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B 6. Byproduct, source, 7. Chemical and/or physical 8. Maximum amount that ®
l and/or special nuclear form licensee may possess at L
: material any one time under this |8
license >

[. Cesium-137 1. Sealed sources I. 1730 curies .

(Nordion
International Inc.
Model No. C-1001
Isomedix Inc.
[S0-1000)

9.  Authorized Use: o L e

¥. 9.

3

A. Medical use described in 10 CFR 35.100.

9. 0¥,

5

il B. Medical use described in 10 CFR 35.200.
C. Medical use described in 10 CFR 35.300.
D, Medical use described in 10 CFR 35.400.

. In vitro studies.

Shielding in a linear accelerator.

LWL 0. 9. 9. 9. 9.9

o

. and H. For human use studies as approved by the Radioactive Drug Research Committee
(FDA Committee Approval Number 85).

LWL

irradiator for irradiation of blood products.

CONDITIONS

|
I
i
i; I, To be used in Nordion International Inc. Model Gammacell 1000 Elite A self-contained
|
’ 10. Location of Use: 252 East Lovell Street, Kalamazoo, Michigan.

I1. Radiation Safety Officer: Mark R. Watts, B.S., CNMT

supervision and in the physical presence of individuals who have successfully
completed the manufacturer’s training program for irradiator users, have been
instructed in the licensee’s routine and emergency operating procedures and who have
been designated by the Radiation Safety Officer. The licensee shall maintain
records of individuals designed as users and their training for five years following
the last use of licensed material by the individual.

SLWLAGL 9. 9L (WL 9L $L 9L ..

3 12. Licensed material listed in Subitem 6.1. shall only be used by, or under the
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13. Authorized Users:

A. James A. Gardner, M.D., for material in 10 CFR 35.100, 35.200, 35.300 and
v i S §

B. James R. Dolan, M.D., for material in 10 CFR 35.300 and 35.400.

L. John W. Copenhaver, M.D., for material in 10 CFR 35.100, 35.200 (excluding
- generators, 35.300 (excluding I1-131 for treatment of
: thyroid carcinoma) and 31.11.
0. Geoffery Ames Wardell, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
E. Arthur C. Laurell, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.

F. Douglas J. Wunderly, M.D., for material in 10 CFR 35.200 limited to
cardiovascular clinical procedures.

G. N. Warn Courtney, M.D., for material in 10 CFR 35.100, 35.200 (excluding
Xenon-133), 35.300 and 31.11.

H. Dennis P. Burke, M.D., for material in 10 CFR 35.100 and 35.200.

I. Benjamin Allan Perry, M.D., for material in 10 CFR 35.200 limited to
: cardiovascular clinical procedures.

J. Yoo Sup Hwang, M.D., for material in 10 CFR 35.400.

K. Thomas McCormick, M.D., for material in 10 CFR 35.100, 35.200, and 3i.11.
L. Robert H. Jongeward, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
M. George J. Balogh, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.

N.  Robert Davis, M.D., for material in 10 CFR 35.100, 35.200 (excluding Xenon-133)
and 35.300.

Katherine Gadwood, M.D., for material in 10 CFR 35.100, 35.200 (excluding
gerierators) and 31.11.

S 787 1 7T 78T T 7Y THT T8 1A TAT 18T 18T T8 Y
o

P. Gary L. Bowman, D.0., for material in 10 CFR 35.100, 35.200 and 31.11.
Q. Eduardo R. Crotte, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
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R. David F. Tague, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
5. David G. Brachman, M.D., for material in 10 CFR 35.300 and 35.400.

1. Jonathan Levi, M.D., for material in 10 CFR 35.200 limited to cardiovascular
clinical procedures.

. Leonard A. Brunette, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.

V. Richard R. McConnell, M.D., for material in 35.100, 35.200, 35.300 (excluding
lodine-131 for thyreid carcinoma) and 31.11.

W. Charles G. Hodgman, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
X. Bruce D. Goethe, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.

Y. Patrick A. Sorek, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.
£. Susan J. Phelps, M.D., for material in 10 CFR 35.100, 35.200 and 31.11.

AA.  Anthony King, M.D., for material in 10 CFR 35.200 limited to cardiovascular
clinical studies.

LIGL LI WL WL W 09 9. 9L 9L 9. 9. 0. 9. 9. 9.9, LB S B Y 8 ¥ E

BB. Marc Bernstein, M.D., for material in 10 CFR 35.200 limited to cardiovascular
clinical studies.

w LL. Thomas Tun Win, M.D., for material in 10 CFR 35.100, 35.200 and 35.300.

.
.

DD. Ramon Raneses, M.D., for material in 10 CFR 35.200 limited to cardiovascular
clinical studies.

LWL WL

EE.  James Alan Whee’er, M.D., for material in 10 CFR 35.300 and 35.400. :
,] FF.  John Aidre.. Freeby, M.D., for material in 10 CFR 35.100, 35.200 and 31.11. :
; GG.  James Francis Mastromatteo, M.D., for material in 10 CFR 35.100, 35.200 55
- and 31.11. .
“ o
ﬁ 14, Pursuant to Title 10, Chapter 1, Code of Federal Regulations, Part 40, "Domestic o
b Licensing of Source Material," the licensee is authorized to possess, use, transfer, »
f! and import up to 999 kilograms of depleted uranium contained as shieiding material °
j in the molybdenum-99/technetium-99m generators authorized by this license. ;
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15. Except as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the stitements, representations, and
procedures contained in the documents, including any enclosures, listed below,
except for minor changes in the medical use radiation safety procedures as provided
in 10 CFR 35.31. The U.S. Nuclear Regulatory Commission’s regulations shall govern
unless the statements, representations, and procedures in the licensee’s application
and correspondence are more restrictive than the regulations.

A.  Applications dated April 26, 1990 and March 2, 1992; and
B. Letters dated April 15, 1992, May 6, 1992, August 4, 1992, July 8, 1993,

August 24, 1993, November 22, 1993, February 3, 1994, May 19, 1995 (excluding
Items 2. and 3.) and July 21, 1995,
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Healthcare Group

United States Nuclear Regulatory Commission
Region 111

Materials Licensing

801 Warrenville Road

Lisle, Illinois 60532-4351

August 2, 1996
Dear Sirs:

Included in this letter is additional requests that need to be added to our last
amendment request(Control # 301399). I was told I would still be able to add these
additional authorized users pending the receipt ef information I had been waiting
for. Included in this letter the information for the three authorized users that are
being requested to be added to our Materials License.

1.To add new radiologist, Dr. John A. Freeby, MD. Included is copy of his ABR

certificate and State of Michigan Physician License.

2. To add new radiologist, Dr. James F. Mastromatteo, MD. Included is copy of
his ABR certificate and State of Michigan Physician License.

3. To add a new cardiologist, Dr. Joel H. Reinoehl, MD., for material in 10 CFR
35.200 limited to cardiovascular studies. Included is his preceptor statement
and copy of his State of Michigan Physician License.

I also have included three complete copies of this request for your use.
Please feel free to contact me at the following phone numbers for any additional
questions or information (616-341-6240, FAX 616-341-6250).

Sincerely Yours,

« %
W
Mark R. Watts BS, RSO

Radiation Safety Officer
NRC License#21-13129-01

One Healthcare Plaza AUG 8 - “
Kalamazoo, Michigan 49007
616/341-6000 REGION 111
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SUPPLEMENT A

SUPPLEMEN U.S NUCLEAR REGULATORY COMMI5310N
TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

. NAME OF PROPO IZED USER RADIATION SAFETY OFFICER 2. FOR PHYSICIANS, STATE OR
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SUPPLEMENT B
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PRECEPTOR STATEMENT (Continved)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Connnued)
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ELECTROPHYS! ‘LO("ONSULDGN 7§ '

John J. Baga, M.D. 14800 W. McNichols

Michael H. Lehmunn, M.D. Suite 314

Luis A. Pires, M.D. Detroit, M1 48235

Claudio D. Schuger, M.D. Phone: (313) 493-6395

Russell T, Steinman, M.D. Fax: (313) 493-7386
July 2, 1996

RE: Joel Reinoehl, M.D.
To Whom It May Concern:

I was the Cardiology Fellowship Director during Dr. Reinoehl’s tenure at Wayne State
University. At the time, Dr. Haytham Jabi was the nuclear cardiologist who directly
supervised the clinical rotations and provided the didactic teaching.

Although Dr. Jabi has passed away, | feel comfortable reporting on Dr. Reinoeh!'s
activities. Dr. Reinoehl gained a wide range of experience in evaluating the indication
for, performance of, and quantitative and qualitative interpretation of a large number of
nuclear cardiology scans. He had direct experience in Thallium and Technetium based
scans using treadmill testing and dipyridamole, along with cardiac stress and rest
ventriculograms. Dr. Reinoehi also had direct exposure to Tc-99m generator and reagent
use along with the dosing of pharmaceuticals.

If you need anything further, please do not hesitate to contact me.
Sincerely,

Russell T. Steinman, M.D.
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PROGRAM

Affidavit of Academic Completion and Competency
This document is to attest that

JOEL H. REINOEHL, M.D.

has successfully completed the didactic program

MEDICAL RADIATION INSTRUMENTATION

and has provided evidence of attendance in this program and evidence of achieving
the objectives of this program through examination.
This program provides the following levels of accomplishment:

— 80 Didactic Instructional Hours (DIH)
(In compliance with 10CFR35)
5 Continuing Education Units (CEU)
B0 Continuing Medical Education {(CME)

B0 _ Technical/Professional Credit specified by the 10 lanuary 1996
American Pharmaceutical Association and the

Americar Association of Health Physicists®
“adeds romal docwmeniation wril be proveded to Regulaiory Agences &pom pari ppand reques

180300

& Authorized Signature Affidavit of Competency

INSTITUTE FOR NUCLEAR MEDICAL EDUCATION

: 5171 Eldorado Springs Drive, Boulder, CO 80303 — 800-548-4024
| Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by t
i Accrediting Commission of the Accrediting Council for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education
Validated by the American Council on Education, recognized by the American Association for Collegiate

Date Class Commenced




Affidavit of Academic Completion and Competency
This document is to attest that

JOEL H. REINOEHL, M.D.

has successfully completed the didactic program
MEDICAL RADIATION PROTECTION

and has provided evidence of attendance in this program and evidence of achieving
the objectives of this program through examination.
This program provides the following leveis of accomplishment:

— 30  Didactic Instructional Hours (DIH)
(In compliance with 10CFR35)
5 Cortinuing Education Units (CEU)
—30  Continuing Medical Education (CME)

50 Technical/Professional Credit specified by the 10 February 1996
American Pharmaceutical Association and the
American Association of Health Physicists*

“ d dox will be proveded to Regulatory Agencies upon partx ipent request

Date Class Commenced

191061

/7 Authorized Signature Affidavit of Competency

INSTITUTE FOR NUCLEAR MEDICAL EDUCATION
5171 Eldorado Springs Drive, Boulder, CO 86303 — 800-548-4024

' 8 Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by t
I Accrediting Commission of the Accrediting Council for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education
& Validated by rgnized by the American Association for Collegiate Registrars, Council on Post-Secondary Education
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Affidavit of Academic Completion and Competency

This document is to attest that

JOEL H. REINOEHL, M.D.

S AT A

has successfully completed the didactic program

PRINCIPLES OF RADIATION PHYSICS

and has provided evidence of attendance in this program and evidence of achieving
the objectives of this program through examination.
This program provides the following levels of accomplishment:

$0  Drdactic Instructional Hours (DIH)
(In comphiance with 10CFR35)

5 Continuing Education Units (CEU)

—50 _ Continuing Medical Education (CME)

80  Technical/Professional Credit specified by the 6lanuary 1996
American Phanpageuhcal Assoc:ahon_ gnd the Date Class Commenced
American Association of Health Physicists*

“andady i dox wail be provaded to Regulatory Agencies upon particpant reguet

p 0190977
Authorized Sigx?u\ré Affidavit of Competency

INSTITUTE FOR NUCLEAR MEDICAL EDUCATION

5171 Eldorado Springs Drive, Boulder, CO 80303 — 800-548-4024 1132 DS 896

Certihed, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by the
Accrediting Commission of the Accrediting Council for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education.
{ Validated by the American Council on Education, recc Association for Collegiate Registrars, Council on Post-Secondary Education. |
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Affidavit of Academic Completion and Competency

This document is to attest that

JOEL H. REINOEHL, M.D.

has successfully completed the didactic program

RADIOPHARMACEUTICALS AND CHEMISTRY

and has provided evidence of attendance in this program and evidence of achieving
the objectives of this program through examination.
This program provides the following levels of accomplishment:

—80  Didactic Instructional Hours (DIiH)
{In compliance with 10CFR35)
5 Continuing Education Units (CEU)
80 Continuing Medical Education (CME)
80  Technical/Professional Credit specified by the 14 February 1996

American Pharmaceutical Association and the
American Association of Health Physicists*

R e e Ty providod 1o Keguletory Agencs uj n Pt e regueosd

191097
Authorized Signature Affidavit of Competency

INSTITUTE FOR NUCLEAR MEDICAL EDUCATION

5171 Eldorado Springs Drive, Boulder, CO 80303 — 800-548-4024 1132 INME 854

B Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by the| 14
1l Accrediting Commussion of the Accrediting Counail for Continuing Education Training, a national accrediting agency listed by the US Secretary of Education.

Date Class Commenced

) (i Validated by the American Council on Education, recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education. [k
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NRC FORM 677

(1-05) 3

LICENSE FEE REQUIREMENTS

. . ‘
‘. NUCLEAR REGULATORY COMMISSION

®

LICENSE FEE AND DEBT COLLECTION BRANCH
DIVISION OF ACCOUNTING AND FINANCE
OFFICE OF THE CONTROLLER

U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20658-0001

BRONSON METHODIST HOSPITAL
ATTN. MARK WATTS, BS

RADIATION SAFETY OFFICER
ONE HEALTHCARE PLAZA
KALAMAZOO, MICHIGAN 48007

TYPE OF ACTION
NEW LICENSE
RENEWAL OF LICENSE

7| AMENDMENT TO LICENSE
REQUESTED DATE
foatadi 1 L
LICENSE NUMBER
21-13125-01
CONTROL NUMBER
301716

|. APPLICATION FEE DUE

Yunqmmalmngmnuwbpcttommnmwwmwm)
noted below in accordance with Section 170 31 of the enclosed Federal
Register notice. Payment of the fee is required prior to the issuance of the
license, renewal, or amendment

2 | fos

I Myo&rChockNo ____inthe amount of
Payment of the additional fee noted
K csroquwod

Ywmuodmuhcmum.copoofmmmognm
| Therefore, your request is subject to the application fee(s) noted above
Refer to Section 170 31 and Footnote 1(d)(2)

| Your license expired prior to the receipt of your application for renewal
" Therefore, your request is
Refer to Section 170 31 and Footnote 1(a)

MAKE PAYMENT OF THE FEE(S) TO THE U.S. NUCLEAR
REGULATORY COMMISSION AND MAIL THE PAYMENT TO THE
ADDRESS LISTED AT THE TOP OF THIS FORM. IF WE DO NOT
RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE LISTED BELOW, WE SHALL ASSUME THAT YOU DO NOT
WISH TO PURSUE YOUR APPLICATION AND WILL VOID THIS
ACTION.

.. FEE NOT REQUIRED

| Enclosed is CheckNo. ~~ which accompanied your
request. The fee is not required because
| We received your Check No
| the fee

In payment of

| The Licensing staff has informed us that your request is to be
considered as a continuation of your request dated

, Control No

| Your request was combined, prior to review, with your
request, Control No.

w,g,,, APPLICATION RENEWAL ‘ AMENDMENT
% s s s 440 00
s 8 8
I +s { ‘ ' ‘
s |8 {
" i +' - :
i |8 L.
s $ s
s s 8
s s 3
[s £ 5
FEE(s) DUE 440.00
PAYMENT RECEIVED s 000}
AMOUNT DUE s 440.00 |

#l. CHECK RETURNED

| Enciosed is Check No.
by the bank for

which was returned to us

INSUFFICIENT FUNDS

|| ACCOUNT CLOSED
|| OTHER

MAIL THE REPLACEMENT CHECK TO THE ADDRESS LISTED AT THE
TOP OF THIS FORM AND REFERENCE THE ABOVE CONTROL
NUMBER

subject to the application fee(s) noted above |

IV. LICENSE MUEDWMREWDFEE
' ) . Amendment No.

was issued without the required fee being
‘ootlwud Thefuroqutndnnotod&nSoctbnllonform

The scope of your licensed program was increased Therefore, your
request is subject to the application fee(s) noted in Section 1 of this form
Refer to Section 170 31 and Footnote 1(d)(2)

| License No , iIssued on

'Bocauuo(theurgoncyofyourroqunt tholmnummuodwﬂhom ‘
remittance of the prescribed fee noted in Section 1 of this form

| LFDCB

oEb

| Distribution 32T TE
| Pending Fee File OC/DAF/SF(LF- Z!
| LFARBR/F (2) Region —— d * 2[‘;‘/ [}ﬁt

NRC FORM 577 (4 “)

This form was electronically produced by Etyﬂmm Forms. Inc
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Mark Watts, B.S., CNMT
Radiation Safety Officer
Bronson Methodist Hospital
252 East Lovell Street
Kalamazoo, Ml 49007

Dear Mr. Watts:

Enclosed is Amendment No. 31 to your NRC Material License No. 21-13125-01 in
accordance with your request.

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 |l office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

Please note, as we discussed on September 17, 1996, we have not authorized Dr. Joel
Reinoehl as a user at this time because he needs to show evidence that he completed 500
hours of supervised work experience in the items listed in 10 CFR 35.920(b)(2). If you
wish to pursue this matter, please resubmit your request as additional information to
Control 3017186, to avoid an additional fee.

Also note, we have removed the license condition requiring decommissioning records
because this requirement is in the regulations.

Please be advised that your license expires at the end of the day, in the month, and year
stated in the license. Unless your license has been terminated, you must conduct your
program involving byproduct materials in accordance with the conditions of your NRC
license, representations made in your license application, and NRC regulations. In
particular, note that you must:

| P Operate in accordance with NRC regulations 10 CFR Part 19, "Notices, Instructions
and Reports to Workers; Inspections,” 10 CFR Part 20, "Standards for Protection
Against Radiation,” and other applicable regulations.

Notify NRC, in writing, within 30 days:

a. When an authorized user or Radiation Safety Officer permanently
discontinues performance of duties under the license or has a name change;
or

b. When the licensee’s mailing address changes (no fee is required if the

location of byproduct material remains the same).

A0 e




M. Watts -2-

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

4, Request and obtain a license amendment before you:

a. Receive or use byproduct material for a clinical procedure permitted under
Part 35 but not permitted by your license issued pursuant to this Part;

O, ' anyone, zxcept individuals described in 10 CFR 35.13(b), to work as
an _ ithorized user under the license;

C. Change Radiation Safety Officers;

d. Order byproduct material in excess of the amount, or radionuclide, or form
different than authorized on the license;

e. Add or change the areas of use or address or addresses of use identified in
the license application or on the license; or

Change ownership of your organization.

B. Submit a complete renewal application with proper fee or termination request at
least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
byproduct material after your license expires is a violation of NRC regulations. A
license will not normally be renewed, except on a case-by-case basis, in instances
where licensed material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her signature, to
verify that the applicant understands that all statements contained in the application are
true and correct to the best of the applicant’s knowledge. The signatory for the
application should be the licensee or certifying official rather than a consultant.

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 Policy and Procedures for NRC Enforcement Actions. Since serious consequences
to employees and the public can result from failure to comply with NRC requirements,




M. Watts

prompt and vigorous enforcement action will be taken when dealing with licensees who do
not achieve the necessary meticulous attention to detai! and the high standard of
compliance which NRC expects of its licensees.

Sincerely,

Original Signed By
W. P. Reichhold
Nuclear Materials Licensing Branch

License No.: 21-13125-01
Docket No.: 030-02146

Enclosure: Amendment No. 31

DOCUMENT NAME: M:\03002146.CL6

To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure "E" = Copy with attachment/enclosure "N" = No copy

OFFICE |DNMS/RIII
[ NAME  [WPREICHHOLD:jaw |
DATE  [09/ /96 _




