580 W. College Avenue

“‘MARQUETTE GENERAL HEALTH SYSTEM

Marquette, Michigan 49855 * 906-228-9440 ¢ Toll free 1-800-562-9753 « Website: www.mgh.org

November 8, 2007

Nuclear Materials Licensing Branch
Nuclear Regulatory Commission Region I
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-131 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.0. at
(906) 225-3102 or fax number (906) 225-3772.

Sincerely,

A. Gary Mu FACHE

Chief Executwe Ofﬁcer
AGM/jmr

Enclosure

RECEIVED NOV 2 0 2007


http://w\vw.mgli.org

INRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE ,
AND PRECEPTOR ATTESTATION ERpiRes: orrsons - S1e-a1z0

(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User ]Slate or Territory Where Licensed

- Dc Chmstopher Madal] | Michioon

Requested Authorization(s) (check alf that apply):

D 35,300 Use of unsealed byproduct material for which a written directive is required

OR

D 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)

[] 35.300 Oral administration of sodium iodide I-131 requiring a written directive in quantities greater than 1,22

gigabecquerels (33 millicuries)

[_] 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy fess

than 150 keV for which a written directive is required

M\:’:SSOO Parenteral administration of any other radionuclide for which a written directive is required

I

PART | -- TRAINING AND EXPERIENCE
{Select one of the three methods below)

* Training and Experience, including board certification, must have been obtairned within the 7 years preceding the date

of application or the individual must have related continuing education and experience since the required training and
experience was completed. Provide dates, duration, and description of centinuing 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. Thetable in section 3.c. may
be used to dacument this experience.

¢. 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 Il Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization
a. Authorized User on Materials Licenst 2 [- 05 432 « 0Y

. under the requirements below or
equivalent Agreement State requirements (check alf that apply).

[Jasse0  [Xa53s2  [K{3s304  [Joas40 [ 35690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case expetience. The table in section 3.c. may be used to document this
experience. Alsa provide completed Part !l Preceptor Attestation.

¢. Ifcurrently 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 il Preceptor Attestation.
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NRC FORM 313A (AUT) U.5. NUCLEAR REGULATCORY COMMISSION

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

D 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Trammg D 35 390 D 35 392 D 35.394 [:I 35.386
T e SRy
. Descrlptqon of Training Location of Training { SL?JC:; T E':;tlifngf |
i ——— _ [ — 1
R

strumentation

=3

i
! adiation physrcs and
{
l

[Radlatlon protection
\

|
j
[Mathematlcs pertaining to the }
luse and measurement of
l radnuactmty

f

[Chemfstry of byproduct L

\material for medical use

— |
Radiation biology ’ j l
|

Total Hours of Training: !

|- e e v e e e — — e — [

]

|

I

D Yes \

used to determine the activity i
of dosages and performing !
checks for proper operation of [
|

|

|

b. Supervised Work Experience [ 25.3%0 [J3s3s2  [135.304 (] 35.396

If more than one supervising individual is necessary to document supervised fraining, provide mutftiple copies

of this page.
‘Superwsed Work Expenence T-};w Hours of - o
L - %Expernence !
’ Descnptlon of Experuence Locatlon of Experience/License or T} Confim Dates of |

Must Include: Permlt Number of Facility ° Expenence 1

Ordering, receiving, and S O e \
unpacking radioactive materials D Yes
|safely and performing the
\related radiation surveys [CINo i
i J S N MSasrp U —
Performing quality control 1 ﬂ
procedures on instruments , ;

;‘survey meters !
R Ot e b
Caleculating, measuring, and ! Yes |

safely preparing patient or
human research subject No |
dosages | f
} ..... _ . S U S . 4‘
Using admlmstratlve controfs to i Yes

prevent a medical event ‘ ;
involving the use of unsealed No I
byproduct material i
Using procedures to contain Yes '
spilled byproduct material |
safely and using proper No !
Ldecontammation procedures | |
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NRC FORM 313A (AUT) U.5. NUCLEAR REGULATORY COMMISSION
13-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User {continusd)
b. Supervised Work Experience (continued)

{?SL_J_FJ-E_EF‘T‘SEQ—'&TM&@IMm - “License/Permit Number hstmg superwsmg 1ndrwdua| asan I
i authorized user |

!

i Supervising individual meets the requrrements below or equwalent Agreement State requirements (check all that
.appbd“

i
a
]D 35390 . With experience administering dosages of: |
|

D 35352 [] Oral Nal-131 requiring a written directive in quantities less than or equai to 1.22 ;
‘E] 45.394 gigabecquerels (33 millicuries) |

jD 15.396 D Oral Nal-131 in quantities greater than 1.22 gigabecquerels {33 millicuries) |

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

[

1| ' ]:] Parenteral administration of any other radionuclide requiring a written directive ;
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, |

|

requestlng aulhorlzed user status

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

ol Number of Cases
Description of Experience Involving Personal
Partlmpatlon |

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

o
B S T -

|Oral administration of sodium J (
liodide 1-131 requiring a written
|directive in quantities less than !
Jor equal to 1.22 gigabecquerels j
I
]

1{33 millicuries)

| Oral administration of sodium ’

iodide -131 requiring a written
directive in quantities greater
than 1.22 gigabecquerels (33
|millicuries)

|Parenteral administration of

any beta-emitter, or !

‘photon-emitting radionuclide {

[with a photon energy less than f

}150 keV for which a written }

‘directive is required s

Parenteral admmstranon of any ¥ uﬂ.._;t\: G-en.e-vdé &5? l 675:/5 q f cﬂ>r(p
other radionuclide for whicha | (¢ Cases 0 Qp_ 2 t- osdyz-BY o |

written directive is required < O\ ML
S eSpheres | Mo N‘u--:U(L ednigy <lo((?]07 ;
|
i

|
CYeq0 | |

(Llst radnonuchdes) 5

T N
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NRC FORM 313A {AUT) U.S, NUCLEAR REGULATORY COMMISSION
{3-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Experience (continued)

| Supervising Individual “License/Permit Number listing supervising individual as an

| '/\f\ . G Q . -authorized user
.p“*’l\ Leme, 0. LdY-DsHRL- oY |

‘Supervising individual meets the requirements below, or equivalent Agreement State requirements (check aff that
'apply)”:
M?,S.BQO ~ With experience administering dosages of.

. 35392 - @ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 1
[] 35394 gigabecquerels (33 millicuries)

' E Orai Nal-131 in guantities greater than 1.22 gigabecquerels (33 millicuries)

35.396 - . . - , . .

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

] E.Parenteral administration of any other radionuclide requiring a written directive !
ber Sﬁbenrising Authoriéed User must have experience in administering dosages in the same dosage calegory or categories as the individual |
| __Fequesting autharized user status. e e o

d. Provide completed Part || Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's precepior. The preceptor does not have to he 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

D | attest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

¥

requirements in 35.390(a)}(1).

OR

Training and Experience
D | attest that has satisfactorily completed the 700 hours of fraining

T 77 Name of Proposed Authorized User
and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).
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NRC FORM 313A (AUT} U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)
AUTHORIZED USER TRAINIRG AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section {continued)

For 35.392 {identical Attestation Statement Regardless of Training and Experience Pathway):

U I attest that has satisfactorily compleied the 80 hours of classroom

Name of Proposea_.aﬁiﬂaiiie?tjs; T

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

For 35.384 {ldentical Attestation Statement Regardless of Training and Experience Pathway):

I aftest that has satisfactorily completed the 80 hours of classroom

Name of Prop(;sz Authorized User

and laboratory training, as required by 10 CFR 35.394 (c)(1}, and the supervised work and clinical case
experience reguired in 35.394(c)(2).

Second Section

P attest that v O o M\“\\has satisfactorily completed the required clinical case

Name of Propo: Authorized User

experience required in 35.390(b)(1)(ii)G listed below:

D Cral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

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

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

‘Q\Parenteral administration of any other radionuclide requiring a written directive

s = E mEm B wm Eom oW o W W BRSO N A WM W A M S ARl ERm NS I RN Em s mEmmm.

Third Section
Qfm ?hﬂhas satisfactorily achieved a leve) of competency to

[7] ! attest that DrQ(\ggL .

Narme of Propaséd Authorized User

function independently as an authorized user for:

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

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

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

Parenteral administration of any other radionuclide requiring a written directive
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NRC FORM 313A (AUT} U.S. NUCILEAR REGULATORY COMMISSION

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Fourth Section

For 35.396:
Current 35.490 or 35,690 authorized user:

[] 1 attest that is an authorized user under 10 CFR 35.490 or 35.690
Name of Proposed Authorized User ‘

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d}(1), and the supervised work and clinical case
experience required by 35.396(d)(2), and has achieved a level of competency sufficient to function

independently as an authorized user for:

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

U Parenteral adminstration of any other radionuclide for which a written directive is required

OR
Board Certification:

has satisfactorily completed the board certification

" Name of Praposed Authaorized User

requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

authorized user for:

[ ] attest that

Dl 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

[:] Parenteral adminstration of any other radionuclide for which a written directive is required

L----------------------------------I---------------l--n------

Fifth Section
Complete the following for preceptor attestation and signature:

ﬁl meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

ﬁss.sgo [ 35.392 (] 35.394 (] 35.396

gl have experience administering dosages in the following categories for which the proposed Authorized User is
requesting authorization.
D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
millicuries)
D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emiitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required
B{Parenteral admmlstratron of any other radionuclide requ:rmg a written directive N
Name of Preceptor o ' Slg%@ o Te\ephone ‘Nurmber jDate -
Po.u.\\_ﬂ'\ae.m{ Q O ) ¢ O QD(Q LLSE(DZ ‘l _l 7
License/Permit Number.’FacuIlty Name
24. osy3y .04 \(Y\c.u-v-qu--'b\‘t Guu\.o_mk Hr 2o bk S»\:;F&W\
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05711 2007 09:07 FAX +81 2 99361404 SIRTEX MEDICAL

Referance; GWI]802

002
11/01/2007 08:43 FAX 8908 225 3772 MBH RADIATION/ONCOLUBY R ooz/002
SIK[‘_;X SITE SET-UP CHECKLIST
Name of Institution; Marquerte General  Marquerts, Michigan
[ PART 1 APPROVAL REQUIREMENTS
Pacili
Is the fucility appropriately approved to receive SIR-Spheres®? e Ono
If yas, please fax a copy of ficense together with thia form to Qperations Meneger
Licanse cheoked and treatment centes approved to receive training dose of STR-Spheces by
Signature: {Operations Managet) Date: (ddhmmdyy)
Physician Name(s): Drs Chais Mehall and Pau] Theime
Ta the physiolan approved to treat the patient with SIR-Spheres®? yes Clno
NB: It is the reeponsibility of the suthorised persan In the facillty, and of any and every personal
licenias hoider to maintain surrancy of any relevant radiation licences and inform Sirex of
chanpes.
PART 2 EQUIPMENT & FROCEDURE
Does the sits have the required equipment to rective, handis, dispanse yes One
and administer STR-Spheres®?
Does the site have procedure to decontarinate SIR-Spheres® inthe evemt [ yes Qo
of a spill?
PART 3 TRAINING
Nuclear Medicine Technicians/Physicians trained / to be treined on dose preparation:
Name/s: Shen Marlette, RSO and Physisist DateidNav-05  (ddimmvy)
Nuclear Medicine Technicians/Physicians trained /o be trained on delivery apparatus assembly:
Namne/s: Dr. Chris Mekall and Nathan Aho, Tech Date:4-Now05  (ddmmivy)
Sirtex Rep. conducted the raining: Joni Payne
PART 4 FIRST IMPLANT S
Date of Pirst kmplant: 6-Apr-06 (Qdmmbyy) * & Y-t +2 Aok P:_ h
Name/s of physicien/s trained on first implent! Dt Chria Mehall and Paul Thiems NI
Dose corractly dispensed Blyes [Ino
Delivery spparawus cotrectly assembied B yes [no /
Mediral Director {or delegate) prasent to supervise B yes ]
Name of Medical Director/Telegate: David Cade Signature: (
Approved for dispatch of engoing doses by Regulstory: Date: o;—/ | gy Crmmi)
Cotnmens (if any): This form also is to document that all of the above « Dra, RSO , Nurses and Techs
ware in-serviced o tha new v-vial and dslivery s2t, The new supplies were ysed.
Form 101 Revision &: 2 Isuad: g4/09405 Fage 1 of !
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