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Langlade Memorial Hospital

112 East Fifth Avenue
Antigo, WI 54409

6. Byproduc:. Source, and/or
Special Nuclear Matertal

A. Any byproduct

material identified
in 10 CFR 35.100

B. Any byproduct

material identified
in 10 CFR 35.200

€. lodine-131

D. Strontium-89
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In accordance with letter dated
October 2, 1996

i License Number

48-17481-01 is amended

in its entirety to read as follows:

4 Expiration Date - November 30, 2003

5. Docket or
i Reference No
7. Chemical and/or Physical
Form

A. Any
radiopharmaceutical
identified in 10 CFR
35.100

B. Any
radiopharmaceutical
identified in 10 CFR
35.200

C. Any
radiopharmaceutical
identified in 10 CFR
35.300

D. Any
radiopharmaceutical
identified in 10 CFR
35.300
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8. Maximum Amount that Licensee

May Possess at Any One Time
Under This License

A. As needed

B. As needed

C, Not to exceed
l curie

D. As needed

Authorized Use:

Medical use described in 10 CFR 35.100.

Medical use described in 10 CFR 35.200.

. and D. Medical use described in 10 CFR 35.300.
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License Number
48-17481-01

\'r\ll‘;“ IALS LICENSE [Dox ket or Reference Number
SUPPLEMENTARY SHEET 030-12823

Amendment No. 18

CONDITIONS

Licensed material shall be used only at the licensee’s facilities located at
112 East Fifth Avenue, Antigo, Wisconsin.

Radration Safety Officer: F. Joseph McCauslin, D.0.
Alternate Radiation Safety Officer: David J. Hadford, M.D.

Authorized Users:

A. F. Joseph McCauslin, D.0., for material in 10 CFR 35.100, 35.200
and [-131 in amounts not to exceed 30 millicuries
per treatment and Sr-89.

David J. Hadford, M.D., for materiai in 10 CFR 35.100, 35.200 and [-131
in amounts not to exceed 30 millicuries per treatment
and Sr-89.

Except as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the statements, 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 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. Application dated June 15, 1993; and

B. Letters dated April 14, 1994 (with attachments), April 12, 1995, June 19, 1995,
July 6, 1995, and April 30, 1996.

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

censing Branch, Region TI1
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&L lANGlADt wu~n MEMOLIAL HOSDITAL

0 tatiers ol St Joseph

October 2, 1996

Licensing Section

U.S. Nuclear Regulatory Commission
Region I11

801 Warrenville Road

Lisle, [linois 60532-4351

RE: Amendment to NRC Radioactive Materials License #48-17481-01

Dear Sir or Madam:

Please amend the above referenced radioactive materials license to reflect the following:

I. Delete the following physicians from our authorized user list:

D. M. Nowinski, M.D. G. H. Brister, M.D.
Henry Kamemoto, M.D. Vina Luthra, M.D.
Donald M. Nowinski, M.D. John R. Sorenson, M.D.
Christopher Kelly, M.D. C.R. Edmonson, M.D.

James Collison, M.D.

)

Please add the use of [-131 and Sr-89 as described in 10 CFR 35.300 to our authorized
use list. We verify that we will not perform procedure: using I-131 in amounts over 30
millicuries. The possession limit will be "as needed"

3. Please add F. Joseph McCauslin, D.O. and David J. Hadford, M.D. for authorized use of
1-131 (in amounts less than 30 mCi) and Sr-89. Attached is the documentation of their

training and experience. RECEIVED
0CT 09 19%
o (9-1-14 REGION 1III
9
°°‘3 0/ 937
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4. Attached is a copy of our Quality Management Program which will be implemented for
these procedures.

Enclosed is a check in the amount of $440.00 to cover the amendment processing fee.

If you have any questions, please call Scott Henricks in the Nuclear Medicine Department at
715-623-9274.

Thank you for your assistance.
Sincerely

David Schneider
Administrator
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RADTOACTIVR MATERIAL LICENSE

e —

Pursuant to Section 23-20.1-01 through Section 23-20.1-11 of Chapter 23%30.1 of
the North Dakota Century Code, and Article 33-10 of the wWorth Dakota
Adminietrative Code, and in reliance on statements and representations tofore
made by the licengee designated below, a license is hereby issued authorizing such
licansea to transfer, receive, possess, and use the radioactive materials for the
purposae(s) and at the place(s) designated below. This license ie subject to ail
applicable rules, regulations and orderas now or hereafter in effect of t North
Dakota Department of Health and to any conditions specified below:

)

License 3. License Number 33-09805-01 is
amended in its entirety.

1 Nane

UuiMed Medical Canter

o=s. REESERETR

4, Bxpiration Date

3. Address
Third Street &E and Dhoesbes 31, 1997 ’
Burdick Expressway {
Minot., ND 58701 5. Referance Number }
]
072 '
I
6 Radioactive Materials 7. cChemical and/or 8. Maximum qulntﬁty
(alemant and mass physical form which licensec may
number) possess ac anﬁ ons
i mey |
A. Any radiocactive - A. Any radiophar- A. As neaded. |
material identified naceutical ]
in Subgection 1 ("Usa identified in |
of Radiopharmaceuticale Subsection 1 of l
for Uptake, Dilution, Section 33-10-07- ‘
or RExcretion Studies”) ne6 . l

of Section 331-v0-07-06
of the ND Radiological
Haealth Rulesg.

10/01/96 11:15 TX/RX NO.1328 P.002
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RADIOACTIVE MATERIAL LICENSR

Any radiocactive
material identified

in Subsection 1 ("Use
of Radlopharmaceuticals,
Generators, snd Reagent
Kits for Imaging and
Localigation Studiea")
of Secrtion 33-10-07-07.

Any radioamctive
material identiflied

in Subgection 1 ("Use
of Radiopharmaceuticals
for Therapy") of
Section 33-10-07-08.

Any readicacrive
matezial authorized
for use as calibration
and reference scurceas
by Subsectian 5 of
Saution 33-10-07-08.

Any radisactive material

aurhorized for in vitzo
glinieal or laboratgoxy
tmata by segtion
$3-10-03-04 (subgection
2, subdivision

Xanon 133

Casium 137

Supplesmaial sbeet

10/01/96 11:

. Puy rvediophar-

racgutical
‘dentified in
Subsection 1 of
Bection 33-10-07~
07, except radio-
active gases OX
aerosolas.

Any rxadiophar-
maceutical
identitied in
fubsection 1 of
Baction 33-10-07-~
08,

Any

. Gas

Sealed sourcuwes
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B. As needed.

|

)

D. As authorized by
Subsection of
Section 33-10-07~
0Ss. i

|

B. 111 -.guboc&uetolc
(3 -i\liCurTen)

|

|
|

P. 2700 megabecquersls
(100 milliepries)
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[ Bupplenental gheet

Wieense Mo.. 33.03g08o; _
e

B. Radicactive material ]listad in Ttems €.A. and 6.8. (except generators),

6.0., and §.p. may be used at the Pranciscan Initiatives
Physicians Olfice Building at 400 5B Burdiekx Expressway in

Dakota.

Inco

! The licencsee shall comply with the lollowing chapters of the North OLROC¢

Radiological Health Ruleg,

Chapter 33-19-901, General Provisions

Chapter 33-10-03, Licensing of Radiouct {ve Material

Chapter 33-10-01, Standarde for Protection
Chaptar 33-10-07, Usea or Radionuclides in

Chapter 33-10-10, Noticen, Inutruotion.,

Inapact ions

Against Radiation
hea Healing Artam |
and Reports to Workeras -

Chapter 33-10-11, Fges for Issuance of Licenge aod Regietration

Certificateq and Inepectiong

Chaptey 33—10-13, Transportatian of Radicactive Material

A, Radioactive material ldentified in Itams 6,
under thg Bupervision of, individual physic

Rhysician

M.D. Knudeen, m.p

D.J. Trzpuc, M.p.
Richara Johnson, M.D.
Richard Crivaras, M.D,
Mark w. Whitman, M.D.
Kannpet Kaller, M.p.
Kiernan-.y. Minehan, M.p.
¥. Jogeph MeCauslin, 8.0,
Davi@d . Mills, M.D.

7, acd 8 nay
lane ag follown;

Autbhorized For

A-G, & X
A-Q, & K
A-G, & K
A-E

A‘Dn g
A-D, P
C.D, &
A-¥

A, B, Todine

131

|
|
|
|
\

|
{

{

for

Ryperthyroidiem jg C and

D-F

B, The Radiavion Safety Off{icer is Adrian Markus, Mg, DABR .,

Except ag Otherwise pacifically Providad
material te pe dministered to humans shal)
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JAN 15 1997

David Schneider, Administrator
Langlade Memorial Hospital
112 East Fifth Avenue

Antigo, Wi 54409

Dear Mr. Schneider:

Enclosed is Amendment No. 18 to your NRC Material License No. 48-17481-01 in
accordance with your request.

Please review the enclosad 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 Il office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

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:

1. 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).

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.



D. Schneider -2-
4. Request and obtain a license amendment before you:
a. Receive or use byproduct material for a clinical procedure permitted under

Part 3% but not permitted by your license issued pursuant to this Part;

b. Permit anyone, except individuals described in 10 CFR 35.13(b), to work as
an authorized user under the license;

c. Change Radiation Safety Officers;

d. Order byprduct 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

f. Change ownership of your organization.

5. 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
penaity, 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,
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prompt and vigorous enforcement action will be taken when dealing with licensees who do
not achieve the necessary meticulous attention to detail and the high standard of
compliance which NRC expects of its licensees.

Sincerely,

Original Signed By
Gidget Watson
Nuclear Materials Licensing Branch

License No. 48-17481-01
Docket No. 030-12823

Enclosure: Amendment No. 18

DOCUMENT NAME: M:\03012823.CL7
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 GMWatson:brt
DATE 01/A1 197 GW




DATE:

SUBJECT: QUALITY MANAGEMENT PROGRAM
(Nuclear Medicine Department)

POLICY

The purpose of the Quality Management Program is to ensure the safe use of any
therapeutic dosage of a radiopharmaceutical, or any dosage of quantities greater than
30 microcuries of either Sodium lodine 1-125 or 1-131. This procedure shall be followed
for every above referenced procedure to ensure that the objectives of 10 CFR 35.32
are met.

TRAINING

Prior to the technologist performing any procedures using greater than 30 uCi of
radioactive lodine-131, lodine-125, or radiopharmaceutical therapy, this technologist will
be trained to execute the following procedures.

PROCEDURE

1. Each patient receiving any therapeutic dosages of a radiopharmaceutical or any
dosage of quantities greater than 30 uCi of either Sodium lodide 1-125 or 1-131
will have an authorized user, or a physician under his supervision, sign and date
a written directive. This written directive must specify the dose,
radiopharmaceutical, the patient name, the date to be administered, and route of
administration. Also, it must be present prior to administering the dose. If a
medical emergency should arise, the requirement may be deviated from in
accordance with 10 CFR 35.32 (a)(1) footnotes.

2. The patient shall be identified by more than one method as the individual named
in the written directive before administering the radiopharmaceutical dosage.
First, identify by asking the patient's name and confirm the name. Secondly,
identify the patient by comparison with corresponding information in the patient's
record: Birthdate, address. Social Security number, signature, the name on the
patient's ID bracelet, hospital 1D card, or the name on the patient's medical
insurance card.
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The individual ¢ “ing the radiopharmaceutical will confirm that the
radiopharmaceutical, dosage, and route of administration are in agreement with
the written directive, that is, the dosage will be measured in the dose calibrator
and the results compared with the prescribed dose found in the written directive
prior to dose administration.

If the Nuclear Mediciie technologist does not understand how to carry out the
written directive or cannot clearly read the written directive, he or she must
contact the authorized user who wrote the written directive before continuing the
procedure.

A written record of the amount and name of the radiopharmaceutical
administered, along with the date and signature or initials of the person
administering the dose, will be kept for each patient. These records will be kept
for at least three (3) years.

Periodic reviews will be conducted on a semi-annual basis. Due to the fact that
we treat less than twenty (20) patients in a six (6) manth period, the review will
include all patients treated from the previous six (6) months up to the date of
review (or a representative sample according to 10 CFR 32.110, if the number of
procedures increases). A comparison will be made in these reviews between the
actual dose administered and the prescribed dose in the written directive. This
review will include the following: Radiopharmaceutical administered, route of
administration, recordable events, misadministrations or a statement to the effect
that there were no deviaticns from the written directive. If deviations are
identified in these periodic reviews the cause will be determined and the action
will be taken to prevent recurrence. Actions may include new or revised policies,
additional training, or increased supervisory review of work. The audits will be
documented on the attached Quality Management Program Audit Form.

If, because of the patient's condition, a delay in order to provide a written revision
to an existing written directive would jeopardize the patient's health, an oral
revision to an existing written directive wil! be acceptable. This oral revision will
be documented immediately in the patient's record and a revised written directive
will be signed and dated by an authorized user, or a physician under the
supervision of an authorized user, within 48 hours of the revision.

If, because of the emergent nature of the patient's condition, a delay in order to
provide a written directive would jeopardize the patient's health, an oral directive
will be acceptable. This oral directive will be documented immediately in the
patient;'s record, and a written directive will be prepared, signed, and dated by
an authorized user or a physician under the supervision of an authorized user
within 24 nours of the oral directive.



10.

3.

® e
Page 3

Any revision to written directives will be dated and signed by an authorized user
prior to the administration of the radiopharmaceutical dosage.

A review of each administration will be performed prior to the administration to
the patient to ensure that all =o' :irements are met. This review will be
documented on the attache ent audit form. A second review will be made
by an authorized user or otrur supervised individual (technologist, etc.) to
confirm that all requirements of the QMP are met. The second reviewer will sign
the patient audit form.

The licensee will evaluate and respond within thirty (30) days of the discovery of
a recordable event by assembling the relevant facts, including the cause of the
recordable event, and identifying what, if any, corrective action is required to
prevent it from recurring. These findings will then be retained on an auditable
form for a period of three (3) years from the time the recordable event occurred.
The attacned audit form will be used.

At each quarterl  Radiation Safety Committee meeting, these findings will be reviewed
to ensure that th2 Quality Management Program is effective. Beginning on the third
quarter of 1994, and each year thereafter the QMP's policies and procedures will be
re-evaluated to determine whether the program needs revision in order to be more
effective. If any revisions are needed to the QMP they will be implemented and
submitted to the NRC within thirty (30) days of the date in which they were reviewed.
This will be part of the annual review. Records of this review will be maintained for at
least three (3) years.



THIS SURVEY IS TO ENSURE THAT ALL REQUIREMENTS OF THE NUCLEAR MEDICINE QUALITY MANAGEMENT
PROGRAM ARE FOLLOWED AND TO EVALUATE THE QUALITY MANAGEMENT PROGRAM

PATIENT NAME:

NAME OF THERAPY PROCEDURE ORDERED:

DATE:
A WRITTEN DIRECTIVE PRESENT CIRCLE ONE YES NO
B PATIENT IDENTIFICATION BY NAME CIRCLE ONE YES NO
C COMPARISON IDENTIFICATION: CIRCLE ONE
BIRTH DATE ADDRESS BRACELET
SIGNATURE INSURANCE CARD DRIVER'S LICENSE
HOSPITAL ID CARD SOCIAL SECURITY NUMBER
D. CALCULATED ADMINISTERED RADIATION DOSAGE iS WITHIN 20% OF WRITTEN
DIRECTIVE: CIRCLE ONE  YES NO
IF NO, EXPLAIN
€. CALCULATED ADMINISTERED RADIATION DOSAGE IS WITHIN 10% OF WRITTEN DIRECTIVE:
CIRCLEONE YES NO
IF NO, EXPLAIN
r DOSE ADMINISTERED 1-125 1131
OTHER
G. ROUTE OF ADMINISTRATION
H. ADMINISTERED BY:

l. WAS THERE ANY DEVIATION FROM THE WRITTEN DIRECTIVE? CIRCLE ONE YES NO

IF YES, EXPLAIN
FORM COMPLETED BY DATE
SIGN AND PRINT LAST NAME
SECOND REVIEW BY DATE




DEPARTMENT DATE OF REVIEW
1. WRITTEN DIRECTIVE COMPLIANCE RATE

TOTAL CASES:

WRITTEN DIRECTIVE PRIOR TO R,

COMPLIANCE RATE %

BREAK DOWN OF TOTAL CASES BY ISOTOPES

1131 1125
5r-89 - Cs-137
P-32 e e 5r-60
Co-60 1192
Au-198 Pd-103
OTHER OTHER __
2 CONTENT IS ACCEPTABLE %
3 INSTRUCTION TO SUPERVISED INDIVIDUALS % COMPLIANCE
4 TWO METHODS OF PATIENT ID PERFORMED
TOTAL CASES COMPLIANCE RATE %
5 Ry IN ACCORDANCE WITH WRITTEN IMittu 1IVE % COMPLIANCE
6 UNINTENDED DEVIATIONS
NUMBER APPROPRIATE ACTION BY STAFF
COMMEMTS
7 RECORDABLE EVENTS
NUMBER _ APPROPRIATE ACTION BY STAFF
COMMEATS:
8 MISADMINISTRATIONS
NUMBER APPROPRIATE ACTION BY STAFF __
COMMENTS:
9 PROCEDURE CHANGES NEEDED  (CIRCLE ONE) YES NO

IF YES, ATTACH A COPY OF CHANGES MADE
DATE CHANGES S”NT TO NRC
AUDIT PERFORMED BY

REVIEWED BY

RADIATION LAFETY OFFICER

HOSPITAL ADMINISTRATION



! A5 L
. UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION Wt
801 WARRENVILLE ROAD
LISLE. ILLINOIS 60632-4351

October 22, 1996

F. Joseph McCauslin, D.0.
Radiation Safety Officer
Langlade Memorial Hospital
112 East Fifth Avenue
Antigo, Wl 54409

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated 10/02/96)

Dear Licensee:

In response to your request, we have completed the initial processing, which is
an administrative review of your application for a(n):

___ New License _X_ Amerndment ____ Renewal
___ Termination __ Auwn User (Amendment not required)
. Other

No administrative deficiencies were identified during this initial review.
However, it should be noted that a technical review may identify omissions in the
submitted information.

It appears that your request is routine (see 1-3 below, as applicable).

3 New and amendment actions are normally processed within 90 days. unless we
find major deficiencies, or policy issues ~equiring central program office
assistance.

2. Bgng¥gl actions are normally processed within 180 days. however, under
timely filirg (before expiration), you may continue to operate under your
existing 11 ense.

3. [ermination actions are normally processed within 90 days. unless
conf1rma%ory surveys following decontamination/decommissioning activities
are involved,

A copy of your correspondence has been forwarded to our Licensing Fee and
Debt Collection Branch (301/415-6097) for approval of the fee category and
amount, 1f required.

If you hav2 a compelling safety or business-related reason for requesting
expedited review, pleasc contact the Materials Licensing Branch at (630)
829-9887. We will try to complete your request as soon as practicable.
Any correspondence about this request should reference the control number .

Nuclea: Materials Support Branch

Mail Control No. 301937
License No. 48-17481-01




