor Attestation 

4 2. Current 35.300. 35.400, or 35.600 Authorized User Seekinq Additional Authorizalion 
a. Authorized User On Licens' -~ 3 1- 06 - (132 < 0 4 ~  under the requirements below or 

equivalent Agreement State requirements (check all that apply): 

0 35.390 a 3 5 . 3 9 2  a 3 5 . 3 9 4  35.490 0 35.690 

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional 
required supervised case experience. The table in section 3.c. may be used todocument this 
experience. Afso provide completed Part I I  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 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 I1 Preceptor Attestation. 

1CFORM313AjAUT) i1-2Wil PRINTEDONRECYCLED PAPER PAGE 



?C FORM 313A (AUV 
20071 

U S .  NUCLEAR REGULATORY COMMISSIOh 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

] 3. Traininq and Experience for Proposed Authorized User 

~~ . ~~~~ . ~ 

a. Classroom and Laboratory Training 0 35.390 c] 35.392 0 35.394 0 35.396 
i Description of Training 

I Clock ~I Datesof 
Hours I Training. 

I I ! ! 

1- ~~ Location of Training 

~~ 
~~ 

/ . - ~  ~i ~. ~A 

L- 1 
,Radiation physics and I  instrumentation 

__  

I radioactivity 

lmaterial for medical use 
'Chemistry of byproduct 

c--- 
i 

I 
i 

Radiation blology 
_____-__ 

Total Hours of Training: 
_ _  - ~~~~ -- - ~~ ~ - ~ ~, 

b. Supervised Work Experience 35.390 35.392 0 35.394 35.396 
If more than one supervising individual is necessary to document supervised training, provide multiple copies 
of this page. ~ T - ~ ~ ~  ~~~ ~ ~- ~~ ~~ ~ ~. ~~ . 

~ Supervised Work Experience Total Hours O f  
1 Experience: 

I 

~. ~~ ~ , - 
1 Dates of 1 ! confirm j Experience' ~ 

~1 ~~ 

L ~ __ ~~ __  
Location of ExperiencelLicense or 

Permit Number of Facility 
1 

! 

.__ ~ ~. 

1 Description of Experience 

Ordering, receiving, and 

lsafely and performing the 
1 related radiation surveys 

Performing quality control 
procedures on instruments 
used to determine the activity 

Must Include: 

unpacking radioactive 

c] Yes 

I 

i 
I 
I 

~ ~~~~~ 

~ ~~ ~- __ ~. -~ ~ ~. 

'Using administrative controls to 1 
prevent a medical event 
involving the use of unsealed 
byproduct material 

I Using procedures to contain 
spilled byproduct material 
safely and using proper 
decontamination procedures I .~~ ~~ ~ ~ ~ ~ ~ ~~ ~_ __ ~ ~_ ~- ~- ~~~~~ ~ ~~ I - ~  ~~~~~~ I 



RC FORM 313A (AUT) 
2W71 

US. NUCLEAR REGULATORY COMMISSN 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

any beta-emitter, or / photon-emitting radionuclide 
with a photon energy less than ’ 150 keV for which a written 

b. Supervised Work Experience (continued) 

/Sip&sing Individual 
- ~~ ~ 

LicenseIPermit Number listing supervising individual as an 
authorized user I 

I Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that 
~ apply)”: 

In 35.390 
I 

With experience administering dosages o t  

35.392 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 
gigabecquerels (33 millicuries) /a 35.394 

in ..- I U  J 3 . J Y O  Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 

0 Parenteral administration of any other radionuclide requiring a written directive 
energy less than 150 keV requiring a written directive is required 

. .~ . .~~ . .  ~ ~ . . ~ .  ~. ~ . . ~  .~ ~~~ ~. ~ 

I** Supervising Authorized User must have experience in administering dosages in the same dosage Ategory or calegones as the indivjdual 
requesting authorized User status. _~ ~~~~ ~ ~ ~ . ~ .  ~~~~~~ - - ~~ 

c. Supervised Clinical Case Experience 
If more than one supervfsing individual is necessary to document supewjsed wok experience, provide 
multiple copies of this page. 

I ’ Number Of Cases 1 Location of ExperienceILicense or Permit Dates of 
Number of Facility 1 Experience’ 1 Description of Experience 1 Involving Personal 

ParticiDation I I 



NRC FORM 313A (AUT) 
13-2W7) 

U.S. NUCLEAR REGULATORY COMMlSSlO 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Trainina and Exgerience for PrODosed Authorized User (continued) 

c. Supervised Clinical Case Experience (continued) 

1 Supervising Individual 
~ F>A* iam%)Q.3 .  authorized user 

1 Supervising individual meets the requirements below. or equivalent Agreement State requirements (check a// fhat 

R 3 5 . 3 9 0  

35.392 

~ ~~ - ~ . ~ ~ - .  - - ~~ ~~ ~ ~ . ~~ ~ 

LicenseIPermit Number listing supervlsing individual as an 

! d.(- 05.132- Q V  

j apply)"*: 

With experience administering dosages of: 

@ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

a Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) ' energy less than 150 keV requiring a written directive is required 
mParentera1 administration of any other radionuclide requiring a written directNe 

gigabecquerels (33 millicuries) 

Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 

E 35.394 

10 35.396 

I 
. .  . .  .~ ~. ! 

, requesting ~ authorized user ~~ status. ~~ ~~~ ~ ~. ~~ ~~~ ~~ ~ ~~ ~ ~ ~~ ~ 

! ** Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual 

d. Provide completed Part II Preceptor Attestation. 

PART II - PRECEPTOR ATTESTATION 

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising 
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. 

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

For 35.390: 

Board Certification 

[3 I attest that has satisfactorily completed the training and experience 
Named Proposed Authorized User 

requirements in 35.390(a)(l). 

I OR 

Traininq and ExDerience 

has satisfactorily completed the 700 hours of training __-- ~ ~ 

I attest that I n  Named Proposed Authonred User 



NRC FORM 313A (AUT) 
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US. NUCLEAR REGULATORY COMMlSSlOl 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PreceDtor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Reqardless of Trainina and EXDerifflCe Pathwav): 

has satisfactorily completed the 80 hours of classroom 
~~ ~~ ~ ~~.~ 

I a!test that 
Name of P'oposed Authorized User 

and laboratory training, as required by 10 CFR 35.392(~)(1), and the supervisedwork and clinical case 
experience required in 35.392(~)(2). 

For 35.394 (Identical Attestation Statement Reaardless of Trainina and ExDerimce P a t h w a ~  

I attest that has satisfactorily completed the 80 hours of classroom 
Name of Propoled Authoked User 

and laboratory training, as required by 10 CFR 35.394 (c)(l). and the supervised work and clinical case 
experience required in 35.394(~)(2). 

.__1.11_____-______-_------.------------------------------.---. 
Second Section 

@I attest that &. ar, &&\\has satisfactorily completed the required clinical case 
Name of Pmpa Authorized User 

experience required in 35.390(b)(l)(ii)G listed below: 

0 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

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

0 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 

gigabecquerels (33 millicuries) 

energy less than 150 keV requiring a written directive is required 

%Parenteral administration of any other radionuclide requiring a written direCtNe 

Third Section 

0 I attest that &~!,&v,5-hhh- &!,&has satisfactorily achieved a level of competency to 
Name of Prnpos Authorized User 

function independently as an authorized user for: 

0 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

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

0 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 

gigabecquerels (33 millicuries) 

energy less than 150 keV requiring a written directive is required 

&Parenteral administration of any other radionuclide requiring a written directNe 



- -  

0 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less 

a Parenteral adrninstration of any other radionuclide for which a written directie is required 

than 150 keV for which a written directive is required 

OR 
Board Certification: 

0 I attest that has satisfactorily completed the board certification 
~ ~ ~ - - 

Name dPmpred  Aufhormd User 

requirements of 35.396(c), has satisfactorily completed the 80 hours of classrcom and laboratory training 
required by 10 CFR 35.396 (d)(l) and the supervised work and clinical case experience required by 
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an 
authorized user for: 

a Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less 

0 Parenteral adminstration of any other radionuclide for which a written directie is required 

than 150 keV for which a written directive is required 

. .__1___1__._________1____1_________11__- . - - - - - - - - - . - - - - . - - . -  

Fifth Section 
Complete the following for preceptor attestation and signature: 

meet the requirements below, or equivalent Agreement State requirements, as a7 authorized user for: I $35.390 0 35.392 0 35.394 0 35.396 

@I have experience, administering dosages in the following categories for which me proposed Authorized User is 
requesting authorization. 

0 ~ l  Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquereis (33 

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

0 Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than 

dParenteral  administration of any other radionuclide requiring a written directive 

millicuries) 

150 keV requiring a written directive is required 



SIRTEX MEDICAL 05 /11  2007 09 :07  FAX t61 2 99381404 
m o o 2  

11/01 /2007 0 8 : 4 3  FhX 906 225 3772 HEH R A D I A T I O N / O N C O L O O V  rn v02/002 

I 

PART 2 EQUIPMENT Bt PROCEDURE 

and adminisltr SIR4pberwa7 

of8 gpiil? 

Deos the site hwe the raquirsd equipment to receive, b d l 0 ,  dispdnsc 

DOBS tbe rite have prccedure w decontaminate S~R-S~~MOS' ~n the m a t  R YBB 

yes OW 

13 ria 




