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Meeting Summary

Enforcement Conference on October 29, 1990 (Report No. 030-03444/90002(DRSS))
Areas Discussed: A review of the-findings from the September 26-28, 1990
inspection, including a discla sion of each apparent violation and concern, the
accuracy.'of the facts, causal factors, the corrective actions taken or planned
by the licensee, and the NRC enforcement policy. The licensee's actions in
satisfying the commitments in.a Confirmatory Action Letter dated
October 12, 1990, were also reviewed.
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DETAILS

1. Conference Attendees

Milwaukee County Medical Complex

$. Buhr, Standard Nuclear Consultants (Licensee Consultant) '

B. D. Collier, M.D., Chairman, Radiation Safety Committee and Nuclear
Medicine Division

C. Haavik, Ph.D., Associate Dean, Research and Graduate Studies
J. Hanser, Hospital Administrator
J. Lato, Assistant Hospital Administrator
R. Stiglitz, Director, Nuclear Medicine Services
C. Wilson, Ph.D., Radiation Safety Officer

Nuclear Regulatory Commission, Region III

W. Axelson, Deputy Director, Division of Radiation Safety and Safeguards
B. Berson, Regional Counsel
J. Cameron, Radiation Specialist, Nuclear Materials Safety Section 1
A. Davis, Regional Administrator '

P. Lougheed, Enforcement Cocrdinator
C. Pederson, Director, Enforcement and Investigation Coordination Staff
W. Schultz, Chief, Nuclear Materials Safety Section 1
W. Slawinski, Senior Radiation Specialist, Nuclear Materials Safety -

Section 1

2. Enforcement Conference Summary

An enforcement conference was held in the NRC Region III office on
October 29, 1990, between_ members of the NRC Region III and Milwaukee
County Medical. Complex staffs. The conference was conducted to (1)
review the -appare it violations and other concerns identified during the
September 26-28, 1990 inspection; (2) discuss root and contributing
causes including the licensee's apparent lack of management control and
oversight exercised over its broad scope program;-(3) discuss the
accuracy of the inspection findings and-the licensee's corrective
actions; (4) determine whether:there were any aggravating or mitigating
circumstances; and (5) obtain other information that would help determine
the appropriate' enforcement action. NRC inspection findings are
documented in Inspection Report No. 030-03444/90001(DRSS), transmitted to
the licensee by letter dated October 25, 1990.

The NRC started the meeting by explaining the purpose of an enforcement
conference, and that this conference was held to discuss the findings of
our inspection which identified numerous apparent violations and
disclosed-that:-
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(a) The Radiation Safety Officer is not effectively implementing the
license conditions and applicable NRC regulations.

(b) Management, including the Radiation Safety Committee, does not
provide adequate program oversight.

(c) Licensed material is allowed to be used by researchers who do not
appear to meet the minimum training and experience requirements, as
defined in the license.

The NRC presented 15 apparent violations and several other concerns. The
licensee did not contest the apparent violations and indicated general
agreement with the information presented in Inspection Report
No. 030-03444/90001(DRSS). The licensee, however, indicated that it had
not verified the accuracy of all the information (dates of material use,
etc.) included in the apparent violations and inspection report. i

The licensee presented its corrective actions for each apparent
violation and concern, and provided the NRC staff with a two volume
preliminary written response to the inspection findings.

The corrective actions taken by the licensee included an audit and survey
of all research laboratories and a commitment to continue these required
quarterly audits and report the results to the Radiation Safety Committee.
The licensee also committed to audit the nuclear meaicine section monthly
and the brachytherapy source log book quarterly. The licensee continues
to evaluate the necessity for additional radiation safety office staff and
has temporarily assigned the Nuclear Medicine Services Director to assist
the radiation safety office until-staff needs are fulfilled. The licensee's
response to a CAL issued on October 12, 1990, is described in section 3
below.

3. Confirmatory Action Letter-Followup

Due to the numerous apparent violations and.other concerns identified
during the inspection, Region III management contacted the licensee on
October. 11, 1990 to discuss the necessity for the licensee to self-evaluato-
its present overall radiation safety program. Consequently, Region III
issued a Confirmatory Action Letter (CAL) dated October 12, 1990. The
licensee's efforts at satisfying the commitments in part A of the CAL
were discussed during the enforcement conference and are summarized below.
The licensee's CAL response is also documented in Volume I of its two
volume response to the inspection findings. Excerpts from Volume I are
attached ~to this conference report. The licensee's actions for parts B
and C of the CAL, which require that the licensee retain a consultant to

i

audit / evaluate all licer. sed activities and-submit the audit findings to '

the NRC, will be evaluated during future inspections.

CAL-Item A(1): Review the training and qualifications of all current
authorized users and immediately withdraw authorization for all
individuals who do not meet the minimum training requirements, as
specified in the license.

3
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Licensee Actions: All non-medical authori;cd users were reevaluated by-
the radiation safety connittee (RSC). As a result, certain users previously -

approved by the RSC were. restricted to possession and use of material with<

which they demonstrated adequate training and experience pursuant to
10CFR33.15(b). The licensee -also connitted to reevaluate its RSC
protocol-review procedures to ensure that future authorized users satisfy
10 CFR 33.15(b) requirements.

CALItemA(2): Perform direct reading surveys and surveys for removable(

contamination in all research laboratories and facilities where licensed
material is or has been used.

4
Licensee Actions: Direct beta / gamma swipe test of all facilities where
licensed material is or has been used were performed. Swipe samples were
counted for beta and ganna contamination. GM survey results were

' reportedly all within acceptable limits. No removable beta or gamma
rcontainination was found that exceeded 220 dpm/100 cm ,

Assure that authorized users do not possess and use
CALItemA(3J:ialinquantitiesexceedingtheirindividualpossessionlicensed mater'

'

limits..
>

Licensee Actions:

The inventories of all authorized users were reviewed to verify that
activities possessed were within limits authorized by the RSC. .Three 1

additional researchers were discovered to possess quantities of licensed
material 5-10 times greater than authorized by the RSC. Material exceeding

L authorized amounts has been removed from the researchers' possession and
transferred to the radiation safety office's storage area pending special
authorization for the additional material.

CAL Item A(4):' Secure' the -services of a consultant whose qualifications
;will be evaluated and approved by the NRC.

' Licensee Actions: The licensee has contracted the services'of Standard
Nuclear Consultants-to assist the licensee.

'

CAL-Summary: . It appears the licensee has satisfied the commitments'in Items
; .A(1)-A(4) of.the CAL dated October 12, 1990.

4 Attachments:.
'

s

.1. Ltr dtd 10/29/90, to_A. B. Davis,'

1" Response to Confirmatory
Action. Letter"

2.; Licensee Presentation at i

Enforcement Conference i

,
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| Mll' AMUKEE COUNTY

g m8Dl08L00mPL8H

8700 West Wisconsin Avenue Milwaukee, WI 53226 414-257-7900, TTY 257 5774

October 29, 1990

1
A. Bert Davis
Regional Administrator, Nuclear Regulatory Commission
Region III
799 Roosevelt RoadI Glen Ellyn, IL 60137

Dear Sir:

I Response to Confirestory Action Letter
dated October 12. 1990 from A. Bert Davis

1. Review the training and qualifications of all current authorized users and
immediately withdraw authorization for all individuals who do not meet the
minisua training requirements, as specified in your license.

I All non-medical authorized users were asked to re-submit.their
-credentials for evaluation. (Item #1-LCA) All users were reviewed and
-their previous authorizations were restricted to material with which they
demonstrated experience.. For example, individuals authorized in categoryI B2 with no experience with gamma emitters wece restricted to use of beta
emitters only. Similarly, most users authorized in category B4 were
restricted = to radiolabeling with hdine only because of a . lack of trainingI or experience with labeling with tritium. . Letters were sent to all users
notifying them of the restrictions or reduction in category of
authorization. A copy of one such letter la enclosed as an extmple. (Item
#2-LCA)

The following actions have been taken for the individuals siecifically-
identified in the inspection report dated October 25, 1990,

a. M. L. IIaasch, Ph.D: Use restricted to beta emitter only in
categories B2 and B3. (Item #3-LCA) No gamma emitters a-e in her
possession, lier revised training and experience form is included.-

-(Item #4-LCA)
b. 11. Bienert, Ph.D. : Authorization to perform radiolabeling was

revoked..(Item #5-LCA). 11-3 (for radiolabeling) in his possession
will be placed in storage in the Radiation Safety office. 11 i 8

revised training and experience form is included. (Item #G-LCA)
r. C. Lai, Ph.D.: Authorization to use material was revoked. (Item #7-

LCA) Ile has no material in his possession.

i

Member, Milwaukee Regional Medical Center
_ _ _ _ _ _ _ _ _ _ - - _ - -
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i. - , d .- A. Ilaas, Ph.D.: Authorization has been restricted to use of beta

emitte a and to gamma emitters of less than 50 kev. (Item #8-LCA)
B' Letter.from A. Ilaas is included. (Item #9-LCA) _

The procedures previously followed by the Radiation Safety Committee
for review of training and experience will be re-evaluated to insure that -

E. authorized users meet the requirements of 10 CFR 33.15(b). The radiation i._
safety consultant that is engaged will be asked to address this issue and
to aid the committee in revising its procedures. Our categories of use :

will also be re-examined and revised to insure that individuals areI _

authorized for only materials and activities which are appropriate for
their training and experience.

2. Perform direct reading surveys and surveys for removable contamination in
all laboratories and facilities where licensed material is or has been
used.

I
Laboratory audits of all laboratories were performed. GM surveys and

swipe test of all facilities where licensed material is or has been used
were performed.- Swipe samples were counted for beta and gamra
contamination. GM survey results were all within acceptable limits. NoI removable beta or gt mma contamination was found that exceeded 220 dpm/100 -

^cm 2.

3. Assure that authorized users do not, possess and use licensed material in
quantities exceeding their individual possession limits. -

The inventories of all authorized users were reviewed to verify that

I activitics possessed wera within limits authorized by the committee. The
. following investigators were found to have more activity than permitted by
I the Radiation Safety Committee.

1. William Cashdollar, Ph.DI An order for 5 mC1 of H-3 was approved and processed in August,
1990. The activity delivered was 25 mC1. The manufacture was notified
but they did not want the material returned and the material was given -| to the investigator with instructions to request authorization for one- =

time possession of the 25 mCl from the Radiation Safety Committee.
This request had not been initiated by the time of the inspection. The

I material has been removed from the investigator's lab and is in storage
in the Radiation Safety office. (Item #10-LCA)
2. -Michael Gillin,'Ph.D.

An order for 50 mC1 of S-35 was approved and the material deliveredI to the user. This material was not used and has been removed from the -

user's lab and is in storage in the Radiation Safety office. (Item #11-
LCA) ]

3. William Cowley, Ph.D.
Dr. Cowley is authorized for-RIA kits with a total uctivity not to

exceed 0.2 mCL. He is now preparing his own kits and on several
occasions he obtained shipments of 1 moi of H-3. Two vials each
containing less than 1 mci we-o removed from his possession. A third-
(0.5 mC1) was left in his lab because of special storage requirements.
(Item #12-LCA)
At the time of the inspection it was noted that on two occasions, one

in 1988 and the other in September 1990, two authorized users Drs. L..Ryan C
and Hiziorko, each received 25 mci of tritium in single vials. Although
neither purchase exceeded the user's total possession limit, their
individual vial possession limits of 5 mci were exceeded.

-2- .
.
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| Both investi tators were notified and the vials in question were
1 immediately remosed from their laboratories. (Items #13-LCA and #14-LCA)

Dr. L. Ryan (Item #15-LCA) requested emergency approval from the Radiation
Safety Committee to resume use of this material because he was in the
middle of an experiment. 111s request was granted by the Radiation Safety
Committee and the material was returned to his lab. Dr. H. Miziorko also
requested his possession limit be increased (Item #16-LCA) but the-
committee has not yet acted on his request and the material is in storage

B in the Radiation Safety office.

To avoid a reoccurrence of this violation a daily inventory summary
will be prepared which gives the total activity of each radioactive

-

material in the possession of each authorized users. This daily inventory
summary will be used to verify that the activity of a given purchase order
is in compliance witt the user's total authorized possession limit and the
amount. of material in his current inventory.

4. Secure the services of a consultant whose qualifications will be evaluated
and approved by the NRC.

Standard Nuclear Consultants, Ltd. have been engaged to provide
consulting services. Their proposal is included. (Item #17-LCA)

Sincerely .

Julie Hanser, FACILE
Hospital Administrator

>
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TO: NUCLEAR REGULATORY COMMISSION

| FROM: LICENSE NO: 48-04193-01

DATE: OCTOBER 29, 1990

I
RESPONSE BY THE MILWAUKEE COUNTY MEDICAL

| COMPLEX AND THE MEDICAL COLLEGE OF

WISCONSIN TO THE NUCLEAR REGULATORYg

CONNISSION

I
I
I
I
I
I
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QRDER OF PRESENTATION

Julie Hanser, FACHE
Hospital Administrator
Milwaukee County Medical Complex

Coryce Haavik, Ph.D
Associate Dean, Research and Graduate Studies
Medical College of Wisconsin

B. David Collier, M.D.

Director of Nuclear Medicine
Chairman Radiation Safety Committee
Milwaukee County Medical Complex

Charles R. Wilson, Ph.D.
Radiation Safety 'fficer
Milwaukee County Medical Complex

a. Summarv af Responses to Confirmatory Action Letter Dated
October 12, 1990 from A. Bert Davis

b. Summary of Corrective Actions Taken and to be implemented to
Remedy the Apparent Violations Contained in the Letter Dated
October 17, 1990 from Charles E. Norelius

. . _ . .
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Correspondence Initiated by the Associate Dean for Research j
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and Graduate Studies of the Medical Colles.e of WiscqnsiD -
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MEDICAL
COLLEGE

OF WISCONSIN

k omien e an..e .goy,ggage;

October 10, 1990

I
MEMO TO: Basic Science Chairmen

/I(Y
FROM: Coryce 0. Haavik, Pn.D. ~

Associate Dean for Research and Graduate Studies

REGARDING: Radioisotopes

I trentioned to you last weck that during a recent audit by agents of the Nuclear
Regulatory Committicr., a number of areas of noncompliance with NRC regulations
were identified. Although it is likely that none of the items for which we will
be cited involve life-threatening situations, it is clear that the standard
laboratory operating procedures of MCW faculty, students, and staf f are not fully
up to the expected standards.

Please emphasize to your faculty tie importance of adhering to the procedures
described in the MCW Radiation Safety manual for the proper ordering, storing,
handling, and disposal of radioisatopes. In addition, particular attention
should be given to ensuring that sl) food is not stored in radioactive areas,
(2) that wipe tests are done with the required frequency, even during weeks in
which radioisotopes were not useJ, and (3) that the faculty provide the required
training to those who work under their supervision.

If you have any questions about the NRC requirements, please contact our
Radiation Safety Officer, Dr. Charles Wilson, Chief of medical Physics,
Department of Radiology

cc: Charles Wilson, Ph D..

8701 Watenown P anx Road
Md*dukee V SCOn'5 n $3226

I FA x (4 t 4. 25'-8215
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MEMORANDUM

!

TO: Dr. C'ryce O. Haavik
- Associat? Dean, Research & Graduate S*udies

FROM: Dr. Henry Miziorko h #"

i
3

Interim Chairman, Biochemistry Department

DATE: October 25, 1990

.I RE: Radiation Safety /NCR Regulations

This memorandum will confirm that I have discussed with
authorized users in the Biochemistry Department their obligations
under our licensing agreement with the Nuclear RegulatoryI Commission. They will ensure that all personnel in their
laboratories are trained in safe use, storage, and disposal of

' radioisotopes. In addition, they will climinate any problems in
- maintaining up-to-date records of radiation surveys and disposal

of licensed material.

I
I

.
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MEDICAL
COLLEGE

OF WISCONSIN
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MEMORANDUM

l

,

TO: Coryce O. Haavik, Ph.D.
Associate Dean, Research and Graduate Studies

FROM: Sidney E. Grossberg, M.D. s. ., M'dXM;'{,
: / -

I6,Walter Schroeder Professor and Chairman
; - - ,,

DM'E: 24 Cctober 1990

RE: Observance of radiation safety regulations
..

Please be advised that we have notified the faculty and asked them to
instruct their laboratory personnel concerning the need for rigorously
observing the institutional rules that relate to radioisotopes,
specifically the maintenance of, records for the receipt, utilization, and
disposal of radioisotopes; strict avoidance of storing food and drink
anywhere-near areas that radioisotopes are stored or used; and the
necessity for doing wipe tests on surfaces'where radioisotopes are used at
least one a month as well as immediately after the isotopes are handled.

I;; The faculty recognized tv.e importance of complying with these rules and
'will' communicate,this-t. their laboratory personnel.

2SEG:mcw

f. pgs
I. ' g[' 00T M.

'

.. i
i
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Auen w Cowie, Je .Pr.D Det,aament o' Physiniog,
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October 25, 1990

-

_-

_h

-

MEMO TO: Coryce O. Haavik, Ph.D
Associate Dean
Division of Research and Graduate Studies-

-

-

..-
FROM. Allen W. Cowley Jr., Ph.D. g'

'p,

Professor and Chairman"

Dept. of Physiology [.''

Recently it was called to my attention that the regulations regarding the use of
radioisotopes were not being complied with by all members of the MCW research

-_j community and that this has caused some serious concerns for the institution, I have
addressed these concerns with the Department of Physiology faculty, staff, and students and
expect compliance with all regulations. We will make every effort to use these isotopes
in a safe and careful manner according to the guidelines clearly stated in the Medical
College of Wisconsin Radiation Safety Manual.

1
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m0Dl0dKEE COUN'rYl00mPL9H
MILWA

8700 West Wlsconsin Avenue Milwaukee, WI 53226 414-257 7900, TTY 257 5774

October 25, 1990

I:
Hels.qrandum

To: Charles R. Wilson, Ph.D.
, . Radiation Safety Officer

From: B. David Collier, M.D.
Director of Nuclear Mediciner

Medical College of. Wisconsin,.

Subject: Services of Robert Stiglitz, B.S. to the Radiation Safety
Program

L
;' Robert Stiglitz is a knowledgable and experienced Radiation

Safety officer having served in that capacity for over 20
years at the Milwaukee VA Medical Center. Approximately 2
years ago, Mr. Stiglitz retired from the VA and thereafter.

5
- assumed the position as Director of~ Nuclear Medicine.

Services for the Medical. College of Wisconsin. Recognizing
the importance of radiation safety activities at this time,
the servicss of Mr. Stiglitz to your Radiation Safety

|. program under license no. 48-04193-01 are being contributed
by the Nuclear Medicine section within the Department of
Radiology of the Medical College of Wisconsin.

BDC:mb'

i

,-

..

I
1

. .

Member Mdwaukee Regional Medical Conter i
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MILWAUKEE COUNTY

m8Dl00L00mPLBH
~

, . 8700 West Wisconsan Avenue - Milwaukee, WI $3226 414-257 7900, TTY 257-5774
,

.

__

! 1
_

October 25, 1990 _

m

F

_
B. David Collier, M.D.

_

2 Director of Nuclear Medicine-
__

Medical College of Wisconsin -

_;

Dear Dave:

Thank you.for making the sevices of Robert Stiglitz available to me at this i

time. I have known Bob for a long time and I value his expertise and his
- assistance is greatly appreciated.

-- Sincerely,-

- C. kUds
Charles R. Wilson, Ph.D'

Radiation-Safety Officer

J

3
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Member, Milwauhet: Regional Medical Center
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Re_ss nse to the Confirmatory Action Letter
_ Dated October 12. 1990 from A. Bert Davisi _

.
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.

Milwokee County Medical Complex License he.: 48 04193 01 ;
Af7N: Julie Hanser. IAtllE Docket No.: 030-03441Hospital Administrator
8700 West Wisconsin Avenue

I Milwaukee, WI $3226

Gentlosien:

This rtfers to the Conversation on October 11, IMO, between Ms. Janice Lato,
' Assistant Huspital Adisinistrator, and John A. Grotie, Chief. Nuclear Materials

$afety Branch. The purpose of this call ias to discuss concerns that were
identified during in inspection of your licensed faellities on Septecher 28 30,
1990. As a result of this inspection, we have concluded that: (1) licensee
management including the Radiation Safety Cosuitttee does not provide adequate
oversight of your licensed program, (2) the Radiation Safety Officer (R$0) is
not effectively implementing the conditions of your license and applicable NRC
regulations, and (3) licensed satorial is routinely used by individuals who do
not meet the minimuni training requirencnts, as defined in your license.

'

A. Based un the October 11, 1990 conversation, it is our understanding that
i; within 2 weeks you will:
I'

l. Review the training and qualifications of all current authorized
( l users and itviudiately withdraw authorization for all individuals who

do not meet the minimura training requirceynts, as specified tu your.
,

license.'

I ?. Perfom direct reading surveys and surveys for rmovable
contamination in all laboratories and facilitics wtere licensed
sratorial is or has been used.

|:'

'

:1 Assure that authorized users do not possess and use licensed
satorial in quantities exceeding their individsal possession limits.

4 Secure the services of a consultant whose qualifications will be
evaluated and approved by the NRC.

= 0. Within 30 days after' approval by the NRC, your consultart will-congilete on
audit and evaluation of all licensed activities with partirular emphasis
on the Research and Development and Orachytherapy programs.

: C. Vithin 20 days af ter completing the audit and evaluation of your
i facilities and licensed activities, the consultant will prepare snd
|- subreit to the NRC e report of the audit findings.

3
.,

- CONFIRMATORY ACTICH [ff TER

!

.

CONFIRMATORY ACTION LETTER

,

OCT 12 '90 16:25 312 790 SGGS PAGE.001
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,0CT ,12 ' 90 15: 21 NRC REGICt1 3B P03
*

.
-

CONFIRMATORY Ar(ION LETTER CAL-RIII-90-20

Milwaukee County Medical Cornplex 2
00T 12 190

| If your understanding differs from that set forth above, please call this
of fice by telephorie at (708) 790-5500 innediately. Issuance of this'

Confirmatory Action Letter does not preclude issuance of an order formalizing
the above committnents or requiring other actions on the part of Milwautee
County Medical Complex. Nor does it preclude the NRC from taking enforcenento

|. action for violations of NRC requirements that roay have prompted the issuance
of this letter.

|
Sincerely,

$h &

|
A. Bert Davis
Regional Administrator

!. cc: State of Wisconsin
DCD/DCB (RIDS)

( i
t.:

|

L
l.
!-

|= .

|

|
|

, .

:

CONFIPyATORY ACTION LCTTER

OCT 12 '90 1G:26 312 790 SGGS P AGE ,0 0 3''
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MILWAUKEE COUNTY

| mBDI0al00mPL8H
-

8700 Wet 1sconsin Avenue Milwaukee, WI 53226 414 257-7900. TTY 257 5774

.

October 29, 1990

- A. Bert Davis
. : Regional Administrator, Nuclear Regulatory Commission

Region 111
799 Roosevelt ReadI Glen Ellyn, IL tiO137

Dear Sir:
-

Response-to Confirettory Action Letter
_ Anted October 12. 1990. frog A. Bert Davis

1. Review the training and qualifications of all current authorized users and
immediately withdraw authorization for all individuals who do not meet the

- ninimum training-requirements, as specified in your license.
All non-medical authorized users were asked to re-submit their

credentials for evaluation. (Item #1-LCA) All users were reviewed and
their previous authorizations were restricted to material with which they

I-
demonstrated experience. For example, individuals authorized in category-
B2 with no experience with gamma emitters were restricted to use of beta
emitters only. Similarly, most users authorized in categorv B4 were
restricted to radiolabeling with iodine only because-of a lack of training
or experience with labeling with tritium. Letters were sent to all users
notifying thee of the restrictions or reduction in category of
authorization. A copy'of'one such letter is enclosed as an example. (Item

. #2-LCA)
The following actions have been taken for the individuals specifically

identified in the inspection report dated October 25, 1990.

I a.- M. L. Ilansch, Ph.D: Use restricted to beta emitter only in
categories B2 and B3. (Item _#3-LCA) No gamma emittern are in her
possession. Iler revised training and experience form is included.

;g- . (Item #4-LCA)
b. 11. Bienert, Ph.D. : Authorization to perform radiolabeling was'g -

revoked, (Item #5-LCA) 11-3 (for radiolabeling) 'in' his possession

.I -
will'be placed in storage in the Radiation Safety office. llis
revised training and experience larm is included. (Item #6-LCA)

c. C. Lai, Ph.D.: Authorization to use material was revoked. (Item #7-
LCA) lie has no material in his possession.

I:

I Mernber, Milwaukeru Hegioni.6 Mcdical Center

__ .__________.___ _ _
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I
d. A. Haas, Ph.D.: Authorization has been restricted to use of beta 1, ,

emitterr and to gamma emitters of less than 50 key. (Item #8-LCA)
,

Letter from A. Ilaas is included. (Item #9-LCA) |The procedures previously followed by the Radiation Safety Committee
for review of training and experience will be re-evaluated to insure that |

authorized users meet the requirements of 10 CFR 33.15(b). The radiation
safety consultant that is engaged will be asked to address this issue and
to aid the committee in revising its procedures. Our categories of use

will al : be re-examined and revised to insure that individuals are
authorized for only materials and activities which are appropriate for
their training and experience.

2. Perform direct reading surveys and surveys for removable contamination in
all laboratories and fadilties where licensed material is or has been
used.

Laboratory audits of all laboratories were performed. GM surveys and
swipe test of all facilities where licensed material is or has been used
were performed. Swipe samples were counted for beta and gamma
contamination. GM survey results were all within acceptable limits. No
removable beta or gamma contamination was found that exceeded 220 dpm/100

^
cm 2.

J. Assure that authorized users do not possess and use licensed material in
quantities exceeding their individual possession limits.

The inventories of all authorized users were reviewed to verify that
activities possessed were within limits authorized by the committee. The
following investigators were found to have more activity than permitted by

; the Radiation Safety Committee,
1. William Cashdollar, Ph.D

An order for 5 mci of 11-3 was approved and processed in August,
1990. The activity delivered was 25 mci. The manufacture was notified
but they did not want the material returned and the material was given

,

to the investigator with instructions to request authorization for one-'

time possession of the 25 mci from the liadiation Safety Committee. .

This request had not been initiated by the time of the inspection. The
material has been removed from the investigator's lab and is in storage

- in the Radiation Safety office. (Item p10-LCA)

2. Michael Gillin, Ph.D,
An order for 50 mci of S-35 was approved and the material delivered

to the user. This material was not used and has been removed from the
user's lab and is in storage in the Radiation Safety office. (Item #11-

LCA)
3. William Cowley, Ph.D.

Dr. Cowley is authorized for RIA kits with a total activity not to
exceed 0.2 mci. He is now preparing his own kits and on several

> occasions he obtained shipments of 1 mci of 11-3. Two vials each
containing less than 1 mci were removed from his possession. A third
(0.5 mci) was lef t in his lab because of special storage requirements.

(Item #12-LCA)
1. At the time of the inspection it was noted that on two occasions, one

in 1988 and the other in September 1990, two authorized users, Drs. L. Ryan f;
j and Miziorko, each received 25 mci of tritium in single vials. Although

neither purchase exceeded the user's total possession limit, their
| -. Individual vial possession limits of 5 mci were exceeded.
|.

-2-
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.
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Both investigators were notified and the vials in question were.. ,

immediately removed from their laboratories. (Items #13-LCA and #14-LCA)
Dr. L. Ryan (Item #15-LCA) requested emergency approval from the Radiation
Safety Committee to resume use of this material because he was in the
middle of an experiment. His request was granted by the Radiation Safety
Committee and the material was returned to his lab. Dr. H. Miziorko also:

requested his possession limit be increased (Item #16-LCA) but the
committee has not yet acted on his request and the material is in storage
in the Radiation Safety office.

' - To avoid a reoccurrence of this violation a daily inventory summary
will be prepared which gives the total activity of each radioactive
material in the possession of each authorized users. This daily inventory
summary will be used to verify that the activity of a given purchase order
is in compliance with the user's total authorized possession limit and the

.
amount of material in his current inventory.

4. Secure the services of a consultant whose qualifications will be evaluated
and approved by the NRC.

Standtrd Nuclear Consultants, Ltd. have been engaged to provide
. consultin.t services. Their proposal is included. (item #17-LCA)

Sincerely,

..

Julie Hanser, FACllE
- Hospital Administrator

,

.
.

.

:g-

I
,

..
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Item #1-LCA'
,

MILWAUKEE COUNTY

TSD!02l00mRSH
S700 West Wisconsin Avenue Milwaukee, WI 53226 414 257-7900 TTY 257 5f74- : ,

'

Memorandum

Date: October 15, 1990

To: All Authorized Users of Radioactive Material
.

From: Charles R. Wilson, Ph.D., Radiation Safety Officer
Medical Physics /MCMC

The NRC has requested that we verify that all individuals using radioactive
material have the appropriate training and qualifications. Specifically, they
wish us to demonstrate that all authorized users meet the requirements in Part
33.15 of Title 10 Code of Federal Regulations. I am, therefore, requesting

that you confirm and verify you meet the following criteria. I must submit
this information to the NRC by October 25th. I must have your respotise no
later than October 19th. Please return response to:

I'' MCMC
Radiation Safety / Box 193
or deliver to MCMC - 3M - Room 371

Please confirm your qualifications and document your answers completely on the
attached sheet, if you have any questions or feel that you do not meet these
qualifications, please'let me know immediately.

-Written resnonse to this is maildatprv. Ea1 Lure to reanood will 90nardize your-

authorization to use endloactive material.

.

S'

' temtier. Milwduwe ri .gn rial Medical Center, t
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9.11Rll11.9ntimtrLEor use of Hitilonct ive Mate.tLal

1. A r ,llege degree at the bachelor level, or equivalent training and i
experience in the physican or biological sciences or in engineering. I

Please list all de. frees, majors, institutions and dates degrees were j
confirmed. ,

1

;

.

I'

,

2. At least 40 hours of trAllting and exnerience in the safe handling of
radioactive materials, and in the characteristics or ionizing radiation,

: units of radiation dose and quantities, radiation detection instrumentation
and biological hazard to exposure to radiation appropriate to the type and-

I form of biproduct material to be used. Please list all training and

experience, institution where-training and experience was acquired, dates
)

and times. Also list 1.ll indioactive material and activities previously

used.'

9

. .

.

-

-

|

~ e en_
O

Signature Phona Date

__ - - . .
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-B' Item #2-LCA

I N'

.

MILWAUKEE COUNTY

28Dl08L00mPLSH
~

8700 West Wisconsin avend %Iwaukee. WI 53226 ' 414 257-7900 UY 257-5774
~

- October 26, 1990

Margaret Wong-Riley, Ph.D.
Professor
Anatomy & Cellular Biology

.

Dear Dr. Wong-Riley:

We have been directed by the Nuclear Regulatory Commission to review all
authorized user's training and experience. We are to revoke authorizations

-| when the authorized user does not meet the minimum requirements. We are
g further directed to restrict authorizations to correspond with the training and

experience of the authorized user.

Currently authorization is by the following categories:
B1: Commercial RIA kito
B2: Low energy beta emitters and low activity gamma emitters

-I B3: liigh energy beta emittern and high activity gsuma emitters
B4: Radiolabeling with 11-3,1-125 and 1-113

You- are currently authorized in category (s)B2 cond B3. After reviewing yourI, training.and experience, your authorization has been restricted as follows:

restricted to beta emitter use only

If. you feel -this restriction is unwarranted or you wish to be reinstated for
your previous use, please contact my office at 257-5381.-

Cordially,

\c)b L
Charles R. Wilson, Ph.D.

I Associate Professor, Radiology
Radiation Safety Officer

.

g

MernDer, Miwaukee Regional Memcal Center



_ _ _ _ . _ . . . . . . . . ..
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5 Item li3-LCA

:-p

- - M'LWAUKEE COUNTY

BSDl02L00mPL9H

8700 West Wisconsin Avenue Milwaukee, WI $3226 414 257 7000. TTY 257-5774,, s
_

October 26, 1990

Mary llaasch, Ph.D..

| g- Research Asst. Professor
.g Pharmacology & Toxicology-

Dear Dr. llaasch:

- I.-i We have been directed by the Nuclear Regulatory Commission to review all
3

authorized user's training and experience. We are to revoke authorizations '

L when the authorized user does not meet the minimum requirements. We are
' further directed to restrict authorizations to correspond with the training and.

experience of the authorized user.
_

I currently authorization is by the following categories:
B1: Commercial RIA kits
B2: Low energy beta emitters and low activity gamma emitters

I.- B4: Radiolabeling with 11-3, I-135 and I-113
B3: liigh energy beta emitters and high activity gamma emitters

-

You are currently authorized in category (s)B1, B2 and D3. After reviewing your
i, . training and experience, your authorization has been restricted as follows:

restricted to beta emitter use only

I f- you- feel this restriction is unwarranted'or you wish to be reinstated for
- your previous use, please contact my office at 257-5381,_

.

,

-

'
Cordially,

- CkoA * k Udw
Charles R. Wilson, Ph.D.
Associate Professor Radiology
Radiation Safety Officer

_

.

.

_ I-

Member, Milwaukee Regional Medical Center

___



__
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HAASCll, MARY
ltem #4-LCAB1,B2.B3

or Use of Rad.lonct ive Matulfd
1. A college degree at the bachelor level, or equi.nlent training and

experience in the physican or biological sciences or in engineering.I Please list all degrees, majors, institutions and dates degrees were
confirmed.

- Associate in Science 1974 Biological Geiences University of Wisconsin Center -
Mantowuc County

B.S. 1976 Microtnology & Public Health Uriversity of Wisconsin -

I Oshkosh
Ph.0, 1989 Biological Sciences Uriverraty of Wisconsin-

Mhaukee

I
I

2. At least 40 hours of ILa.ining and espcalente in the safe handling of
radioactive materials, and in the characteristics of ionizing radiation,
units of radiation dose and quant.ities, radintion detec',lon instrumentation

,I .... .
and. blological hazard. .t.n expomra to . radiation appropriate to the type and - -

form of biproduct material to be used. Please list all training and
experience, institution where training and experience was acquired, dates
and times. Also list all radionctive materini and activities previously
used.

1981 1983 Medical College of Wisconsin, Department of Meda,:.9 and Department of
Biochemistry, Research Tech 11 and Sr. Research Technician. Introduction into the

l' use of radioisotopes as on the-)ob training. Weekly use of 3Hin Ci amounts,
procedures of scintillation counting and proper waste disposat.

I.
1983 1990 Medica! College of Wisconsin, Department of Pharmacology and Toxicology, Sr.

Research Technician, Research Techrnlogist, Lab Manager. Pnmarily, use of 14C
ano SSS in pCi amounts on a penodic basis. I was responsible Ior the radioactive
matenalinventory, generating quench curves and instructing others in the properI Use of radioactive materials. Dunng this time, I also became a graduate student at.

the University of Wisconsin Milwaukee, where I used 50 to 100 pCi of 32P on a
weekly basis, The university required alt users of radioactivity to read a manual,

I * Radiation Safety for Laboratory Technicians * and complete an open book,68
question, exam covering aspects of radiation and radioisotopes, radiation
detectors, biological effects of radiation, reducing radiation exposure, current
regulations and radiation saf ety procedures, I passed this exam.

August 1,1990 Medical College of Wisconsin, Department of Pharmacology and
Toxicology, Research Assistant Professor. Approved as an authorized user
August 20,1990.

I
Name Mary L. llaasch. Ph.D. Dept. Pharmacology

'

E Signature fd / T YI M Phone 257-8612 Date 10/17/90
E p

_

<
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I Item #5-LCA

MILWAUKEE COUNTY

111SDICGL 00ll1FLSH
'

8700 West Wisconsin Avenue Mdwaukee. WI 53226 414 257 7900. TTY 2t7 5774

October 26, 1990
,

llelmut Beinert, Ph.D.

Professor
Biochemistry

Dear Dr. Beinert:

We have been directed by the Nuclear Regulatory Commission to review all
authorized user's training and experience. We are to revoke authorizations
when the authorized user does not meet the minimum requirements. We are
further directed to restrict authorizations to correspond with the training and
experience of the authorized user.

Currently authorization is by the following categories:
B1: Commercial RIA kits

, . . . . .. R21, Lov .enercy bets.cmitters and low. actlylty gamma entittersi.,I B3: liigh energy beta emitters and high activity gamma emitters
B4 Radiolabeling with 11-3,1-125 and 1-113

You are currently authorized in category (s)D2 and B4. After reviewing your
training and experience, your authorization has been restricted as follows:

B4 la revoked

if you feel this restriction is unwarranted or you wish to be reinstated for
your previous use, please contact my office at 257-5381.

Cordially,

cM Rud-
Charles R. Wilson, Ph.D.
Associate Professor. Radiology
Radiation Safety Officer

Member, Mdwaukee Regional Medical Center
'*

. _ _ _ _ . . . _ . . . _ _ _ __ _ .



BEINERT, llELMUT ltem #6-LCA
J, B2,D4

H3'LADELING ONLY IN B4II LFor Use of Rui h u h ye Materialt

1. A college degree at the bachelor level, or equivalent training and
experience in the physican or biological sciences or in engineering.
Please list all degrees, majors, institutions and dates degrees were
confirmed.

Ph.D. University of Leipzig, Germany - 1943

I. 2. At least 40 hours of .ttolning and experiener in the safe handling of
radioactive materials, and in the characteristics of ionizing radiation,
units of radiation dose and quantitlen, radiation detection instrumentation

,

3 and biological' hazard to exposure to radiation appropr' late to the type and '

g form of biproduct material to be used. Please list all training and
experience, institution where training and experience was acquired, dates
and times. Also list all radioactive material and activities previously
used.

I was introduced to work with radio-isotopes in 1947-49 personally by Professor 11. Mater- ,

Leibnitz, well known physicist (assistant to Walter Bothe at Kaiser-Wilhelm Institute
'

lleidelberg, then chairman c.f Physics at Technical University Munich, later president of
German National Science Foundation), lie built Geiger tubes for me and instructed me in

theory and practical use of isotopes. Books and manuals were barely available in 1947.

I , The Air Force had an excellent manual by William Siri which I still use today.
I have

Olso profited from the presence at Madison of Charles HEidelberger (cf. his book on isotopes)
59

Fe 10 mci School of Aviation 1947-50 in vivo labeling of cytochrome e in rats
Medicine, Randolph

$$ e 5 mci Field TexasF
59

Fe 1 mci Enzyme Institute UW- 1955 Studies of non-heme iron in mitochondria
Madison

14
0- 10 mci Madison 1950-57 Studies of fatty acid oxidation in vitro

32
P 1 mci Madison 1956
C y mC135Madgon 1983-84

3

54 00 SCo, Fe, Fe 4d 6 2 mci McW 1985-90 Studies on structure and functionA y
iron-sulfur proteina

Name Helmut Beinert. Ph.D. Dept. Blochemistry

Signature / d/d Phone 266-4015 Date 10/16/90
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|I Item fi7-LCA

'I N'

MILWAUKEE COUNTY

IllSDIC8L 00mPLBli

8700 West w'.conon Avenue t.hiwauxce. WI 53 26 414 257 7900 TTv 57 5774

October 26, 1990

Ching-San Lai, Ph.D.
Assoc. Prof.I Biophysics

Dear Dr. Lai:

We have been directed by the Nuclear Regulatory Commission to review all
authorized user's training and experience. We are to revoke authorizations
when the authorized user does not meet the -minimum requirements. We areI further directed to restrict authorizations to correspond with the training and
experience of the authorized user.

Currently authorization is by the following categories:
B1: Commercial RfA kits
.82: Low encrcy beta emitters and low activity gamma emitters

I 03: liigh energy beta emitters and high activity gamma emitters
B4: Radiolabeling with 11-3,1-125 and 1-113

You -are currently authorized in category (s)B2. After reviewing your trainingI and experience, your authorization has been restricted as follows:

authorization to use radioactive materials is revohed

if you feel this restriction is unwarranted or you wish to be reinstated for
your previous use, please contact my office at 057-5381.

Cordially,

c u ee n
Charles R. Wilson, Ph.D.
Associate Professor, Radiology
Radiation Safety officer

I
I
I

Memtact, Muwauxe, nemonal Methcal Center
, , , ,
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ltem iS-l.CA
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1
TASDIC$KEE COUNTYL CDmPLSH

MILWA

8700 West Wisconsin Avenue unwau ec, m 53226 414 257 7900 T7Y 257 5774

October 26, 1900

Arthur llaas, Ph.D.

Assoc. Prof.
Blochemistry

Dear Dr. Ilaas:

We have been directed by the Nuclear Regulatory Commission to review all
authorized user's training and experience. We are to revoke authorizations

I when the authorized user does not meet the minimum requirements. We are
further directed to restrict authorizations to correspond with th? training and
experience of the authorized user.

Currently authorization is by the following categories:
Bli Commercial RIA kits
B2: . Low ppergy beta emitters and low activity gamgia emitters
B3: liigh energy beta emitters and high activity gamma emitters
B4: Radiolabeling with Il-3, 1-125 and 1-113

.

You are currently authorized in category (s)D7, !!3 and B4. After reviewing your
training and experience, your authorization has been restricted as follows:'

restricted f om use of gamma emitters > 50 key and B4 restricted to 1-125 and
1-131

If you feel this restriction is unwarranted or you wish to be reinstated for
your previous use, please contact my office at 257-5381.

|
l

"

Cordially,

be Aa v Wsk u
| Charles R. Wilson, Ph.D.

| Associate Professor, Radiology
Radiation Safety Officer

I:

|

I

Member, fAlwaus.oe Regional Medical Center
,
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Item !)9 1/2
*

*

iB Run1.ilkalirns For_Use of itstLonc.t iye Materhl
Ig

_

.

1. A college degree.at the bachelor level, or equivalent training and
experience in the physican or biological sciences ot- in engineering.
Please list all degrees, majors, institutions and dates degrees were

confirmed.

I B.S. Biochemistry 1974 Texas Christian University
Ph.D. Biochemistry 1979 Northwestern University

Additional:

NIH Post Doctoral Fellow 1979 1983 Fox Chase Cancer Center

*'
;

,

I
2. At least 40 hours of trainine and exnerience in the safe handling of

radioactive materials, and in the characteristics of ionizing radiationi- ,

units of radiation dose and quantitles, radiation detection instrumentation
and biological hazard to exposure to radiation appropriate to the type and
form of bipro' duct' mat'erial to be used. Please list all training and

'

experience, institution where training and experience was acquired, dates
and times. Also list all radioactive material and activities previously

' used.

I
.

I see attachee sheet

Arthur L. Haas Biochemistry
Name pggg,

signature E/ 7 10 Phone Date257-8768 10/29/90



Item #9 2/2
=
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.

Training and esperience

Texas Clristian University

Twelve (12) hours of course work in the princip1cs and practices of
radiation 1.rotection; radioactivity measurement, standardization, and monitoring
methods; ma*.hematics and calculations basic to the use and measurement of
radioactivity.

Fox Chase Cancer Center

Tour years of experience in the laboratory use of radioactive raaterials
for enzyme assays and cell labeling. Isotopes used included 11. "C , 328 P, and
1851. In addition, I was responsibic for perforaing all protein radioiodinations
for the research group in which,I worked,

-,

Medical College of Wisconsin

8 125Since arriving at MC'i, my research group has used 11. "C , 32P, and 1 in

various enzyme assays and cell labeling studies. During this time there have
been no instances of radioactive contaisination within the lab and no member of
the group has had dosimetir readings significantly above background. We have
refined out experimental p rotocols to require minimum levels of radioactive label

_ .so that no more than 10 pCi of any isotope is required in any procedure. To
further prevent contamination, I personally perform all protein radiciodinations.
Lab personnel are trained by me in the safe use of radioactive isotopes, proper
shielding methods, and approved disposal procedures. In addition, I have beeny
involved in training other laboratory personnel in the correct methods of protein .

radioiodination, contamination containment, and monitoring. Although I have
had no formal course work in the biological effects of radiation, work toward
my doctorate and subsequent professional experience has obviously allowed me to
require a working knowledge of this topic.

Radioactive materials and maximum levels previously itsed

8
11 5 mC1

"C 1 mci
32 P 2 aCl
1251 2 mci

I

-
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Item fil0-LCA
N ,-.

.

$I I
MILWAUKEE COUNTY

I meBioatcomPLBH
*

-- 8700 West Wisconsin Avenue Milwaukee. WI 53226 414 257-7000 TTY 257 5774

I
! October 26, 1990

I
|'

E William Cashdollar, Ph.D.
' E Assistant Professor, Dep.trtment of Microbiology

Medical College of Wisconsin

_ . Dear Bill,

This to acknowledge t!.e removal of the hydrogen-3 compound (Inventory No.
_ 90734, sodium borohydride, 25 mCl) from your laboratory because the activity on

hand exceeds your individual vial possession limit. To resume work with this
material you need to apply to the Radiation Safety Committee indicating your
proposed use, the reason for using this much activity, your experience with

=I handling this material and and special precautions that will be taken in using
this material.

-

I:
Sincerely.

-
- b d b il!

Charles R. Wilson, Ph.D.:

Radiation Safety Officer

I
w

I
I

|

- I
IAember, Milwaukee Regional Medical Center
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Item #11-LCA
M. ,

W|
'

,

Y

MILWAUKEE COUNTY

mBD10GL00mPLEH

j 8700 west Wisconsin As enue Mdwaukee, WI 53226 414 257 7900. TTY 257-5774

October 26, 1990
,

'
i

| Michael Gillin, ph.D.

Associate Professor and Chief of Medical Physics
Department of Radiation Oncology
**di "2 '8" ' *i" "**"Egt

i

Dear Mike,
,

!
'

This to acknowledge the removal of the sulfur-35 compound (Inventory No. 90?91, ,

NASO 4, 36.8 m01) from your laboratory because the activity on hand exceeds your
indivi '"al vial possession limit. To resume work with this material you need,

| Lo apply to the Radiation Safety Committee indicating your proposed use, the
reason for using this much activity, your experience with handling this
material and and special precautions that will be taken in using this material.

|.

Sincerely,

I cu tou
Charles R. Wilson, Ph.D.|

| Radiation Safety Officer

|

|

|

|I
Membef. Milwaukee Regional Medical Center

,

, ._- . - _ -- -
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Item #12-LCA
* M'

MILWAUKEE COUNTY- i

I mBDLC8L00mPLSH .

8700 West Wisconsin Avenue Muwaukee. WI 53226 414 257 7000. TTY 257.$774

October 26, 1990

I
I Allan Cowley, Ph.D.

Professor and Chairman, Department of Physiology
Medical College of Wisconsin

Dear Dr. Cowley,

This to acknowledge the removal of the hydrogen-3 compounds (Inventory No.
90517, Inulin 0.8 mci; Inventory No. 90644, Cat-A-Kit, 0.25 eCl) from yourI laboratory because the activities on hand exceeds your individual vial
possession limits. Because of special storage condition the 11-3 compound
(Inventory No. 90762, 0.5 mci) has been left in your laboratory but your use la
restricted to activities less than 0.2 mCl in process at one time. To resume
work with this material you need to apply to the Radiation Safety Committee
indicating your proposed use, and your experience with this material.

,

I Sincerely,

bd t w-
Charles R. Wilson, Ph.D.
Radiation Safety Offleer

I -

I
.e _ .m. _ .. y _ _ g,c __ . . . .

.
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It,em #13-tCA
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Mit.WAUREE COUNTY

m",,Ulp$. f(*)| Y.@UE 8D' N
'

U LJ E Li JUI
8700 West Wisconsin Avenue Wlwaunce. WI 50006 l'J 257 7N0 iTY .'57 577 3

--

October 1, 1990

..e.--- .m ? ' er.:r . T':
Lawrence M. Ryan, M.D.I Chicf,. Rheumatology. *

-.

Milwaukoc County Medical'Compicx

D6ar Dr. Ryan: ..

During the Nucicar Regulatory Commission inspection, September ::0-20,
I 1990, it was noted that you havo-in your possession more activity of

a . single material than was authori::cd by the Radiation Satoty
Committoc. - You roccived 25 mci of H-3 (sodium borthydri'do) on August
25, 1938.' This is in direct violation of our licence conditions and
in order for us to be considore. In compliance, you must immediately
cease use of this material and ranster it to the Radiation satotyoffico until such time as your authorization has been amended to

!I allow possession of-this much activity. If you wish to recume use of
this material, an amendment request should be filed with my ottico
prior to October 31st to be in time for the next regularly scheduled
meeting of the Radiation Safety committec Nove:'.ber 7, 1990. Yourrequest should .contain a brief statement justifying the increase in
possanci.on': limits, a description of special handling procedurcs,
stordgo'and disposal. requirement, if any, and a statement regardingI

thei:truiting'You"wil.E provide. for .indivdduals using this amount of
I mtitdriE1, if noccusary.

If.you wish to resume use of this material before the next regularlyscheduled Radiation Safety Committcc mooting, an emergency amendmentrequest can be mado. Please contact my office regarding theprocedure for such a request.
1I| Sincerely,

0.t t , L _.

Charles R. Wilson, Ph.D.
I Eadiation Safety Officer

Medical Physics Section
CRW:mb

.
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1

1

I

I

Henry M1:1orko, Ph.D.
Acting Chairman

!Department of Biochemistry
Medical College of Wisconsin

. . . . .

. Dea r .L r.. IMi:lorko :

Du$ir$gtheNuclearRegulatoryCommissioninspection, September 26-28,
1990, it .ias.noted that-you have in your posscacion more activity of
a singic t'aterial than was authori:cd by the Radiation Safety
Committoc. You roccived 25 mci of H-3 (sodium boronyciride) on August
25, 1988. NThic is in direct violation of our licence conditions andI in order for us to be considered in compliance, you must immediately
coaso use of this material.and transfer it to.the Radiation Safety
offico until such tinc as your authorization has been amended to

I ' allow possession of this much activity. If you wish to resume use of
this material, an amendment request should be filed with my offico
prior to october.31st.to bc in timo for the next regularly scheduled
meeting of the Radiation SafM y Cormittoc November 7, 1990. Yourrequest should contain a brict statamenc justifying the increase in

|ipossession. limits, a description of special handling procedurcs,
istorago.and disposal requirement, if any, and a statement regarding'I Cthe training you will provide for individuals using this amount of
material, if necoscary.

- If you wish to resume use of this material before the next regularly,

scheduled Radiation Safety Committec mooting, an omorgency amendment,

| request can be mado. Please contact my office regarding the
procedure for such a request. ,

-

Sincorcly,

g cLL m. -

Charles R. Wilson, Ph.D.
Radiation Safety Officer,

: Medical Physics Section,

,

-

,

I
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I H L wortmann M o

I
C irman
Radiation Safety Committee
Medical College of Wisconsin

Dear Sir:
.

I

This letter is to explain our recent purchase of 25 mci of 3H teetic anhydride and to ;

ask for a one time exception for the use of this labeled material. The 3H acetic :

anhydride is to be used in our laboratory for the labelir'g of both casein and collagen.
These labeled proteins are used as substrates for the detection of enzymatic activity in !

'

the media of cultured cells. A number of people will be using these assays in their

I work and sufficient material will be labeled to cover all their needs. Five mci of 3H
acetic anhydride will be used for each labeling reaction and the work carried out under

'

the guidelines established by the Radiation Safety Committee. Initially only 10 mCl

| will be used and it was planned to store the remainder for future use. The 25 mCl size
was ordered since this was the lowest amount size available at the specific activity i

appropriate for our work. Additionally, this size was much more economical than ,

. purchasing a lower amount with a higher specific activity.

I would like to request that the 25 mci be split into 5 mCl aliquots which will then be
used as required. I thank you for your consideration of this matter.

1

Sincerely,

I n .

\

}/.

|/ G 16n-

Lawrence M. Fhan, M.D.
Professor of Medicine
Chief, Division of Rheumatology

.- 2,y, = .~ .,
t.CT.TOVG"s;

\u , m ese m

1
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October 15, 1990

I churlos R. Wilson, Ph.D.
Radiation Safety Officer
Medical Physics Section
MCMCI
Dear Dr. Wilson:

I would liko to request an amendment to the pending renewal of
my authorization to uso radioactive materials, increasing the

I-
allowed possession limits of tritium to 25 millicurios of a
singlo substanco. Such an amendmont to my authorization was
approved by the Radiation Safety Committoo October 1982 (sco
attached copics of my October 1, 1982 request and your lotter ofI October 19, 1982); I believed this approval to still bo in
offcct.

.

We purchased 25 mC1 of sodium (311)-borohydrido in August, 1988. .

This was the smallest quantity of this material of suitablo
specific activity commercially available. For a typical
experimont, I preparo a stock solution by opening the scaledI glass ampulo in the hood, transferring a grain of the solid to
a tost tube, and dissolving this material in a suitable amount
of 0.1 M sodium carbonato. The romaindor of the (311)-borohydrido-I. is rescaled in the glass ampulo, and stored in an appropriately
labeled container in the radioactive materials bo< in our -20 C
frootor.- No other lab personnel besidos myself are involved in

I handling the 25 mci quantity. No single experim ent involves
. more than 5 aci of tho (311)-borohydrido.

While I am happy to have you store the 25 mci shipment until vo
I- nood it for our experiments, I request reinstatomont of

approval to use this material as described.

I Very truly yours,

Sbum b #

lionry Ml Miniorko, Ph.D.
Professor and Interim Chairman

|
. 6?O f Wate40*n P>a% NaJ i

( dl $? $4 F/$ 6759
f AK (4146 M?-?KS

,

. . . . .
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October 19, 1982

d I
,I

Henry H. Mitiorko, Ph.D.'

Department of Biochemistry

_I Medical College of Wisconsin
Milwaukee, WI $3226

Dear Henry:

Your request to increase your possession limit of tritium to 25 milli-
- curies has been approved by the Radioisotope Committee. I have included

-- for your information the institution's policy on bioassays of tritium
- users.
' ~

Sincerely,
'

- ekk ~

Charles R. Wileon, Ph.D.
- Radiation Safety Officer
L

CRW/js
Enc.

[
_

C. Caseycel'

^

.

.I

I
=

..

I Mateavkee Cou iv Medical Complesm

$1N Well WiScon%#n Atenwe
Milwaw ee Wisconsin $3226 -n
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Standard Nuclear Medicine o Radiology * Industrial Specialistsl
..

.

Nuclear STAN BUHR
JIM MIKOWSKI

Consultants, Ltd. g 3es sess

I
-

_

P.O. Box 362, Manhattan, IL 60442 018016 Donny Hill Road, Elburn, IL 60119

October 18, 1990

Janice Lato

I Assistant Administrator
Milwaukee County Medical Complex
8700 W. Wisconsin Ave.
Hilwaukee, WI 53226

Dear Hs. Lato:

I This is in follow-up to our telephone conversation yesterday concerning the
possibility of Standa,d Nuclear Consultants, Ltd. providing health physics
consulting services to the Milwaukee County Medical complex and af filiated
facilities.

Standard Nuclear Consultants, Ltd. assists medical, research/ academic, and
industrial radioactive material users throughout the Midwest in in t.atingI nuclear and radiology services and maintaining sound radiation satety
practices to ensure compliance with regulatory agency license conditions and

..
applicable regulations. Standard Nuclear Consultants, Ltd. is licensed by
the Nuclear Regulatory Commission (license no. 12-20362-01) and Illinois
Department of Nuclear Safety (license no. IL-01300-01) to provide these
services, including transport of NBS (N!ST) traceable sealed reference
standards for perfoming on-site calibrations of survey meters and otherI instruments. Jim Mikowski is also included on lists of qualified individuals
to perform the inspections of radiolographic and fluoroscopic equipment in
those Midwestern states which maintain those lists.

Following is a sampic of some of the other area clients for which we provide
regular health ptysics consulting service:

Baxter Healthcare Corporation Cerac. Inc.
Round Lake, IL 60073 Milwaukee, WI 53201

Bellin Memorial Hospital Elmhurst Memorial Hospital
Green Bay, WI 54305 Elmhurst, IL 60126

I Beloit Memorial Hospital G.D. Searlo
Beloit, WI 53511 Skokie, IL

- Highland park Hospital St. Mary's Medical Center
Highland Park, IL 60035 Racine, WI 53405

. Holy Family Medical Center St. Mary's Medical Center
Hanitowoc, WI 54220 Hadison. WI 53715
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Lunar Radiation Corp. St. Therese Hospital
Hadison, W1 53713 Waukegan, IL 60085

I Medical Associates Health Center Victory Memorial Hospital
=

Henomonee Falls, WI 530'.,1 Waukegan, IL 60'J85

Memorial Hospital at Oconomowoc Waukesha Memorial Hospital
Oconomewoe, WI $3066 Waukesha, WI $3186

I Hercy Medical Center VA Medical Centec
Chicago, IL 60616 Danville, IL 61832

= NutraSweet Company St. Luke's Hospital
Ht. Prospect, IL 60056 Racine, WI $3403

I The principal consultants who would perform this service would be one of the
following:

Robin Bauer B.S., University cf Miami, 19033 -

. g H.M.Sc., Radiological Science, Emory Univ. 1955

1/86 - 11/89, Health Physicist for illinois
:

; Department of Nuclear Safety

11/89 - present, !!ealth Physics Consultant for
- Standard Nuclear Consultants

Stan Buhr B. A. , Concordia College, Moorhead HN,1970-

1/84 - present, Health Physics Consultant and
Co-Owner, Standard Nuclear Consultants

2

~I 12/77 12/83, Health Physics consultant for
Stan A. Huber Consultants

I Jim Mikowski B.S., Illinois Benedictine College, 1974-

1/84 - present, !!ealth Physics consultant and
Co-Owner, Standard Nuclear Consultants

3/80 11/83, llealth Physics Consultant for
Stan A. Huber Consultants

As you requested, enclosed is a proposal for the service we can provide.
.3 If we can provide additional information about our company, or the enclosed

proposal, please contact us at the letterhead telephone number. Thank you.-

.

Sincerely,

N N. A
Stan Buhr
SD/mjp

I
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,;I Standard Nuclear Medicine o Radiology e Industrial Specialists'

,

Nuclear s m susa
JIM MIKOWSKII Consultants, Ltd. %ii a6s.ssse

P.O. Box 362. Manhattan. IL 60442 O iS010 Donny Hill Road, Elburn. IL 60119

I
October 18, 1990

I Janice Lato
Assistant Administrator
Hilwaukee County Medical Complex

I B700 W. Wisconsin Ave.
Milwaukee, W1 $3226

Dear Ms. Latot

I Following are components of professional health physics censulting services
to be provided to the Milwaukee County Medical Complex and affiliated
facilities by Standard Nuclear Consultants, Ltd.

Con altiAq and._TfdnLqal Servicea

The purpose of these services is to provide a two day, comprehensive review
of your nuclear operations, in follow up to a recent inspection by the Nuclear
Regulatory Commission. At the conclusion, written recommendations will be
made for correcting any identified violations and assisting in preparing a
response to the NRC outlining corrective action and methods to avoid future
non-compliance.

I.
L17#aDDG .Et9RL4_t.ignA

One of the main goals of this service is to assist the Radiation Safety
O!!icer in maintaining compliance with the Nuclear Regulatory CcmmissionI license conditions and pertinent regulations for the safe use of radioactive
materials.

I Radia.tionJst.rry_PJ9aram

I Assist in maintaining a tadiation sutvey program, consistent with license
requirements / regulations, of areas where radioactive materials are used,
stored or disposed,

I-

I
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Standard Nuclear Consultants, Ltd. Page 2'

RAMQattive Wapit_1tnutnent

Assist in maintaining the radioactive waste pregram for materials decayed to
background, shipped by commercial disposal or incinerated.

| EermonntL.uniinring

Film and/or TLD badge results will be evaluated for regulatory and ALARA
radiation exposure limits.

Other services, such as instrument calibration, leak testino and inservice are

also available. Quotes f or these services will be provided on request.

COSI

The total cost for these services may be determined from the following fee

I. schedule:

professional consulting services to be provided for
two (2) days to the the Milwaukee County Medical Corplex
and affiliated facilities........................................$400.00/ day

Travel.......................................................... 3 45.00/ visit

A written summary report of recommendations made by the consultant is provided
for your records.

'E You may indicate acceptance of this proposal for quarterly services by signing
5 below and returning it to the Elburn, IL office.

Sincerely,

l Accepted by:

Stan BuhrI Health Physicist

Date: 0ctober .18,_lJf0 Date: . _ . _ . . _ . . _ _ _
L

I
-
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Preliminary Responses to Aooarent ViolatiOD '

- -

Contained in Letter Dated October 17.,111Q
from Charles E. Norelita

...
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OCT 17 Ing

!I
Milwaukee County Medical Complex License No.: 48-04193-01
ATTN: Ms. Julie Hanser. f" ACHE Docket No.: 030-03444

,I Hospital Administrator EA 90-181
,

8700 West Wisconsin Avenue

f . Milwaukee, WI 53226

i Centlemen:

This refers to the telephone conversation between Ms. Janice Lato. Assistant
'

,

l

llospital Administrator, and Mr. W. H. Schultz of this of fice on October 16
1990, regarding arrangements for an enforcement conference between members of

1990 at the NRC Region III office at 799 Roosevelt Road).This meeting is scheduled for 3:00 p.m. (CDT .our respective or anizations.
,

!|' Monday. October 2

| Building 4. Glen E lyn. Illinois.
.

1

The purpose of this meeting is to discuss the findings of the inspection
!-

I conducted at your facility on September 26-28, 1990. The inspection identified
14 appare'nt violations of NRC requirements and 4 areas of concern. An inspection
report will be provided to you prior to our scheduled meeting and a sunrury of
the apparent violations and concerm is enclosed for your review. Please beII prepared to discuss the root causes and contributing factors for these

i , violations and concerns and your corrective actions taken and/or planned to'

, preclude recurrence of these violations.'

If you have any questions related to. this meeting, please contact
Mr. W. II. Schultz of, this of fice at (7,08) 790-5266.

I Sincerely, ,

k ,

|=

Charles E. No lius. Director -
Division of Radiation Safety

I and Safeguards

Enclosure: As statedi
-

cc w/ enclosure:
DCD/DCB(RIOS)

,!
.

:

I
I

.I m i, . eo m , e, m ,,, ,,,, _ .,,,

- - - _. . _ - - _ _ -
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Milwaukee CouAnM,edical Complex'

.

MfTwaukee,Wiscons_in |
~

|

\

1. Moarent Viola 11oni

A. Radiation level in stairwell of Troedtert Hospital in excess of'

14-17. 1990. Occurred '

limits on May 19-21,1989 and Sep[tember10CFR20.105(b)] |during brachytherapy treatment.
,

r

B. Radiation $afety Officer failed to perfors quarterly audits in all
laboratories using radioactive materials. Last |>erfoned during|I first quarter of 1988. [LicenseConditionNo.24]- ,

C. Sutwey not performed to evalusta radiation levels in unrestricted
19. 1989 after implant of a

areas at Froedtert Hosp [ ital on Maybrachytherapy source. 10CFR20.201(b)]
~

D. Failure to survey patient room and surrounding area af ter implant of
brachytherapy source on May 19, 1989 at Froedtert Hospital.
[ License Condition No. 28]-

I E. Individual users who have been approved by the Radiation Safety
Comittee exceeded their possession limits for licensed material.'

[10CFR33.13(c)] . ,

F. Radiation Safety Comittee approved users for licensed material
although the individual's documented training and experience did not
nect minimum requiresents. -[ License Condition No. 28]

,
,

,

G. Radiation surveys required to be perfonned daily, weekly, and
monthly depending on usage of facility. Numerous occasions where
timely surveys were not conducted. [LicenseConditionNo.28] ,

(I II. Authorized users approved by Radiation Safety Cosnittee required to
train'all personnel in their laboratories. 'In June 1990, a graduate .'

student with no training worked with licensed material.I [10CFR33.13(c)]

!. A remote af terloader brachytherapy device was purchased and used
without NRC approval. [10CFR30.32(g)]

J. Log describing use of the afterloader had deficient entries on
several occasions. [ License Condition No. 28]-

K. Thyroid counts were not performed on several occasions af ter
individuals worked with iodine-125. [ License Condition No. 28]

,

.

1

OCT 17 '90 14:04 312 790 SGG5 PAGE.002
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,

L. Dose calibrator reference source constancy checks were not performed
on comonly used radionuclide scitings. [LicenseConditionNo.28)

M. Food was stored in a refrigerator that also contained radioactive
-

material. (LicenseConditionNo.28]
,

'

,E N. In some cases, records were not maintained of personnel exposures );-

's and disposal of licensed material to the sewer. [10 CFR 20.401(b)] |

|!!. Areas of concerm
,

A. (1) The Radiation Safety Cosnittee reviews of phposed users -

appear to lack comprehensiveness with regard to
education / trainings experiences facilities; and knowledge of
institutional license requirements governing non-human use.

,

! (2) The Radiation Safety Committee grants " semi-broad scope'

(
authorizations to users for various isotopes in five categories
even if proposed user has little or no experience with other .

j noterials in the specific category. |

-B. Documentation of survey instrunent calibrations is confusing and
poorly maintained. Licensee personnel responsible for performing
and documenting calibrations had difficulty interpreting the records.,

C. The brachytherapy source storage safe is not reutinely locked _ '
<

although maintenance personnel have access to room where safe is'

:.
located. Door to elevator controls is located in storage room. .

*
.

W D. The licensee relies on the user physicians to perform the source
accountability and initial patient / patient room surveys for
brachytherapy inplants. In addition, licensee personnel (radiationI safety staff and user physicians) allow brachytherapy sources to
ressin in the transport cart for extended periods of time (7-10 days)
before returning them to the storage safe. During those periods, the,

, cart is located in the source storage room noted above.
|.
1. 9

# .
. .

'I -

I

1
,

.

.

I
.

I
I OCT !?''90 14:04 312 790 SGGS PAGE.003
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Preliminary responses to apparent violations contained in letter of October

17, 1990 from Charles E. Norelius.

I. APPAREELVIOLATIONS

A. Radiation level in stairwell of Froedtert Hospital in excess of limits on
May 19-21, 1989 and September 14-17, 1990. Occurred during brachytherapyI treatment. [10 CFR 20.10$(b)]

During a brachytherapy implant performed May 19-21, 1989, a radiation
survey in the stairwell adjacent to Room 4179SW, FMLtl was not
performed. The activity of this implant would have resulted in a

radiation level in excess of 2.0 mR/hr in this unrestricted area.
During another implant, September 14-17, 1990 a level higher than
allowed was noted, but no action was taken. The technician involved has
been reprimnnded (Item #1) and has revised our survey procedure to
insure that all areas are surveyed and that complete information is
obtained.(Item #2) This survey form is now in use. Prior to use of
this form, surveys were recorded in a log book on a hand-drawn sketch of
the room layout.

If an exposure level in a restricted area around this room exceeds
the limits in Section 20.105(b), the following actions will be taken:
See floor plan of room and adjacent areas given on item #2.

a. Room 4181 SW, (Adjacent of Room 4179 SW)
Access to this room will be restricted. No patient will be housed
in this room while the implant is in progress. '

b. Corridor Outside Room 4179 SW
An ISO exposure line representing 2 mR/hr will be marked on the
floar of the hallway and signs will be placed restricting access
to the area behind this line to only radiation workers. Portable
bedside shields (2 available) will be used to minimite the area of
the hallways so restricted.

c. Interstitial Spaces ( Above and 13elow Room 4197 SW)
These spaces are normally locked and access is limited to
engineering personnel. When exposure rate exceeds limits in
Section 20.105(b), engineering personnel will only be allowed

t access to these areas when accompanied by a member of the
Radiation Safety staff. FMLil engineering staff will be notified!

of each implant during which this restriction applice

| d. Stairwell (Adjacent to Room 4179 SW)
| Because of this room's location in the hospital, the stairwell
| adjacent to room 4179 SW la used infrequently (at shif t changes)
I and occupancy is essentially nil. In the event exposure levels

| exceeds applicable limits, signs will be placed in the stalrwell
on the fifth and fourth floors stating that the area between the
fifth and third floor is a restricted area, and the signs will
direct anyone to exit the stairwell on the fifth or fourth floor
except in case of an emergency. It is unlikely, even in the event
an individual ignores the warning signs, that an individual will
be exposed to a significant exposure because of the limited time
it takes to go hetween floors (estimated time less than 15

seconds).
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Similar survey forms will be developed for the other rooms in the

facility used for brachytherapies. Unrestricted areau will be surveyed
and access will be restricted as required.

I B. Radiation Safety Officer failed to perfors quarterly audits in all
laboratories using radioactive materials. Last performed during first
quarter of 1988. [ License Condition No. 28]

The purpose of these audits is to verify that proper laboratory
procedures are being followed, laboratory records are being maintained,
and to perform radiation surveys. There are approximately 80
laboratories located in MCMC, MCW, FMLH, Eye Institute and in MFRC.
These laboratories are visited by the Radiation Safety staff to remove
radioactive waste (twice a month), exchange personnel monitoring devices
(once a month), distribute inventory forms (quarterly), exchange wipe
test record logs (annually) and deliver packages whenever radioactive
material is received. These routine visits to the laboratories were
substituted for the formal audits, and surveys were not performed.

As of October 26, 1990 all laboratories have been audited.
Laboratory audits will henceforth be performed quarterly and records of
these audits will be maintained.(Item #3) The Radiation Safety officer ,

will report the results of these audits to the Radiation Safety
Committee quarterly to insure that these audits are performed as
required.

C. Survey not performed to evaluate radiation levels in unrestricted areas at
Froedtert liospital on May 19, 1989 after implant of a brachytherapy
source. [10 CFR 20.201(b)]

See response to Apparent Violation A.
D. Failure to survey patient room and surrounding area after implant of

I brachytherapy source on May 19, 1989 at Froedtert lioupital. [ License
condition No. 28]

This particular implant was I,erformed late (about 6:30 pm) on the
afternoon of May 19, 1989. The radiation survey of the areas around
patient's roors, however, was not performed until the morning of the next
working day. Radiation Safety staff will, in the future, monitor allI brachytherapy as soon as they are performed. During normal working
hours no change in procedure is needed. As is the current policy.
Radiation Oncology will call the Radiat. ion Safety office to notify it
that an implant is in progress and a member of the Radiation Safety
staff will perform a survey. For implants performed after 4:30 pm,
Radiation Oncology will be requested to call the Radiation Safety beeper
number. A member of the Radiation Safety of fice will be available to
perform the survey whenever the implant in completed. Based on previous
experience, the number of after-hour surveys will be less than one per
month. (in the previous 22 months, January 1989 through August 1990, aI total of 51 brachytherapies were performed of which 13 were performed
after 4:30 pm).

E. Individual users who have been approved by the Radiation Safety Committee
exceeded their possession limits for lleensed material. [10 CFR 33.13(c)]

-2-

b

- ,
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' . On two occasions, one in 1988 and the other in September 1990, two
authorized users received 25 mCl of tritium in single vials. Although

neither purchase exceeded the user's total possession limit, their
individual vial possesolon limits (5 mCl) were exceeded, it is ouc current

I policy to review all orders of radioactive material prior to purchase. The -

-

health physics technician who normally reviews all purchase order
requisitions incorrectly approved these purchase orders. A letter of
reprimand has bee'n placed in his file.(Item #4) -

Both investigators were notifled on October 1, 1990 and the vials in
question were removed from their laboratories. Letters (Items #5 and #6)
to this effect were sent to the authorized users. Dr. Ryan (Item #7)
requested emergency consideration because he was in the middle of an _

experiment and his request was granted by the Radiation Safety
Committee.(Item #8) Dr Miziorko also requested his possession limit be

I increased.(Item #9) i

To avoid a reoccurrence of this incident, we will more closely monitor

purchase order requisitions for radioactive materials. To do so, we will

prepare a daily inventory summary which will give the total activity ofI each radioactive material in the possession of each authorized users. A _

daily inventory will be used to verify that a given purchase order is in
compliance with the authorized user's total authorized possession limit and '-

the amount of material on hand.

F. Radiation Safety Committee approved users for licensed material although

I the individual's documented training and experience did not meet minimus -

requircoents. [ License Condition No. 28]

All authorized users have been reviewed by the committee and on aI number of occasions, the Hadiation Safety Committee has not approved a
-user's request for authorization, has restricted an individual's

authorization, or tabled a request pending submission of additional
information. Credentials have been re-reviewed to insure that all users
met the minimum requirements. (Item #10) _

Radiation surveys required to be performed daily, weekly, and monthly..

depending on usage of facility. Numerous occasions where timely surveys
were not conducted. [hicense Condition No. 28]

Radiation surveys were not performed at the required frequency in
Naclear Medicine located in MCMC. Daily radiation surveys are required,
and these were not performed in June and July of 19J0. We were aware of
this problem and had instituted a simpler survey procedure in early
August to correct this deficiency. Since instituting the revised
survey, there were several occasions when surveys were not performed.

I The survey form being used in Nuclear Medicine is attached as item all.
To more closely monitor the performance of these surveys, the Radiation
Safety office will audit the Nuclear Medicine Section monthly. The
results of these audits will be contained in a quarterly report to the
Radiation Safety Committee. -

Surveys required in research labs were also not. performed at the
required frequency. In the future, the quarterly audits of all
laboratories will insure compliance in the areas.

-3-
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H. Authorized users approved by Radiation Safety Committee required to train
all personnel in their laboratories. In June 1990, a graduate student with
no training worked with licensed enterial. [10 CRF 33.13(c)]

In addition, an authorized user allowed 1) food to be stored in a
refrigerator containing radioactive materials (Apparent Violation M), 2)
cold zones (those areas where food and beverages can be consumed in a
lab) were not properly labeled, and 3) records of GM surveys and sink
disposals were not maintained or were miesing (Apparent Violation G).
The importance of compliance with the requirements of our license will
be emphasized in future in-service lectures, and we have distributed a

I memo to all users reminding them of their responsibilities as authorized
users.(Item #12) Coryce Haavik, Ph.D., Associate Dean of Research and
Graduate Studies, has also asked the Basic Science Department Chairmen
to remind their faculty members of the need to comply with condition of
our license.(Item #13)

To insure that authorized users comply with their responsibilities to
train their laboratory workers, the authorized user will be required to
submit to the Radiation Safety office a signed and dated statement from
any new employee, gradt'tc student, visiting scientist or other=

collaborator working in the user's laboratory indicating that the new
worker has received appropriate training. We will develop a minimum set
topics which must be discussed in this lab orientation such as, the type
of surveys and frequency required, waste disposal procedures, location
of hot and cold zone, etc. Verification that this tralilns has been
given will be made at the quarterly audit.

1. A remote afterloader brachytherapy device was purchased and used without.
NRC approval. [10 CFR 30.32(g)]

The NRC requires specific license approval for the use of the
Microsclectron LDR remote afterloading brachytherapy unit which is used
for interstitial and intercavitary tteatment of cancer. Radiation
Oncology was notified verbally during the inspection that no further
treatments could be performed with this unit until an amendment
authorizing its use was granted by the NRC.(Item #14) An amendment
request was sent to the NRC October 4, 1990 (Item #15) but no renly has

i

yet been received.i

J. tog describing use of the ^afterloader had deficient entries on several,

I occasions. [ License condition No. 28]

Radiation Safety staff had reviewed the inventory records with the
physics staff of Radiation Oncology several months ago and at that time it
was requested that these records be maintained accurately.(Item #16) After
the exit interview, another letter was sent to remind the physics staff of
the importance of maintaining these records.(Item #17) A departmentali

policy will be developed for maintaining this records with the
responsibility for compliance residing with the Radiation Oncology staff

.

and management. To insure that these records are in compliance with our
'

license conditions, these inventory records will be reviewed quarterly.
The result of these audits will be reported to the Radiation Safety
Committee.

-4-
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K. Thyroid counts were not, performed on several occasions af ter individuals
worked with iodine-125. [1.icense Condition No. 28]

During the inspection one investigntor was identified as not hav'

I obtained the required bloassays. I have contacted the investigator ,

informing him of the missed bioassays and will contact him in the future |
for an explanation when the dates of the missing bionssays are i
available.(Item #18) To insure that a required bionssay is performed,

'

the 1-125 to be used for radiolabeling will be kept by the Radiation
Safety office until the radiolabeling is to be performed. The raw ;
materials will then be given to the authorized user and a pre-labeling
blonssay will be performed. An appointment for the post-labeling
blonesay will be scheduled. If the user fails to keep this appointment, ;

he/she will be contacted, if the post-labeling bionssay is not
performed within 72 hours, the incident will be reported to the
Radiation Safety Committee for action.

I, . Dose calibrator reference source constancy checks were not, performed on
commonly used radionuclide settings. (l.icense Condition No. 28]

It was noted that the weekly verification of the operation of all
commonly used radioisotope settings of the Nuclear Medicine dose
calibrator were not being performed weekly. These constancy checks have
now been instituted and are being performed ts required.(Items $19 and

I #20) A departme el policy will be developed for maintaining this
records with tho r.sponsibility for compliance residing with the Nuclear
Medicine staff .ind management. Compliance with this requirement will be
verified during the monthly audit of Nuclear Medicine by the RadiationI Safety office :.ad the results of these audits will be reported to the
Radiation Safety Committee.

I M. Food was stored in a refrigerator that also contained radioactive
material. [1,1 cense condition No. 28]

See response to Apparent Violation H.
N. In some cases,. records were not, maintained of personnel exposures and

disposal of licensed material to tha newer. [10 CFH 20.401(b)]

See response to Apparent. Violation H. Personnel exposures will be
reviewed monthly. In cases of the loss of the dosimeter, an estimate of
the exposure that the Individual might have received will be made. This

I estimate will be based on the average monthly exposure to t.he individual or
other inlividuals working in the same area. If the estimated exposure is:

less than or equal 10 mrem for the whole body and less the 30 mrem for thet.

| extremities, no adjustment in the individual's personnel dosimetry record
will be made. If the entit Med exposure is greater than the levels
indicated, the dosimetry record will be i.odified.

I
r

|
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|
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11. AREAS OF CONCER@I
A. (1) The Radiation Safety committee reviews of proposed users appear to

Jack comprehensiveness with regard to educat.lon/trainingt experience;

'I.' facilities; and knowledge of institutional license requirements governing
non-human use.

The training and experience credentials of all authorized users will
have been reviewed by October 26, 1990.

(2) The Radiation Safety Committee grants " semi-broad scope" author-
Izations to users for various isotopes in five categories even if proposed
user has little or no experience with other materials in the specific
category.

Our procedures will be re-evaluated. Categories of use will be made
less generous and the possession limits will likely be reduced.

B. Documentation of survey instrument calibrations is confusing and poorly
maint.alned. Licensee personnel responsible for performing and documenting
calibrations had difficulty interpreting the records.

A standard operating procedure will be prepared which will clearly state
the procedural steps to be followed for the calibration of survey

. I-
instruments. All constants used in the calculation and assumptions

,

regarding the relat.ionship between exposure rate and distance, and
'

verificat'on of source strength will be included.

C. The brachytherapy source storage safe is not routinely locked although
maintenance personnel have access to room where safe is located. Door to
elevator controls is located in storage room.

After the inspection, a letter was sent to Tim Longder., Administrator of
Radiation Oncology, regarding this area of concern.(Item #21) llis action
is contained in his response.(Item #22):

D. The licensee rolles on the user physicians to perform the source
accountability and initial patient / patient room surycya for brachytherapy
implants. In addition, licensee personnel (radiation safety staff and user
physicians) allow brachytherapy sources to resnin in the transport cart, for
extended periods of time (7-10 days) before ret,urning them to the storage
safe. During those periods, the cart is locata.i in the source storage room

-noted above.

L
- llenceforth, the initial brachytherapy survey of the patient and room

will be performed by the Radiation Safety staff (See Apparent Violation C).
Currently, the survey performed at the completion of the brachytherapy is
made by the.oncologist. This survey is intended to verify that all sources
have been removed, and the important feature of this survey is not he
magnitude of the radiation level, but that no radiation is to be present.
If there is a measurable level, the oncologist knows that withdrawal of all

.

sources has not been accomplished and will take the necessary action.

-6-
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We will adopt the polley that brachytherapy sources must be returned to.
' storage safe or transport containers and'the inventory entries be completed

within 24 hours of the completion of the brachytherapy. The responsibility
for compliance of this policy will reside with the Radiation Onc,7ogy staff
and management. Complience with this policy will be audited by the
Radiation staff during the quarterly audits of Radiation Oncology.
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October._1
Mdwaukee. m 5d. -199 08700 West Wisconsin Avenue 26 J14 257 7900.1TY 257 5774

. - - -

I Robert Yoss
Radiation Safety Coordinator
Medical Physics / Box 193

,, ,

Milwaukco County Medica"l'"Comples" ' '' ' '' '

Dear D5b: "" " "' #" #^ '

',

As you knc,w, at the exit interview the NRC inspectors indicated d two
viola ~tions resulting from your failure to perform surveys anif

~

ovaluate the radiation lovels in unrestricted areas ~ adjacent to the
I room of a patient implanted with 800 mci of iridium 192. The

extraordinary large amount of radioactive material should have.
alerted you of the nood to handle this case with extra care, and this
is a letter of reprimand regarding the poor judgement you exercised
in this instance.

.

We also were cited for- your failure to promptly perform a surveyI after the implantation. However, what constitutes promptness is not
clearly spelled out in the regulations or our license. Your survey
was performed on the next working day after the implant and so in my
opinion was performed in a timely fashion. The timing of post-

'

implant surveys is a issue which I plan to bring before the Radiation
Safety Committee.

To avoid a reoccurrence offthis incident,.I would like you to
preparc, 1) a policy and procedure to handle surveys of patients
-rocciving large activitics implants that may cause exposure levels-to

I. exceed the dllowable limits in unrestricted areas, and 2) survey
forms showing the floor plan of the room-and adjacent areas of all
rooms routinely used for brachytherapy and I-131 therapy. These1 survey forms are to be used to record the results of all patient room

3 surveys and are to have spaces for recording among other information,
date, time, patient name, mo' dical racord number, radioactive material
used, activity of the implant, survey instrument used, surveyor's
. initials, exposure levels at all appropriate locations, etc.

Sincerely,

W k U.t.
s

Charlos R. Wilson, Ph.D.
. Radiation Safety Officer

CRW:mb

.
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Radiation Safety Office Survey Form Item //2
B R A CI IYTII E IL A l?Y ROOM S U ltV ICY IrO llM

Date:.
patient Name: _. Room ._:111tl.SL

..

mg. Ra. kg. Type of ,-
,

RAM: mCl : Implant- *

. Date of implant.: Time of implant:
__

Check List

I 1. Sign on door.
- 2. Lead pig and forceps in room.

3. Survey metcr in room.
4. Brachytherapy Patient Source Count. and Survey Verification

form in room and completed.
5. Lead shield in position
6. Nursing Inntructions in patient chart.

'

Room Survey

..

Survey the room with an ionization chamber. Prior to use verify the
battery check and document check source. Check Source mR/hr.

Reading Rending

. I
Location

mR/hr mR/hr

1 -. 1 meter from patient
___

6. Doorway-door closed

I 2. Bedside 7. Stairwell__

3. At wall in room 8. I n t.o r s t i t. i a.1 space:
4. Above bedside shield __. a. above room

. 5. Dehind bedside shield b. below room

. Measurements are to be taken at the following l oca t. ion s if adjacent
if stat. ion 3. is 3.4mR/hr thenI areas are greater t.han 2.0 mR/hr (e.g. ,

station 3A. would be monitored).
3A. At wall in 4181 7B. Stairwe]]
GA. Itallway 7C. Stairwel1
7A. S t.a i rwell

-Each of the above unrestricted areas with a radiation measurement
.E .. greater than 2 mR/hr the area shall be restricted. Radiation caut. ion
5 signs shall posted. If radiation-levels are greater t.han 2 mR/hr in

t.he adjacent. room, no patient will be allowed to use t.he room.

I
/ 6

|

^ 8a
41 N 73

" " '

7 (7C) |
a a 9 $

I v (8a,b) 3 3A 7^
|1

7B

|
,

7C 7
i

'
- 7e )

..
(stairwell) (room 4179) (crossview 8b ,

of stairwell) |
.

= _ . . . . . . . _ _ _ _



I'"* "Laboratory Audit 1991
6 .

Lab Room No.:

. Au t.h ' , User : Categories:,

.

LabEManager:

Authorizatlon Expiration: 31-Dec-92 i

Calendar Quarter
1 2 3 4 |

1. Date
.

!

Surveyor

~

2. Active Use- Yes
No

Lab Surveys Performedi3.
a. as required /on time Wipe '

G-M
b. recorded properly Wipe

__

l

;g G-M
,J b. contaminated areas cleaned 1

c. floor plan current.
_ _ _ |and retested

'

, ,4.-Postings
n. NRC Form 3 & Notice

to Employees
b. radiation signs-doors
c.. radiation signs-sinks
d , - radiation signs-work areas

1
- e. radiation signs-containers

|- f. " cold zones"
; ..

5. Sink disposal log current
_. ___

6. Radiat. ion Safet.y Violations
l'~ : 'n. food and' drink in area
| b. quarterly' inventory returned

c. dosimeters returned
i.

7.. Radiation Safety Survey G-M,

l' vial number (s')
( '.
| 8.. Comments

|

:. . |

| .' j

L|
-

I

| , , - . - . . _ . . . . . . -.

|
,

( . ''

. . _ . .
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I WbCONSIN
Ococtment of Radiology

:

--

SeCl'Oh Of 0 icac'tr c R.tSology

.

Oct_ober 1, 1990
~. ;

..

I.'
Dornard MacMillan
Health Physicist
Radiation. Safety
Medical College of Wisconsin

.. .

Dear Mac:

I ' This is a letter of reprimand for your approval of a purchase order
of radioactive material in a quantity greater than that allowed as a
single purchase by an authorized user. The order approved for
Lawrence Ryan,.M.D. September 25, 1990.rcaulted in a violation of one
of our 11censo conditions and must not happen.in the future. All

'

. orders for iridioactivo ma'torial arc 'to be verified against ' the list
of authoridad users'and possession'T11mits to determino; 1) that the

~

individual initiating the order is, in fact, an authorized user, 2)
that the activity ordered is within,the individual'.s possession
lim 4+ , 3) that the activity Ydr vial'dods'not exc6cd 5 mci unicas

..

previously approved in writing, .and 4) .that the activity plus ttm
amounti?6f riatorial' on hand in tlic "us6r''s possession' does not exceed
his/her total possession limit.

. In. addition,, Tf 'tlicrd ar'c any'' questions [rcijarding a specific order,
. .cyou. are not to process the -order without my approval.

: . '[: ,

Sincerely,
~

C l A (2 &s

Charles R. Wilson, Ph.D.
Radiation Safety Officer '

Medical Physics Section

CRW:mb
,

.

'

|
.

I.
Milaaukee County Medical Comptes

87N West Waconsin Avenue
Milwaukee, Wisconsin $R26

r
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I MILWAUKEE COUNTY

m2DiD3L 00mFLSH

. 8700 West MSconsin Avenue haunce. m 53226 414457 7000. ITY .'57G 74

.

October 1, 1990

I .?.'-" .m : ' ,m : - t': '..

Lawrence M. Ryan,.M.D.
Chiefi.. Rheumatology. , .

Milwaukoc. County Medical' Complex

.

Dear Dr...Ryan:..

Dtiring the Nuclear . Regulatory Commission inspection, September 26-28,.

1990,,it was noted~.that you have in your possession more activity of-
I- a-single material than was authori::cd by the Radiation Safoty

Committee. You roccived 25 mci of 1{-3 (sodium bofohydil'de) on"Aucjiis t'
25i 1988.- This.is in direct violation of.our licchsc conditions and

I in order for'us to'be-considered in compliance, you must immediately
coacc use of this material and transfer it to the Radiation Safety
offico until su,::h timo as your authorization has been amended to
allow: possession of this much activity. If you wish to recume use of
this material, an' amendment request should be filed with my offico

. prior to October 31st'to-be in time for the next regularly scheduled-
mocting'of the Radiation Safety Committoc November 7, 1990. Your

'I'. possest1.onnlimits, a description of special handling procedurcs,
reques.t should contain a brief statement justifying the increase in

stordgriand-disposal roquiremont, if any, and a statement regarding
.thentrifiting you"will provido. for .indiv.iduals using this amount of
ma td r'.4.6'1, if necessary.

If..:you wish to resume use of .this material before the next regularly
> schteduled. Radiation Safety Committ.cc meeting, an energency a.condment

request can be made. Please contt et my office regarding the
--

procedure-for such a request.

A. CW tJ
Charlos R. Wilson, Ph.D.
Radiation Safety Officer

. Medical Physics section
CRW:mb

I
.
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October 1, 1990
.

_..

-

- Henry -Misiorko, Ph. D."

Acting Chairman

. I-
Department of Diochemistry
Medical College of Wisconsin

Dcab Dr.. ~'Misiorko:
I-

. During the Nuclear Regulatory Commission inspection, September 26-28,
it was noted that you have in your posseccion more activity of. 1990, -

.I a| single-material than was' authorized by the-Radiation Safety
Committee.- You roccived 25 mci of H-3 (sodium borohydrido)-on-August
25, 1980'. GThis i:i in direct violation of our licenso conditions andC

in order for us to be'condidcred in compliance, you must immediately
cease use of this material.'and tro. sfer it to.the Radiation Safety- :_

i ..offico until such time as your authorization has been amended to
. ' allow possession of this much activity. If you wish to resume use of

this material, an amendment request should be filed with my office
'

prior to october.31st to be in timo for the next regularly scheduled
.

meeting of the Radiation safety Committee November 7, 1990. Your
' g. . request-should contain a brief statement justifying the increase in
;g4 ipossession limits, a description of special handling procedurcs,

- !storago-and disposal requirement, if any, and a statement regarding.

-the. training you will provide ~ for individuals using this amount of^

-

..

'

-material, if necessary.

_ .If you wish to resume use of this material before the next regularly
scheduled Radiation Safety Committee meeting, an emergency amendment
request can be mado. Please contact my office regarding the
procedure for such a request.

Sincerely,

cLL mL
7 Charles R. Wilson, Ph.D.

Radiation Safety' Officer
Medical Physics Section

CRW:mb

__
.

.

_
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' Item #7

_

MEDICAL
'

-

,. '

COLLEGE
OF WISCONSIN

Department of Me$ctne
H $ Chesutig Ph D

I.
tineu woing, sntiona

a84 Con MD-

'n'!a";" diad October 2,1990
i

g- M::::2
K t se t al M D

'

.

L M Ryan. M D
R L Wortmann. M D

Chairman
' Radiation Safety Committee

g1 Medical College of Wisconsin

Dear Sir:

I

,|. This letter is to explain our recent rurchase of 25 mci of 3H acetic anhydride and toL
L ask.for a one'. time exception for the use of this' labeled material. .The 3H acetic

-

anhydride is to be used In'our laboratory for the labeling of both casein and collagen.|. .

These labeled proteins are used as substrates for the detection of enzymatic activity In
*

the media of cultured cells. ' A number of people will be using these assays in their
Work and sufficient material will be labeled to cover all their needs. Five mCl of 3H

.|. acetic anhydride will be used for each labeling reaction and the work carried out under
the guidelines established by the Radiation Safety-Committee. Initially only 10 mci

; will be used and it was' planned to store the remainder for future use. The 25 mci size ~
:was ordered since this was the lowest amount size available at the specific activityg

| appropriate for our work. Additionally, this size was much more economical than
purchasing a lower amount with a higher specific activity.,

-l would like to' request that the 25 mCl be split into 5 mci aliquots which will then'be
'

used as required. I thank you for your consideration of this matter.

L
Sincerely, - '

7h,
_.

g %gtm.
.

Lawrence M. R9an, M.D.
Professor of Medicine
Chief, Division of Rheumatology

,

M tI* it u k e Ount/Me Cd! Coinplex

L|! *IOfM = %1
(414)257 63$6
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MILWAUKEC COUNTY

I. m80icalcomPL8H
8700 West Wisconsin Avenue Mdwaukee,WI53226 414 257 7900 TTY 257 5774

.

I.
October 17, 1990

Dear Dr. Ryan:

The Radiation Safety Committee has authorized you to use ionizing radiation in
'' _ categories B2 and B3 in accordance with the statements made ti you application

dated November 17, 1986 and letter dated October 2, 1990. This authorization-

|_
. expires December 31, 1990. If any conditions of your use change, it is your ,

obligation to contact the Radiation Safety Committee.

' CONDITIONS |

IPossession I,imits' "

l:' Under this authorization you.are allowed to possess radioactive materials up to |
I_

the following activities:
a

-

i Categories })ossession I,imits
.

:
,

.B1: RIA kits Less than 10 uC1/ kit
Total Possession less than 200 uC1

B2: Low-enerny beta emitters 5 mCl each beta emitter
Low activi.tr gamma emitters 2 mC1 each gamma emitter.
(< 250 uCi in process- Total Possest, inn less than 20 mci
at one time)

,i B3: liigh energy beta emitters 5 mci each beta emitter
liigh activity gamma emitters 10 mci each gamma emitter'

;

" ' Total Possession less than 50 mci
.

-

B4: Radiolabeling 11-3, 1-125 11 - 3 150 mci each use ;
.

'

or I-131 1-125 10 mci each use' ~

1-131 10 mCl each use

iI..
Total Possession li-3 less than 200 mci
Total Possession Iodine less than 20 mCl

Member. Mdwoukee ne@onal Medical Center
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October 17, 1990 -

Ryan
Page T<o

.Irgirling

You are responsible for the training and instruction of all the personnel in
your laboratory. Personnel are to be instructed in the specific procedures to
be followed concerning the use of ionizing radiation in your laboratory and are

. I to be informed of conditions of your authorization.

,jipecial Conditions

One time permission to purchase 11 3 acetic anhydride in 25 mci quantity for
labeling.

Sincerely,

g' - ~~
B. David Collier, M.D.
' Associate Professor of Radiology

'

Chairman, Radiation Safety Committee

"
.

*
.

0

.

|
. ;

,
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| |
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' Item #9 1/2

MEDICAL '-

.

COLLEGE
' '

OF WISCONSIN
40mry M. Minotko Ph D

Department of Ekochemistry

October 15, 1990

i

Charles R. Wilson, Ph.D.g'

Radiation Safety Officer
Medical Physics Section
MCMC

g
I

[ Dear Dr. Wilson:

I would like to request an amendment to the pending rent 11 of
E my authorization to use radioactive materials, increasing the.
y allowed possession . limits of tritium to 25 mil 11 curies of a 1

!= single substance. Such an amendment to my authorization was
; . approved by. the Radiation Safety Committee ; October 1982 -(see

attached copies of my October 1, 1982 request and.your letter of
.. October 19, 1982); I believed this approval to still be in'

effect.
.

L . We purchased 25 mci of sodium .[3H]-borohydride in August, 1988. .

l.
- This was the smallest E quantity of this material of, suitable

L- -specific activity commercially available. For a typical
experiment, I prepare a stock solution by. opening the sealed'i

L glass ampule 'in the hood, transferring a grain of the solid to
.a test tube, and dissolving this material in a suitable amount
Lof 0.1 M sodium carbonate. The remainder of the [3H]-borohydride'
is resealed in the glass' ampule, and stored in an appropriately.

;
. labeled container in the radioactive materials box in our -20'c I

freezer. . No other lab personnel besides myself are involved in
'

handling the 25 mci quantity. No single experiment involves
more than 5 aci of the [3H]-borohydride.

..

'While I-am happy to have you store the 25 mci shipment until we
need it for our experiments, I request reinstatement'of-

. approval to use this material'as described.
~

h

|
. LVery truly yours,

4

Henry M. Miziorko, Ph.D.
Professor and Interim Chairman

.

8701 Watertown Plann Road
Mawaukee. Wiscorsin 53226iI (414)257 8435 / 6257 / 8259

FAX (4141257 2006

.
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Item #9 2/2
''

..

MEDICA
'- -

-

Ik bSIN
'

Department of Radiology
Section of Chagnostic Radiology

1
-- October 19, 1982

'

'

; :

i
I

e,. i

|

|

L- : Henry M. Misiorko, Ph.D.
Department of Biochemistry
Medical College of Wisconsin
Milwaukee, WI 53226

1

L Dear' Henry: ]
|Yourzrequest to increase your possession limit of tritium to 25 milli-|

|

curies has been approved by the Radioisotope' Committee. I have included j
i for your information the institution _'s policy on bioassays of tritium

users.

Sincerely,
'

]i . ,
,

:
-

,

Charles R. Wilson, Ph.D.
Radiation Safety Officer

' CRW/ja
' : Enc.

cet C. Casey
i

,

>
,

s.

,

4

Milwaukee County Medical Compte
8700 West Wisconsin Avenue
Milwaukee. Wisconsin 53226

_ . . - _ _ . . - . _ _ _ _ _- _ ___ _ - _ _ - _ - - _ _ _ _ _ _ _ . _ _ _ _ _ _ _ - _ _ - _ - _ - - _ _ _ _ _ _ - -
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,
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I
me' MILWAUKEE COUNTYoicalcomPleHg

.

8700 West Wisconsin Avenue Milwaukee, WI 53226 414-257 7900, TTY 257-5774
-

hLenenttadum ,

;

- Date: October 15, 1990

To: All Authorized Users of Radioactive Material

From: Charles R. Wilson, Ph.D., Radiation Safety Officer
Medical Physics /MCMC

~ The NRC has requested that we verify that all individuals using radioactive
material have the appropriate training and qualifications. Specifically, they
wish us to demonstrate that all authorized users meet the requirements in Part

--

33.15 of Title 10 Code of Federal Regulations. I am, therefore, requesting
that you confirm and verify you meet the following criteria. I must submit

Lthis information to the NRC by October 25th. I must have your response no

later than October 19th. Please return response to:

- MCMC
kadiation Safety / Box 193
or deliver to MCMC - 3M - Room 371

Please confirm your qualifications and document your answers completely on the
- attached sheet. if you have:any. questions or feel that you do not meet these

qualifications,tplease let'me know immediately.
.

}fr_Lt_tmtEELqnse to this is _ mandatqty. Failure to resnond will .ieonan!Lze votte

Milltgriglion to.use radLgacAlve material.

p
,

--

Member, Milwaukee Regional Medical Center

- _ - _ _ _ - _ _ _ _ _ _ _ _ _ . _ - _ - -
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1. A college degree at the bachelor level, or equivalent training and
experience in the physican or biological sciences or in engineering.

g Please list all degrees, majors, institutions and dates degrees were:

confirmed.W.

.

d

I
I
.I .

At least 40 hours of Ltainlug and nperjenen in the safe handling of2.
radioactive materials, and in the characteristics of ionizing radiation,

units of. radiation done and quantities, radiation detection instrumentation
and biological hazard to exposure to radiation appropriate to the type and

; form of bip oduct material to be used. Please list all training and
experience,. Institution where training and experience was acquired, dates

' and times. Also list all radioactive material and activities previously

used.

|I
:I;

;I

g.
I
I
I- mme nept.

- Signature _ _ Phone Date



_ . _ _ _ _ . . . .

Item #11RADIATION B U Rv icy
'

' for the month of

l{ 3tR rument: Ludlum model 2 n/n 21?16 - - - ) ^

M
i -

. .. . . _
--

.

. . . . _ .. 3 4
_.

/ s -, ,

mputer -

U - L
Room y | ggis

..

io -- |

IMAGING HOT LAB
_ . . .

_ ,

16 | -l '3 II -- 13~ ~ ~ ~ ' '

| '~) | | I fj |
m1 -

_

. -

-

_ . __

ger
.

mR/hr at location.

vel 0.1' O 07 0.07 0.1 0.07 0.05 0.1' 0.05 Oa05 0.05,0.05 0.05 0. 0Jtl 0. 05 0.05 .1 05
e 1 2 3 4- 5 6 7 8 9 10 11 12 13 14 15 16 17 Init

. -

_
E
us

W
e
a
E -

L
y. .

B
9"
6-
8
5
9-
g .._

.E
r
L:
E-
9 ,

s .
.

__

E_.
) -

- -

_ . _ . _ _ !

_

.

IF-TIbCGER LEVELS ARE EXCEEDED, IMMEDIATELY

I NOTIFY TIIE RADIATION SAFETY OFFICER
extension 5381



s________.___.., , .- - - ...

Ad* - r - Item #12 1/3$1- --

I dD
E j| illSB!DSL 00mFLGH

MILWAUKEE COUNTY
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~

8700 West Wisconsin Avenuo Milwaukee, WI 53226 414 257-7000 TTY 257 5774~-
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.

Memorandtg1
,. . . . .

m m ;.. ..

-r 9- '.u ,,,,-.; ., . t. ,t .,. .

1_

Date: October 3, 1990'

t - To: All Authorized Users of Radioactive Material

Q,m h (2 O .( w wFror.: Charles R. Wilson, Ph.D.

.

Radiation Safety Officer
- -

- During the recent NRC inspection, a number of violations of conditions of our.

license were noted. This. letter is to request that you review your re-
.

<

-

sponsibilities as authorized users of radioactive material as outlined in the

radiation safety manual (copy of responsibilities attached) and the specific

-I.
commitments you made when applying for authorization to use radioactive
material.

; . I would also like to remind ycu that:
'

1. No food or beverages are to be stored with radioactive material.
-

-

2. . Cold and hot zones are to be clearly marked in your laboratory.
-

3. All individuals working in your laboratory are to have been
instructed in the proper use of radioactive material and all

-

conditions pertinent to your authorization.'

; 4. Laboratory surveys are to be performed as required and all resulta
,

- recorded.

'

Your cooperation is essential in maintaining the institution in compliance with
_

all of the regulations we operate i. der, s

.
CRW:mb
Rncl.

b
_

- ;.-

|

..

Member, Milwaukee flegional Medical Center
_ , , , , , ,



_ - . - - - - - - - - - - - - - . . . - . . . .- , . . . ..

Item #12 2/3.

,
g

.

From: Radiation Safety - l'olicy and l'rocedure ilanual.

.

-

:

I
I
g

.

I
I
g

.

.,

'

+

I
D. Authorized Uncra

Users are required to submit. an Anolication For Use of Rndionuclides
.'

(Appendix IV) to the RSC at the tine of original-application, for renewal
or amendment of-the original application. The application will be reviewed

'I.. by the Radiation Safety Committee with attention to the qualifications of
the applicant regarding the types, quantitles and uses of the materials

1
4

. _ _ _ _
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M' 'S requested on the application, and to a desonstrated ability of the

applicant to ensure ALARA policies are followed through appropriate* *

procedures and special protective equipment.f -

'_

After the RSC has approved the application, . authorizeq usora will be
t responsible for obtaining, storing, using and disposing of all radioactive

_

materials purchased under their authorization. and with respect to

radiation safety, are responsible for the employees under their
-- supervision. Attendance at inservice education sessions and relevant

history of ALARA compliance will be considered during the process for
- reapplication for use of radionuclides.

_ Authorized users sharing laboratory facilities with other staff or facility
7 members shall inform each colleague of storage and use areas of radioactive__

' =
materials, type and quantity of radioactive materials in the laboratory,

}
and precautions or restrictions involved.

will comply with the policies and procedures described in'

Authorized users
the Radiation Safety Manual, state and federal regulations, standards of
good practice, and in addition authorized users shall:

q

1. Maintain the purchase and use of radionuclides within approved limits;
maintain records of the receipt, use, transfer and disposal of

radioactive materials; and submit- an inventory report to the RSO on
_ forma provided within specified time limits.

2. Evaluate all procedures before using radioactive materials to ensure
that exposures will be kept as low as reasonably achievable, using
trial runs where possible. g

3. Inform the RSO of proposed changes in operating procedures, techniques,
facilities, alteration within facilities and employees.

4. Consult with and receive the approval of the RSC during the planning
stage r,rior to using radioactive materials for a new procedure.'

S. Ensura that employee are qualifled to use radioactive materials safety
and use appropriate safety devices. Provide an -initial radiation

- safoty intruction as part of laboratory orientation for new personnel.

6. Monitor radiation levels and/or contamination of area. under their
control in accordance with the Medical Complex's NRC license.

7. Permit the Radiation Safety Officer to inspect and evaluate their areas
at any reasonable time.

8. Inform the RSO regarding the termination of the authorized user's
employment so that work areas may be surveyed and quantities of
radionuclides may be audited.

annual basis attend a minimum of one inservice education session9. On an
presented by the Radiation Safety Officer.

10. Ensure individuals in your laboratory attend annual radiation safety
inservices.

" " " ' ' ' ' ' ' ' " +
I

.. . . . _ . . _ _
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MEDICAL.

COLLEGE
OF WISCONSIN

owision of nesearch ano orad,u siuges,

October 10, 1990
.

;

Charles R. Wilson, Ph.D.
Chief, Medical Physics & Imaging Science
Department of Radiology
MCW

= Dear Dr. Wilson,

;| Please be advised -that following our conversation I discussed with the Basic
-u- . Science Chairmen the problems recently identified regarding the correct use of

radioisotopes by MCW faculty, staff and students. Dean Cooper, who chaired the-
meeting, also has been appraised of the situation.

They were concerned about the nature and extent of the. problem and asked for
details, which I provided. They expressed an intent to emphasize to their
faculty the importance of adhering to the standards established in the MCW
Radiation Safety manual. I have every reason to believe that in the future you
will find that the proper procedures are being adhered to.

.
Sincerely,

dL Mtud.
' Coryce 0. Haavik, Ph.D.

Associate Dean.foi Research
.

and Graduate Studies
:

|

I
g =:= =

(41410$1-8218
FAX (414:2$7 8215

. .. _. . . . . . . . . . . . . . . .___ _ _ ___.__ _ ._. _.
_
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MEDI
- COLLEG O
- WISCONSI

Deranrnent of Ramology
-- October 1, 1990 secaa e ooroac woor
=

-

Michael T. Gillin, Ph.D.
:

_ Chief, Medical Radiation Physics

-

Radiation Oncology Dept.
Milwaukee County Medical Complex

; . Dear Mike:
-

. . . . .

. _

During the Nuclear Regulatory Commission inspection of our license, September
26-23, 1990, we -were told that specific NRC approval was required for the use

T of the Selectron (remote afterloading system) and that we were not to use this
' device until an amenddent authorizing'its'use hasJbeen approved. Attached.are
the guidelines for licensing this device and I have indicated those items !- 4

.

# would'11k6 y'ou''t'o' coEp1Ete? Dr''"Jn]ini ha l'chtatively scheduled a treatment-

.

- using this device for October 10th and William Adam, Acting Head of Licensing
. tfor the NRC Region III, has. agreed to+ process our7r6 quest on an emergency ba' sis-c

so that this treatment can be made. I would appceciate your prompt attention
- in providing this information so that we can FAX the application t.o Dr. Adam as

soon as possible.

'
~We havEapparently.been 'in violation of the NRC licensing requirement since the

-installation of this unit. I have reviewed my file regarding its installation
and-f'tiidino'indicationthatsuchapprovalwasrequired. Also, I do not recall

seeingLanything about licensing requirement for this unit in either the HPS or
,

';AAPM' newsletters. Would you review your correspondence, technical information,
eter regarding-this unit to determine if we missed:the-requirement accidentally

" o~r it"the companil simply did not inform us of the need to license this unit at
~

7 theitime we ' purchased it.

P fess'e ' inform 411 radiation oncology staf f that until the amendment to ourP
~

1j license is granted, this unit cannot be used.

' ~

Sincerely,'

J1 Charles R. Wilson, Ph.D.

_5 Radiation Safety Officer
Medical Physics Section

_

CRW:mb
Encl.
cc: Frank Wilson, M.D.
bec: Tim Longden

1 _..c_i._..
Slo West VbsConsan Av(nues
fM * J ust't. YhSC0ntin 53226

. . . . _
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WISCONSIN
October 1, 1990

o,,,,iment of naa oiooy
Socison of 0.agnoshc Ha@ ology

I
William J. Adam, Ph.D.
Acting Chief of Liaensing
U.S. Nuclear Regulatory Commission

-|. Region III
'n' 799 Roosevelt Road

Glen Ellyn, IL- 60137

Dear. Bill:

I appreciate your prompt response in sending me the information required for
licensing a remote afterloading device. Attached is the information
requested. As I indicated in our telephone conversation of Sept. 28th, there- >

. _ is a patient who is tentatively scheduled for therapy with this device on
'g; October 10th and'if our amendment request can be processed in time for this-

E' therapy,.I would appreciate it. If additional information or clarifications
are needed, please call me at (414) 257-5381 or Michael Gillin, Ph.D. , Chief of
Medical Physics, Radiation Oncology (414) 257-5636.

i

No license fee is required as the Mi]waukee County Medical Complex is a branch
of the Milwaukee County Government.

Sincerely,

Cv ( %
Charles R. Wilson, Ph.D. 1

- Associate Professor of Radiology
Radiation Safety Officer

'CRW:mb-
Encl.

,

..

. .

.

, wtwaukee County Medical Compies
. 8700 West Wisconsin Avenue

wi avaee Wisconsin 53206

- - - _ _ _ _ . . _ _ _ _ _ _ . _ _ - . - - - _ _ _ - _ _ _ . _ _ - -
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Low Dose Rate Remote Afterloading System
. . , - At MCMC and FMLil

I
I. Description of Sources

- A.- Source Description

1. Ir-192
2. Ir-102 seeds in ribbon form from Best Industries "if Nuclear

Products. Inc. or Ir-192 wire from Amersham or CISUS
3. Maximum activity is 185 GBq (5 Cl)
4. Maximum number of sources is 15

'

B.7 Device Description

1. Manu f acturer: Nuclotron
'2. Model name: Micronelectron LDR' "-

'I I . Intended Use:

To be used for interstitial and intracavitary treatment of cancer to
augment the existing program in" brachytherapy. This is the low dose rate
unit and does not represent a significant change in the normal p -actice

~

of brachytherapy.

III. Proposed Usern:
.

Radiation Oncology clinical. faculty, who are all board certified
physicians in Radiation Oncology or the equivalent. These physicianr.
will be supported by the Physien and Dosimetry staff of the Department of >

Radiation Oncology.

f IV. Training for Individuals '

A. Ds ' es operatorn are the physician and physics staff of the
Department of Radiation Oncology.

B. The sources are exchanged with each use. Sources are prepared and
tested by the Physics and Dosimetry staff of the department. Since
the sources are the normal strength for radiation brachytherapy, no
special. skills nre required.

C. Michael T. Gillin, Ph.D.
- Associate Professor

Radiation Oncology1

Medical College of Wluconsin

D. This device is used for 24 hours per day for the duration of the
irg- implant which may last up to one week. No other individual is on-site
EE durinn thin entire time- Sunnort staff is available ror telephone
H consultations.

L-
sL
i
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E. The device is tested prior to each use to insure proper source
transfer, proper time measurement, and proper unit functioning. There
are no emergency procedures required for this low dose rate unit. No
documentation of this is made.

V. Facilities

A. Attached is a floor plan of the room 4096 and adjacent areas (Fig.1).
The room above 5C96 and below 3C96 are of identical layout. The

~| distance from functional floor to functional floor is 18 feet (4.6 m)
m and the floors are composed of 6" of concrete. There is an

interstitial space containing heating and cooling ducts and other

utilities located between the functional floor. This space is t

occupied only during inspections and maintenance work. The distance
between'the functional floor and the floor of the interstitial walk
platform is 10 feet (3 m). This walk platform is concrete 2.5"
thick. (See attached diagrammatic section (Fig. 2) of interior
partition and ceiling) -

The following is a summary of the main materials in the walls, floor
and colling:

South wall: No shielding required, outside area is above grade.

East wall: Gypsum wall board, 1 1/4" total thickness on metal studs
- and lead shleiding 1/4" (6.3 mm) to a height of 7 feet

(2.1 m). Adjacent area is a patient room and is
unrestricted.

-

North wall: Lead shield, 1/4" (6.3 mm) to a height.of 7 feet (2.1 m).
Adjacent area is hospital hallway and is unrestricted.

West wall: Gypsum wall board, 2 1/2" total thickness on metal studs
' " ''

'

and lead shielding 1/4"- (6.3 mm) to a height of 4.5 feet
(1.37 m). Adjacent area is emergency stairwell and la

| - unrestricted.

Floor: .6" concrete.in floor plus 2 1/2" concrete in interstitial
walk platform, adjacent area below is a patient room,
distance between floors is'18 feet.

,

Ceiling: Same as floor.

Distance from center of bed, room 4096 to following areas:

L Room 3C96 and SC96 : 18 feet (5.5 m)
Fourth floor interstitial space: 10 feet (3.0 m)
Third floor interstitial space : 8 feet (2.4 m)
Room 4C98 : 10 feet (3.0 m)

L Hallway : 12 feet (3.7 m)
I' Stairwell : 6 feet (1.8 m)
|

| B. 1. The primary treatment room has closed circuit TV and a separate
audio system. Since this is a low dose rate nnit, failure of any
cceponent of.the visual or audio system will not prevent the
system from being used, as there are no special patient monitoring
requirements for normal brachytherapy.

2

/
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C. 1. The normal treatment room has a door interlock. The institution
reserves the right to use this device in locations other than the

. normal treatment room if it is decided that there is a compelling
|reason to do so.

2. All rooms containing patients who are undergoing a brachytherapyI; :

treatment are appropriately Inbeled.

3.~ There might be a-possibility of using this device in one of the
,Radiation Oncology treatment rooms. Thinking is the means of

assuring that other devices are not turned on to make radiation
'while using the remote afterloader.

_
utia a: . :.2 t :. ue v . .

-

4; VA ritdiation"inensuHng device l~ pr' esent for each brachytherapys
patient, independent of the use of the afterloading system.

5. To the best of our understanding of this device, once the sources
.have been withdrawn, a separate action must be taken to redrive
the sources out to the treatment position.

D. Shielding Evaluation
,

1. The maximum "on-time" is on the order of I week treatment.

2' The activities of implants to be performed in Room 4C96 will vary.

but adjacent unrestricted areas on the fourth floor will be
surveyed to insure compliance with Section 20.105(b). If

' exposures in any area exceeds the limits in Section 20.105(b),
the rooma 5C96 and 3C96 will be surveyed. If exposures in the
following areas exceeds the limits in Section 20.105(b), the
actions indicated will be taken.

: E a. Room 4C98, distance, 12 feet (3.7 m)
E Access to this room will be restricted. No patient will

be housed in this room while the implant is in progress,

b. Hallway.
An ISO exposure line representing 2 mR/hr will be marked on
the floor of the hallway and signs will be placed restricting
access to the area behind this line to only radiation
workers. Portable bedside shields (2 available) will be
used to minimize the area of the hallways so restricted.

. c. Interstitial Spaces (above and below room 4096)
These spaces are normally locked and access is limited to
engineering personnel. When exposure rate exceeds limits
in Section 20.105(b), engineering personnel will only be
allowed access to thest areas when accompanied by a member
of the Radiation Safety staff. Engineering will be notified

| of each implant for which this restriction applies.

. -

3
.

(
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d. Stairwell
Because of its location, this stairwell is infrequently used

- and occupancy is essentially nil. In the event exposure
IcVels exceed limits, signs will be placed in the stairwell
on the fifth floor and third floors stating that the area

-

1 between the fifth and third floor is a restricted area, and
directing anyone to exit the stairwell on the fifth or third

- floor except in case of an emergency. It is unlikely even in
the event an individual ignores the warning signs that the
individual will be exposed to a significant fraction of the
recommended maximum annual dose of 0.5 rem for a' member of
the general public because of the limited time it would take
to go.between floors (estimated time less than 15 seconds).

3. For restricted areas,-the" normal controls will be used.

VI. Operating Procedures

1. Written standard operating procedures have been developed.-g
5 2. Copies have been distributed to the Physics and Dosimetry staff.

3. When not in use, the remote af terloading system is kept in the-
Brachytherapy Room within the Department of Radiation Oncology,
Milwaukee. County Medical Complex. The treatment room is a normal-,

hospital room and is used for normal patient care when the unit is
not in this room.

4. When the device is used, the patient who is to be treated with it
is the only patient in the room.-

5. Since the device is used very infrequently, daily checks are not
made.

B. Calibration of Device

, It is not necessary to calibrate this device nor is it possible1to do
All sources used in brachytherapy are calibrated following theso.

recommendations in AAPM Report 13.

VII. Emergency Procedures

Emergency procedures are not required for this device.I
VIII. Waste Disposal

Sources:are disposed of by returning them to their nr.nufacturer.

I
*I

g

. _ _ _ _ _ _ _ _
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Froedtert Memorial :.utheran llospital
9200 W. Wisconsin Ave. , Milw.,WI 53226
Southwest corner of the building showing
the room in which the Selectron la used, 4C96,

i
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MEMORANDUM,,

July 26, 1990 :"I
|

.

Mike Gillen
Radiation Oncology
Milwaukee County Medical Complex

Dear Mike

I recently reviewed branchytherapy radiation safety records with Dan Grimm.
I noted that the cource removal verification forms for patients receiving I-125
eye plaques were not completed and that some inventory entries regarding return
of these sources to storage or decay pigs were incomplete. Dan explained that

I the I-125 plaques are renoved under general anesthetic in the Eye Institute and
after removal the sources are picked up by Radiation Oncology personnel and
returned to your departrent. Surveys to verify source removal are difficult to
perform because the patient is generc0 v unavailble being either in the OR or
recovery room. Although, because of t he nature of the plaque used, it is
unlikely for a source to be left in the natient, it is nevertheless required by
the SEC to survey the patient to verify source removal. To insure this survey
is done, radiation safety staff will perform this survey in the future, and I *

am requesting that when your staff is notified to pick up source, you will in
turn notify the radiation safety office that the plaque has been removed. If

-I
no one is in my office, or one of the radiation safety staff cannot be reached
by telephone page, please Icave the message on the ansucring machine.

I vould also like to request you to urge your staff to complete the necessary
I* inventory entries regarding these sources as soon as possibic after their

l,..remova ..

~

. . .

'"
Charles R. Wilson, Ph.D.- ' *

I ., Radiation Safety Officer

CRWimb. -

cc: R. Yoss
Dan Grimm

.

Milenutee County Me@ cal Compie
8700 West Wisconsin Avenwo
Milmavhee. Wisconsin SR.'6

. . . . . . . _



E Item #17
-

I ,.
.1 sw

ME

) E Q[N
ej -

I L: F
NSI\ /b

I Department Of Padiot00y
tecnica of 0 ag% site Haa ology

__
October 1, 1990

. . . ....

Michael 01111n, Ph.D.
Chief, Medical Hadiation Physics

. Radin!.lon ,0ncology . Department
'.'M.llw'n'ukee ' County Medical Complex

.. . . ...

Dear Mike:

26-28, 1000 it

I .
n,Durlug the Nuclear. Regulatory,, Commission inspection September

was' not' d'tha't' there were a number of incomplete entries tri the radioactivee
i.aource inventory logs. These minuing dat.a were considered a violation of

.,, conditions of.our. license. This letter is to request that you impress upon

.your staff the importance of. maintaining thene records as comnletely as
posslble and if they encounter an incomplete record in the log, t.o either
contact the individual responsible or my office.

Dob and I met with Dan Grimm several months ago and plan to review these
recorda on a quarterly basis. It is anticipated that this quarterly review

wl,11, allow us to avoid a similar deficiency in the future.I ,

1 '' *~ - ~

g,, '. ~ h' , ' " . ': ' ' Sincerely,
,

pc:*ferht:- c!: .. ,

n : iy.:::. . .. .

Charles R. Wilson, Ph.D.

I Radiation Safety Officer
Medical Physics Section

i

'g CRWimb
g cc Dan Grimm

D. Tellmer, Ph.D.
- K. Sherwood

-.. .

T

I
i

I
Milwau ce County Medical Compienn

8700 West Wisconsin Avenue
Mit*aw ee, Wisconsin $3226n

- - .- __ _ _ _ _ _ ___ _ __ -._ - _._ _ _ _______-__ _ _ _ _ _ _i
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October 1, 1990
_..

I . ,

-. . .

I
. .,

Michael Story, Ph.D.
Urology Department
Freedtert Memorial Lutheran llospital

,

Dear Mi):c: -

I During the Nuclear Regulatory Commission inspection September 26-28,-
1990 in a review of our bioassay records and your use records, the
inspectors found that'on'three occasions during the last 12' months
you failed to obtain pro- or post-iodination bicassays for I-125. I

am disappointed that I.have to remind you that in your request to use
radioactive materials you agreed to perform these bioansays. It is
essential for all investigators to abide by all conditions of their
authorizations in order for the institution to maintain its
compliance to the NRC license and regulations.

I I:do not, at this time, );now the dates of the missing bicassays, but
Irwill send them to you for your comments when I roccive them from
the NRC. In the meantime, I urgo you to ma):e sure that whencycr
performing a labeling procedure that the required pro- and post-
iodination bionssays arc obtained.

Sincerely,
c :,:.. a .. . . :

.

!.I *, . . %\43 h 6 *

I Charlos R. Wilson, Ph.D.
Radiation Safety Officer

. Medical Physics Section

CRW:mb
cc: M. Story User File

|
|

|

*
.

I
. - . . . . - . . . - . . - -

-_
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October 1, 1990 --

I
I

Frank G. Stoffel, NMT, RT
Supervisor,11uclear Medicino
Milwaukoo County Medical Complex

Dear Frank:

During the Nuclear Regulatory Commiccion inopoetion September 26-28,
1990 it was noted that the weekly or day-of-use tent using Cobalt 57I for all frequently used isotopo sottings of the doso calibrator were
not being performed. Thic QC test lo a licence condition and munt be
performed wockly. Please initiato these constancy check immediately.

Please inctruct all Nuclear Medicino staff to perform this test and
of the importanco of maintaining records of this test.

Sincoroly,

Cw b' s ab
charlos R. Wilson, Ph.D.

I Radiation Safoty Officer
Medical Physics Section

I CRWtmb
Encl.
cc D. Palmor, Ph.D.

Kutlan Ocker, Ph.D.

I
I

.

I
Membef, Milwaukee AcQional f/emcal Cente,



- ,

;. Item #20, , ,

-
.

MULTI-ISOTOPE CONSTANCY VERIFICATION FOR MCMC RADIONUCLIDE DOSE CALIBRATod

DIRECTIONS: PLACE THE CO-57 REFERENCE SOURCE IN THE DOSE CALIBT.l.20R
AND RECORD THE READING FOR EACH OF THE PREASSIONED RADIONUCLIDE XEYS

TUESDAY Tc99m Xe133 I-131 I-123 Ga-67 T1201 In111 Mo-99 Initials
..............................................................................

10/09/90 .

10/16/90
10/23/90

__

10/30/90
11/06/90
11/13/90

1 la/20/90
'

11/27/90
12/04/90

_

12/11/90
12/18/90
12/25/90, _

I 1/01/91
1/08/91
1/15/91
1/22/91I 1/29/91
2/05/91

f 2/12/91 -

1
' '

2/19/91-
2/26/01
3/05/91
3/12/91
3/19/91
3/26/91

.

DWP File: manyisot
,

i

I 1
'

,

:

|

:

:
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October 1, 1990

I
.

Tim Longdon
AdministratorI Radiation Oncology
M11waukoo County Medical Complex

Rot The Ituclear Regulatory inspection Sept. 26-28, 1990
Dear Tim

At the exit interview, the NRC inspectors expressed concern regarding
unauthori cd accons to the scaled source storage area in Radiation
Oncology. They observed that the entrance to the elevator equipment
room is insido the sourco storago room and requestod we insure that
access to the radioactive matorials storage room is limited to only
Radiation Oncology and Radiation Safety Staff.

I Would you please make whatever changos you and Miko think are nooded
to answer the NRC's concerns and lot me know what you have decided to
do.

Sincoroly,

NCw k es ( , s--

Charles R. Wilson, Ph.D.
Radiation Safety Officer
Medical Physics Section

CRW:mb

'I
9

M bOf g S %% M0 Ob b! 4 el
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October 12, 1990 ,

To: Charles R. Wilson, Ph.D. Radiation Safety Officer

From: Timothy Longden, Administrator Radiation Oncology
,

.^
Subject: Nuclear Regulatory Inspection

Please be advised that both Dr. Gillin and I have reviewed --

the documentation submitted by Nuclotron Corporation with i
regard to the Selectron remote afterloading systems. -

It appears that from the documentation that the licensing
of the machine itself to be an oversight. We were one
of the first Radiation Therapy practices to obtain this
type of equipment. In reviewing the documentation recently
provided by Nuclotron the manual appears to have had a
number of revisions that evolved to require the actual
licensing of the machine. .

The issue of our sealed source storage area will be
resolved as follows:

1. Mike Zylka, Hospital Engineer will require that
anyone entering the elevator equipment room must advise
our physics director or the radiation safety officer.

2. Mike Zylka also agreed to place a sign on the
door so that the fire department and others are aware
of what is stored in the room. Our emergency telephone
numbers for both the physics director and radiation safety
officer will be included. (see attachment)

I am hopeful that this will answer the NRC's concerns.

'

cc: M. Gillin, Ph.D.
J. F. Wilson, M.D.
J. Lato
M. Zylka

v r ,r ... vouowe neg'ooo Mes a t eme
,4
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CAUTION RADIOACTIVE MATERIAL

EMERGENCY CALLt
Michael Gillin, Ph.D.
Radiation Oncology Physics Dir. .

257-5656 Ans. service 274-s052
or
Charles Wilson, Ph.D.
Radiation safety Officer
257-1991 or 257-53s1

Isotope Max Activity
C1

I-125 0.5
Cs-137 1.0
Ir-192 1.0


