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B. D. Collier, M.D., Chairman, Radfation Safety Committee and Nuclear
Medicine Division
Haavik, Ph.D., Associate Dean, Research and Giraduate Studies
. Hanser, Hospital Administrator
Lato, Assistant Hospital Administrator
Stiglitz, Uirectorn Nuclear Medicine Services
. Wilson, Ph.D., Radiation Safety Officer
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Davis, Regional Administrator

Lougheed, Enforcement Cocrdinator

Pederson, Director, Enforcement and Investigation Coordination Staff
Schultz, Chief, Nuclear Materials Safety Section 1
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Enforcement Conference Summary

An enforcement conference was held in the NRC Region 111 office on
October 29, 1990, between members of the NRC Region IIl and Milwaukee
County Medical Complex staffs. The conference was conducted to (1)
review the appareat 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 or 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:



(a) The Radiation Safety Officer is not effectively implementing the
license cundftions and applicabie NRC regulations.

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

(c¢) Licensed materfal 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.

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 Radfation 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, 1s described in section 3
below.

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-evaluate
fts present overall radiation safety program. Consequently, Region 111
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
audit/evaluate all licersed 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.



Licensee Actions: A1l non-medical authoriicu users were reevaluated by

the radiation safety committee (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

10 CFR 33.15(b). The licensee also committed to reevaluate its RSC

protocol review procedures to ensure that future authorized users satisfy

10 CFR 33.15(b) requirements.

CAL Item A(2): Perform direct reading surveys and surveys for removable
contamination in ail research laboratories and fecilities where licensed
material 1s or has been used.

Licensee Actions: Direct beta/gamma swipe test of all facilities where
Ticensed material is or has been used were performed. Swipe samples were
counted for beta and gamma contamination., GM survey results were
reportedly all within acceptable 1imits. No removable beta or gamma
contamination was found that exceeded 220 dpm/100 cm?,

CAL Item A(3): Assure that authorized users do not possess and use
censed material in quantities exceeding their individual possession

1imits.

Licensee Actions:

The inventories of all authorized users were reviewed to verify that
activities possessed were within 1imits authorized by the RSC. Three
additional researchers were discovered to possess quantities of licensed
material 5-10 times greater than authorized by the RSC. Material exceeding
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
W ¢ 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
K(T-A of the CAL dated October 12, 1990.

Attechments:

1. Ltr dtd 10/29/90, to A. B. Davis,
"Response to Confirmatory
Action Letter"

2. Licensee Presentation at
Enforcement Conference



Attachment 1

October 29, 1990

A. Bert Davis

Regional Administrstor, Nuclear Regulatory
Region 111

799 Roosevelt Road

Glen Ellyn, IL 60137

Commission

_Response to Confirmatory Action lLetter

dated October 12, 1990 frow A, Bert Davis

Review the training and qualificactions of all current authorized users and
impediately withdraw authorization for all individuals who do not meet the
ginisus training requirements, as specified in your license.

All non-medical authorized users were asked to re-submit their
credentials for evaluation. (Item #1-LCA) 2All users were reviewed and
their previous authorizations were restricted to material with which they
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 category B4 were
restricted to radiolabeling with icdine only because of a lack of training
or experience with labeling with tritium., [etters were sent to all users
notifying them of the restrictions or reduction in category of

authorization, A copy of one such letter is enclosed as an exitmple., (ltem
#2-1CA)

The following actions have heen taken for the individuals sjecifically
identified in the inspection report daled October 25, 1990,

a. M., L. Haasch, Ph.D: Use restricted to beta emitter only

categories B2 and 83. (item #3-LCA) No gamma emitters a‘e

possession. Her revised training and experience form is

in
in her

18 included.
(Item #4~LCA)

H. Bienert, Ph.D.: Authorization to perform radiolabeling was
revoked. (ltem #5-LCA) H-=3 (for radiolabeling) in his possession
will be placed in storage in the Radiation Safety office. His
revised training and experience form is included. (ltem #6-LCA)

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




d. A. Haas, Ph.D.: Authorization has veen restricted to use of beta
emitte~s and to gamma emitters of less than 50 keV. (ltem #8B-LCA)
Letter from A, Haas 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 also be re-examined and revised to insure that individuals are
authorized for only materials and activities which are appropriate for
their training and experience,

Perfors direct reading surveys and surveys for reeovable contamsination in
all laboratories and facilities 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 gimma contamination was found that exceeded 220 dpm/100
cm” 2.,

Assure that authorigzed users do not possess and use licensed msaterial in
quantities exceeding their individual possession ligits.
The inventories of 1ll authorized users were reviewed to verify that

activities possessed wer2 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 H-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 20 mCi from the Radiation 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. (ltem #10-LCA)

2

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 bezn removed from the
user’s Jab and ie in storage in the Radiation Safety office. (Item #11-
LLCA)

3, William Cowley, Ph.D.
Dr. Cowley is authorized for RIA kits with a total uctivity not to
exceed 0,2 mCi. He is now preparing his own kits and on several
occasions he obtained shipments of 1| mCi of H-3. Two vials each
containing less than | mCi were removed from his possession, A third
(0.5 mCi) 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 r
and Miziorko, each received 25 mCi of tritium in single vials, Althoug!
neither purchase exceeded the user's total possession limit, their
individual vial possession limits of & mCi were exceeded.




Both investi tators were notified and the vials in question were
imnediately removed from their laboratories, (Items #13-LCA and #14-LCA)
Dr. L. Ryan (ltem #15-LCA) requested emergency appruval 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 Kadiation 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 radiocactive
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
18 in compliance wit' the user's total authorized possession limit and the
amount of material in his current inventory,.

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, FACHE
Hospit:l Administrator




Attachment ¢

T0: NUCLEAR REGULATORY COMMISSION
FROM: LICEMSE NO: 48-04193-01
DATE: OCTOBER 29, 1990

Response By THE Miwuwauxkee County MEDICAL
CompLEX AND THE Mepicar COLLEGE OF
Wiscomsin 70 T™E NucLEAR REGULATORY

ComMISSION




ORDER OF PRESENTATION

Julie Hanser, FACHE

Hospital Administrator
Milwaukee County Medical Complex

Coryce Haavik, Ph.D

Assocliate Dean, Research and Graduate Studies
Medical College of Wisconsin

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

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

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




_Correspondence Initiated by the Associate Dean for Research
_and Graduate Studies of th. Medical College of Wisconsin




MEDICAL
COLLEGE
OF WISCONSIN

October 10, 1990C

MEMO TO: Basic Science Chairmen

P
FRO#: Coryce 0. Haavik, Pn.D.
Associate Dean for Research and Graduate Studies

REGARDING: Radioisotopes

I rentioned to you last wecs that during a recent audit by agents of the Nuclear
Regulatory Commiceizn, a number of areas of noncompliiance with NRC regulations

were identified. Although it is 1ikely that none of the items for which we will
be cited involve life-threatening situations, it is clear that the standard
1aboratory operating procedures of MCW faculty, students, and stafr 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 radioisytopes. In addition, particular attention
should be given to ensuring that 1) food is not stored in radioactive areas,
(2) that wipe tests are done with the required frequency, even during weeks in

which radicisotopes were not used, and (3) that the faculty provide the required
training to those who work under their supervision,

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

our
medical Physics,

ec: Charles Wilson, Ph D,




MEDICAL
COLLEGE
OF WISCONSIN

Dr. c¢~ryce O. Haavik
Associav> Dean, Research & Graduate S*udies

r. Henry Miziorko >/ (/¥ «endw~
Interim Chairman, Biochemistry Department

October 25, 1990

N e

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 Regulatory

Commission. They will ensure that all personnel in their
laboratories are trained in safe use, storage, and disposal of
radioisotopes. In addition, they will eliminate any problems in
maintaining up-to~date records ¢f radiation surveys and disposal
of licensed material.




MEDICAL
COLLEGE
OF WISCONSIN

s Aidnased
RANDUM

T0: Ph.D.

Haavik,

IC Cor C
Assoclate Dean, Research and Graduate Studies
FROM: Sidney E. Grossberg, M.D ]
Walter Schroeder Professor and Chairman Y
DAYE 24 votaber 1990
RE: Observance of radiation safety regulations
Please be advised that we have notified the faculty and asked them to
instruct thelir laboratory personnel concerning the need for rigorously
>bserving 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 te<ts on surfaces where radioisotopes are used at
least one a month as well as immediately after the isotopes are handled.
The faculty recognized t'.e impertance of complying with these rules and
will communicate this t., their laboratory personnel.

SEG:imew




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

FROM. Allen W, Cowley Jr.,, Ph.D
Professor and Chairman
Dept. of Physiology

A
radioisotopes were not being complied with by all members of the MCW research

community and that this has caused some serious concerns for the institution. I have

WIS (9

Recently it was called to my attention that the regulations regarding the use of

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 1sotopes

in a safe and careful manner according to the guidelines clearly stated in the Medical
College of Wisconsin Radiation Safety Manual




Safety Committee, Milwaukee County Medical Complex
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To:

From:

Subject:

October 25, 1990

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

B. David Collier, M.D.
Director of Nuclear Medicine
Medical College of Wisconsin

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

Robert Stiglitz is a knowledgable and experienced Radiation
Safety officer having served in that capacity for over 20
vears at the Milwaukee VA Medical Center. Approximarely 2
years ago, Mr, Stiglitz retired from the VA and thereafter
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 servicus 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



H

October 25, 1990

B, David Collier, M.D.
Director of Nuclear Medicine
Medical College of Wisconsin

Dear Dave:

Thank vou for making the sevices of Robert Stiglitz available to me at this
time. I have known Bob for a long time and 1 value his expertise and his
assistance is greatly appreciated.

Sincerely,
CAALUW XKL ™~ “ypem—
Charles R. Wilsor, Ph.D
Radiation Safety Officer
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Milwuukee County Medical Cowplex License No.; 48-04193-0)
ATIN: Julie Hanser, FACHE Docket No.: 030.03444

lospita) Administrator
8700 West Wisconsin Avenue
Milwaukee, ¥ 5322

Gent lesen:

This refers tu the conversation on Ogtober 11, 1990, between Ms, Janice Leto,
Assistant Muspital Administrator, and John A, Grobe, Chief, Nuclear Materials
Safety Branch. The purpose of this call was to discuss concerns that were
{dentified durin? *n inspection of your licensed facfl{ties on Septenher 28.30,
1990, As a result of this tnspection, we have concluded that: (1) !icensee
managemunt including the Radiatfon Safety Cosmittee does not provide adequate
oversight of your licensed program, (2) the Radiation Safety Officer (RS0) is
not effectively faplementing the conditfons of your license and applicable NRC
regulations, and {3) lcensed miterial is routinely used by individuals who do
not meet the minfmun training requirements, as defined in your license.

A.  Based on the October 11, 1990 conversation, 1t {s our understanding that
within 2 weeks you will:

1. Review the training and qualifications of all current authorized
users and fonmdiately withdriw authortzation for all {ndividuals whe
c,!o not meet the minimum training requirements, s specified fu your
icense, f

7. Perform dircct reading surveys and surveys for renovabie
Conlamination in all laboratories and facilities where licensed
materfal {5 or has boen used.

3. Assure that authorized users do not possess and use licensed
mterial in quantities exceeding their individuol possession limits,

A.  Secure the services of a consultant whose qualifications will be
eveluited and approved by the NRC,

B, Within 30 duys after approval hy the NRC, your consultant will complete an
dudit and cvaluation of all licensed uctivities with particular emphasis
vt Lhe Research and Uevelopeent and Brachytherapy progrems,

C.  Within 20 Juys ufter completing the audit and evaluation of your

fucilities and licensed activities, the consultant will prepare und
submit to the NRC a report of the dudit findings,

CONFIRMATORY ACTICN LETTER

CONFIRMATORY ACTION LETTER

'80 16:25 312 790 5665
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CONFIRMATORY AC(ION LETTER CAL-RIT1-90.20

~N

Milwoukee County Medical Complex

OCT 13 9%

If your understanding differs from that set forth above, please call this
office by telephone at (708) 790-5500 immediately. Ilssuance of this
Confirmatory Action Letter does not preclude issuance of an order formalizing
the above commitments or requiring other actions on the part of Milwaukee
County Medical Complex. Nor does it preclude the NRC from taking enforcement
acticn for violations of NRC requirements that may have prompted the issuance
of this letter,

Sincerely,

A BD e

A. Bert Davis
Regional Administrator

cc: State of Wisconsin
DOCD/DCB (RIDS)

CONFIRMATORY ACTION LETTER

CT 18 '98 16:82
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Octoher 29, 1980

A. Bert Davis

Regional Administrator, Nuc.ear Regulatory Commission
Region 111

799 Roosevelt Rond

Glen Ellyn, 1L w0137

Dear Sir:

Response to Confirestory Action Letter
_dated Nctober 12, 1990 from A. Bert Davis

Review the training and qualifications of all current authorived users and
iasgediately withdraw authorization for all individuale who do not meet the
pinipua training requirements, &8 specified in your license.

All non-medical authorized users were asked to re-submit the p
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 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 i.ck of training
or experience with labeling with tritium. Letters were sent to all users
notifying thes of the restrictions or reduction in category of
authorization., A copy of one such letter is enclosed as an example., (ltem
“2"!("\)

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

a. M. L. Haasch, Ph.D: Use restricted to beta emitter only in
categories B2 and B3, (Item #3-LCA) No gamma emitters are in her
possession. Her revised training and experience form is included.
(Item #4-LCA)

H. Bienert, Ph.D.,: Authorization to perform radiolabeling was
revoked., (ltem #5-LCA) H-3 (for radiolabeling) in his possession
will be placed in storage in the Radiation Safety office. His
revised training and experience {srm is included. (Item #6-LCA)
'« Lat, Ph.D.: Authorization to use material was revoked., (Item #7-
He has no material in his possession.




d. A, Haas, Ph.D.: Authorization has been restricted to use of beta
emitters and to gamma emitters of less than 50 keV, (Item #8-LCA)
Letter from A. Haas 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 1s engaged will be asked to address this issue and
to aid the committee in revising its procedures. Our categories of use
will alz. be re-examined and revised to insure that individuals are
authorized for only materiai> and activities which are appropriate for
their training and experience,

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

Laboratory audits of all laboratories were performed. GM surveys and
swipe tesu 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 dpa/100
cm” 2.,

Assure that authorized users do not possess and use licensed material in
gquantities 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,

l. William Cashdollar, Ph.D

An order for § mCi of H-=3 was approved and processed in August,

1990, The activity delivered was 20 mCi. The manutacture 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 kadiation Safety Committee.

This request had not been initiated by the time ot the inspection, The

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 mCi of $-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 | mCi of H-3, Two vials each
containing less than | mCi were removed from his possession., A third
(0.5 mCi) 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 ‘he other in September 1990, two authorized users, Drs. [, Ryan ¢
and Miziorke, each received 25 mCi of tritium in gingle vials., Although
neither purchase exceeded the user’s total possession limit, their

individual vial possession limits of § mCi were exceeded.



Both investigators were notified and the vials in

question were
immediately removed from their laboratories., (Items #13-LCA and #14-LCA)
Dr. L. Ryan (ltem #15-LCA) requested emergency approval from the Radiatior
Safety Committee to resume use of this material because he was in the
middle of an experiment. His request was granted by the Radiation Safet)
Committee and the material was returned to his lab., Dr. H, Miziorko also
requested his possession limit be increased (ltem #16-LCA) but the
committee has not yet acted on his request and the
in the Radiation Safety office,

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

material is in storage

given purchase order

possession limit and the
amount of material in his current inventory.

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

Standird Nuclear Consultants, Ltd. have been

engaged to providqe
consultin! services. Their proposal

3 | 17 1 A
& 11 uded. (item #1/-LCA)

Sincerely

Julie Hanser, FACH!
Hospital Administrator




Item #1-LCA

MILWA'\‘J‘K COUN;Y
MeDiCa FLEH
$ i n 7 \.‘ 3. LA )" A 13 ut“ i '\.V'\\d"‘l'!‘ Y ‘0!1 ) : ol T
Memorandum

Date: October 15, 1990
To: All Authorized Users of Radioactive Material

From: Charles R. Wilson, Ph.D., Radiation Saltety Officer
Medical Physios/MCMC

The NRC has requested that we verify that all individuals using raal
material have the appropriate training and qualifications. Specilic

wish us to demonstrate that all authorized users meet the requircements

that vou confirm and verify vou meet the following criteria. | nust
this information to the NRC by October 25th., | must have yvour response
later than October 19th. Please return response to:

MCMC

Radiation Safetyv/Box 193
or deliver to MCMC - 3M = Room 371

qualifications, please lel me know immediately.

authorization to use radioactive materini.

33.15 of Title 10 Code of Federal Resulations., [ am, theretore, requesting

Please confirm your qualifications and document your answers completely on the
attached sheet. If vou have any questions or feel that you do not meet

Kritten response to this is mandatory. Failure to respond will Jjeopardize



1.

Aualifications For Use of Radicactive Material

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

At least 40 hours of training and experience in the sale handling of

radioactive materials, and in the characteristics of lonizing radiation,

units of radiation dose and quantities, radiation detection instrumentation

and biological hazard to exposure to radiation appropriate to the type and
]

tralning and

form of biproduct material to be used, Please list al

experience, institution where training ang experiend was acquired, dates
and times. Also list .1l radioactive material and activities previously
used,

Name ot

Signature __ gl k Phon _ Date
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October 26, 1990

Margaret Wong-Riley, Ph.D.
Professor

Anatomy & Cellular Biology

Dear Dr., Wong-Riley:

We have been directed by the Nuclear W {

ommission to review all
authorized user's training and experiencs t

revoke authorlizations
when the authorigsed user does not neet inimum requirements., We
further directed to restrict authorizations to corres

pong with the training and
experience of the authorized user,

Currently authorization is by the following
Bl: Commercial RIA Kkits
B2: Low energy beta emitters and low activity gamma emitters
BJ High energy beta emitters and activity ganma emitters
B4: Radiolabeling with H-3, I-125

You are currently authorized ategory(s)l

Lraining and experience, your authorization has been restri

restricted to beta emitter use oniy

If you fee. this restriction is unwarranted or you wisl
your previous use, please contact my office at 207~038

[

reinstated 1ot

1
A

Cordially,

-

\ ~ A N\

\'\\\«'\ M .\\...._
Charles R. Wilson, Ph.D.
Associate Professor, Radiology
Radiation Safety Officer
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October 26, 1990 ‘
|
Mary Haasch, Ph.D,
Research Asst. Professor ]
| Pharmacology & Toxicoiogy

Dear Dr. Haasch:

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 “raining and
experience of the auvthorized user,

Currently authorization is by the followiug categories:
Bl: Commercial RIA Kkits
B2: Low energy bete emitters and low activity gamma emitiers
a B3: High energy beta emitters and high activity gamnme emitters
B4: Radiolabeling with H=3, =125 and 1-113

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

restricted to beta emitter use only

i ‘
[

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

Cordially,

(‘K/\ QA\o . Q \~ \\;_....
Charles R, Wilson, Ph.D,
Associate Professor, Radiology
Radiation Safety Officer




HAASCH,
Bl,B2,E3

r Use of Radionctive Material

A college degree at the bachelor level, or equi.alent training and
experience in the physican or biological se

crences or in engineering
Please list all degrees, majors,

Institutions and dates degrees wers
confirmed.

Associate in Science 1974 Biological Sciences University of 'visconsin Cemer
Mantowae County
BS 1876 Microbiokogy & Public Heatth University of Wiscons
Oshkash
1689 Biological Sciences Ursversity of Wisconsin
Miwaukee

At least 40 hours of Lraining and experience in the safe handling of
radioactive materiale, and in the charne 1CB of lonizing radiation,
anits of radiation dose and quantities, radiation detec’ ion
IU)‘J t)l\’“l"L'l(HA hazard to exnneure to radiat |
form of biproduct material to be uvsed,
experience, institotion where training
and times., Also list all radi
used,

terist

instrumentation

N anpransiats ta b b
: WY OyTia . , J vl

Please list all training and
and experience was acquired,
active materia.: and activities previ

dates

usiy

1981-1983 Medical College of Wisconsin, Department of Medic.... and Department of
Biochemistry, Research Tech Il and Sr. Research Teghnigian introduction into the
use of radioisolopes as on-the-ob training. Weekly use of M in uCi amounts
pracedures of scintiliation counting and proper waste disposal

1983-18980 Medica! College of Wisconsin, Depanmient of Pharmacology and Toxicology, St
Research Technician, Research Technalogist. Lab Manager. Pnmanly, use of 14
ana 958 in uCi amounts on a penodic basie. | was responsible 10r the radicactive

matenal inveniory, generating quench curves and instructing others in the propetr

use of radioactive matenals. Dunng this time, | also became a graduate stugen al

the University of Wisconsin-Milwaukee, where | usad 50 10 100 uCi of 32P on a

weekly basis. The university required all users of radioactivity 10 read a manual

*Radgiation Salfety for Laboratory Technictans® and complete an open-book, 68

question, exam covering aspects o! ragiation and radio'solopes, radiation

detectors, biological effects of radiaton, reducing radiation exposure, current
reguialions and radiation salety procedures. | passed this exam

August 1, 1980 Medical College of Wisconsin, Department of Pharmacology and
Toxicokogy, Research Assistamt Protessor. Approved as an authonzed user
August 20, 1990

,\nme ) H_.'\YV L

Signature Date 10/17/90
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October 26, 1990

Helmut 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 wmeet 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:
Bl: Commercial RIA kits
B2: Low energyv bpta emitters and low activity gampa emitters
B3: High energy beta emitters and high activity gamma emitters
B4: Radiolabeling with H=3, I-125 and 1-113

You are currently authorized in category(s)B2 and B4, After reviewing your
training and experience, your authorization has been restiricted as follows:

B4 is revoked

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

Cordially,

(:Qp\cx’—ﬁb~ ‘z.&AB\\Z»—~
Charles R. Wilson, Ph.D.

Associate Frofessor, Radiology
Radiation Safety Officer

Member, Milwaukee Regional Medical Center
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BEINERT, HWELMUT

B2,B4

'
H3 LABELING ONLY IN B4

Item #6-LCA

Kor Use of Radioactive Material

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 degreoes were
confirmed.

Ph.D. University of Leipzig, Cermany = 1943

2. At least 40 hours of training and experience in the safe handling of
radioactive materials, aud in the characteristics of lonizing radiation,
units of radiation dose and quantities, radiation detection rngtrumentation
and biological hazard to exposure 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
Also list all radioactive material and activities previously

and times.

used.

1 was introduced to work with radio-isotopes in 1947=49 personally by Protessor H, Maier~
Leibnitz, well known physicist (assistant to Walter Bothe at Kaiser-Wilhelm Institute
Heidelberg, then chairman ¢f Physics &t Technical University Munich, later president of
He built Geiger tubes for me and instructed me in
Books and manuals were barely available in 1947,

German National Science Foundation).
theory and practical use of isotopes,
The Air Force had an excellent manual by Wiiliam Sird which I still use today.

I have

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

95 10 =Ci

;:Fe 5 mCi
Fe | mCi

;gc 10 mCi

l&P 1 mCi

14° 3. 74 mCi,,

5450 Ho. 5%
Mn, Co, Fe,

Name

School of Aviation
Medicine, Randolph

Field Texas

Enzyme Institute UW-

Madison
Madison
Madison

Madjigon
Fe each £ 2mCi

Heimut Beinert, Ph,D,

MCW

1947<5

1955
1950=57
1956
1983=84

1985-90

Dept.,

Signature

4

& A
<r9¢*w«f’4323h°“

Phone 266-4015

in vivo labeling cf cytochrome ¢ in rats

Studies of non~heme iron {n mitochondria

Studies of fatty acid oxidation in vitro

Studies on structure and functiond#
fron=sulfur proteins

Biochemistry

Date 10/16/90
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October 26, 1990
o Ching-San Lai, Ph.D.
: ; Agsoc, Prof,
¥ Biophysics
i
4 I Dear Dr. Lai: ‘
|
We have been firected by the Nuclear Regulatory Commission ! review all |
| ]

e asuthorized wuser's training and experience. We are Lo revoke authorizations ‘3
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. ‘
1‘1 ‘
; Currently authorization 18 by the following categories:
i Bl: Commercial RIA Kits
"""t’? B2 Low energy beta emitters and low activity ganma emitters ]
B3: High energy beta emitters and high activity gamnma emitters i
‘ B4: Radiolabeling with H=3, 1-125 and 1-11 i
‘ You are currently authorized in category(s)B2., After reviewing your training
‘f and experience, your authorization has been restricted as 10110ws
i
f authorization to use radioactive materials is revoled
3“ I o
i If you feel this restriction is unwarranted or you wish to be reinstated lor ,‘
your previous use, please contact my office at 257-5381, ;
' |
% Cordially, '
5 ~ . \
; { Y \ s
Chraan\es LD (|5
- Charles R. Wilson, Ph.D, '
w ] ! .
= l Associate Prefessor, Radiology i
" Radiation Safety Officer !
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O¢ctober 26, 19900

Arthur Haas, Ph.D.
Assoc. Prof.
Biochemistry

Dear Dr. Haas:

We lave 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:
Bl: Commercial RIA kits
B2: Low energy beta emitters and low activity gamma emitters
R3: High energy beta emitters and high activity gamma emitters
B4: Radiolabeling with H=3, 1-120 and [-113

You are currently authorized in category(s)BZ, B3 and B4, After reviewing your
training and experience, your authorization has been restricted as follows!

restricted f-om use of gamma emitters > 50 kev 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,

Cordially,

(:»QAO-—'\‘ - (\u\\ I -
Charles R, Wilson, Ph.D.
Associate Professor, Radiology
Radiation Safety Officer

Member, Milwaukoe Reqional Medicel Center



A ¢ |lege
experience
Please |ist

confirmed.

B.S Biochemistry ‘ Texas Christian University
Ph.D. Biochemistry  § Northwestern University

Additional

NIH Post-Doctoral Fellow 1979-1983 Fox Chase Cancer Center

At least 40 hours of training and experience in the safe handling of
radioactive materials, and i1n the haracteristics of ionizing radiation,
unite of radiation dose and quantities, radiation detection instrumentation
and biological hazard to exposure 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 radioactive material and activities previousl)

used,

See attached sheet
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Item #9 2/2

Training and experience
Texas Clristian University

Twe.ve (12) hours of course work in the principles and practices of
radiation protection; radioactivity measurement, standardization, and monitoring
methods; ma*hematics and calculations basic to the use and measurement of
radioactivity.

Fox Chase Cancer Center

Four years of experience in the laboratory use of radicactive materials
for enzyme assays and cell labeling. Isotores used included M, '‘C, P, and
1251, In addition, 1 was responsible for performing all protein radioiodinations
for the research group in which 1 worked,

Medical College of Wisconsin

$ince arriving at MC!, my research group has used *H, '*C, %P, and '**1 {n
various enzyme assays and cell labeling studies. During this time there have
been no inetances of radioactive contaimination within the lab and no member of
the group has had dosimet:r readings significantly above background. We have
refined out experimental p otocols to require minimum levels of radiocactive label
so that no more than 10 uCli of any isotope is required in any procedure. To
further prevent contamination, I personally perform all protein radioiodinations.
Lab personnel are trained by me in the safe use of radioactive isotopes, proper
shielding methods, and approved disposal procedures. In addition, 1 have been
involved in training other laboratory personnel in the cortrect methods of protein
radioiodination, contamination containment, and monitoring. Although 1 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 used

*H 5 mCi
We 1 mCi
¥p 2wt
1251 2 wCi
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October 26, 1990

William Cashdollar, Ph.D.
Asgistant Professor, Depsrtment of Microbiology
Medical College of Wisconsin

Dear Ril) .

This to acknowledge t!.2 removal of the hyvdrogen=J
90734, sodium borohydride, 25 mCi) from your labo
hand exceeds your individual vial possession limi
material you need to apply to the Radiation Safet
proposed use, the reason for using this much acti
handling this material and and special precaution
this material,

Sincerely,

Aowdl €L\ 4

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

COUNT

iy

compound (Inventory N

ratory vecause L \WCLIVILY on
AP o resume work with this

y Committee 1naicating your
ViLy, your experience wilh

8 that will be taken in using




Item #11«LCA

8700 West Wisconsin Avenue Milwaukee,

October 26, 1980

Michael Gillin, Ph.D.

Associate Professor and Chief of Medical Physics
Department of Radiation Oncology

Medical College of Wisconsin

Dear Mike,

This to acknowledge the removal of the sulfur=35 compound (Inventory No. 80701,
NaSCd4, 36.8 mCi) from your laboratory because the activity on hand exceeds your
indivi “al vial possession limit. To resume work with this material you need
to apply to the Rudiation 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,

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

Member, Milwaukee Regional Medical Center
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October 26, 1990

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 mCi) from your
laboratory because the activities on hand exceeds your individual vial
possession limits. Because of special storage condition the H+3 compound
(Inventory No. 90762, 0.5 mCi) has been left in your laboratory but your use 1is
restricted to activities less than 0.2 mCi 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.

Sincerely,

CQ'\O\'»«\A_ Q L\.‘ \ ’ e i
Charles R, Wilson, Ph.D,
Radiation Safety Officer

Member, Milwaukee Regional Medical Center
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8700 West Wisconsin Avenue Milwaunce Wi 83208  104-057.7000 TTY cETbrtd
October 1, 1990
FRNE NaRrRrar . W
Lawrence M. Ryan, M.D.
Chief,. Rheunmatoloay :
Milwaukee County Medical Complex
Dear Dr. Ryan:.
During the Nuclear Regulatory Commission ingpeetion, Septaosber 26«28,
1990, it was noted that you have in your possession more activity of
& single material than was authoriced by the Radiation Sarety
Committee. You received 25 mCi of He3 (sodiunm bordhyvdride) on Auaust
25, 1988. This is in direct viclatien or our license conaitions ana
in order for us to be conegidere in cempliance, you must immediately
cease use of this material and ranster it to the Radiation Satety
office until such time as your autherization has been amendad to
allow possessicn of this much activity., If you wish to rosume use ot
this material, an amendnent reguest should be rfiled with my ottice
prior to Octsber 31st to be in time for the next reqularily scheduled
meeting of the Radiation Safety Committee Novenmber 7, 1990. Your
request should contain a brief statenment JUStilying the increase in
possessionlimits, a description of special handling procedures,
storage and disposal requirement, if any, and statement regarding
the training you will previde 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 made. Please contact my office regarding the

procedure for such a request.

CRWimb
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Henry Miziorkeo, Ph.D.

Acting Chairman

Pepartment of Biochemistry
Medical College of Wisconsin

Dear .Lv. Miziorko:

During the Nuclear Regulatory Commission inspection, September 20=28,
1990, It as noted that you have in your possession more activity ot
A4 single raterial than was authorized by the Radiation gatety
Comiittee. - You received 25 mCi of M=3 (sodium boeronyaricde) on August
25, 1988, - Thas is in direct violatien of our license conditions and
in order for us to be considered in cempliance, you must immediately
cease use of this material and transter it to the Radiation Zatety
effice until such time as your authorizaticn has been amended to
allow possession of thig much activity. If you wish te resume use of
this material, an amendment request should be filed with ny otfice
Prior to October l3lst.to be ir time for the next regularly scheduled
meeting of the Radiation Safeiy Committee November 1, 1990, Your
request should contain a brief statement justifying the increase in
‘possession limits, a description of special handling procedures,

a

storage and disposal requirement, if any,

“the training you will provide for individual
material, if neccssary.

a statement regarding
using this amount of

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

Sincerely,

i\
(:'\,\.'\\..&-—- Q k\.\‘( "---—-

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

Medical Physics Section

CRW:m
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MEDICAL
COLLEGE
OF WISCONSIN

HE Cheuny D¢ Depariment of Metcine
W B Cohe U Prony Seckoen
ME e
R October 2, 1990
G & Mande! Pn |
B Mecam w5

LA Ayan D
L Wortmann M D

Chairman
Radiation Satety Committee
Medical College of Wisconsin

Dear Sir:

|

This letter is to explain our recent purchase of 25 mCi of 3H ~cetic anhyaride and 10
ask for a one time exception for the use of this labele~ material. The 3H acetic
anhydride is to be used in our laboratory for the labeliry 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 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 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 activity
appropriate for our work., Additionally, this size was much more economical than
purchasing a lower amount with a higher specific activity.

| would like to request that the 25 mCi be split into S mCi aliquots which will then be
used as required. | thank you for your consideration of this matter.

Sincerely,

Lawrence M. Ryan, M.D.
Profossor of Medicine

Chiet, Divisicn of Rheumatology



MEDICAL

COLLEG]
OF WISCONSIN

) October 15, 1990
.
| Charles R. Wilson, Ph.D. ﬂ
{ Radiation Safety Officer i
v Medical Physics Section §
MCMC :
‘ Dear Dr. Wilson: K
* I I would like to request an amendment to the pendina renewal of ;
| my authorization to use radiocactive materials, increasing the |
L B allowed possession limits of tritium to 25 millicuries of a §
g 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 N
t 3\

Cctober 19, 1982): I believed this approval to still be in
effect.
We purchased 25 mCi of sodium [IH)=borohydride in August, 1988,
This was the smallest quantity of this material of suitable
: specific activity commercially available. For a typical i
. experiment, I prepare a stock solution by opening the sealed 1
‘ I glass ampule in the hood, transferring a grain of the solid to *
& test tube, and dissolving this material in a suitable amount
of 0.1 M sodium carbonate. The remainder of the (IH)=borohydride
is resealed in the glass ampule, and stored in an appropriately
labeled container in the radiocactive materials bo<¢ in our =20 ¢

" freezer. No other lab persconnel besides myself are invelved in ]
; handling the 25 mCi quantity, No single experinent involves i
‘ more than 5 mCi of the (3H)=~borohydride. i

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.

Very truly yours
. b o i
"~"'\'L4 . . ~'\1‘ "/\‘\/—
¢ i

Henry M! Miziorko, Ph.D.

Professor and Interim Chairman

i
[ ‘




October 19, 1982

Henry M. Miziorko, Ph.D.
Department of Biochemistry
Medical College of Wisconsin
Milvaukee, W1 5322

Dear Henry:

curies has been approved by the Radioisotope Committee, 1 have included
for your information the institution's policy on bloassavs of tritium

Your request to increase your possession limit of tritium to 25 milli-

users,

Sincerely,

Can\C

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

CRW/3s
Eunc.
ec: C. Casey




Standard Nuclear Medicine © Radiology @ Industrial Specialists

STAN BUMR
Nuclear JIM MIKOWSK|

Consultants, Ltd. (342) 3655858

P.O. Box 362, Manhattan, IL 60442 0 18016 Donny il Road, Elburn, IL 80119

ce Late¢
sistant Administratot
waukee County Medical Complex
0 W. Wisconsin Ave,
Ivaukee, W] 5322¢

viel
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nty Medic
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‘al, research/ac
active material us throughout the Midwest 1u

and 1 ology services and maintaining sound radiation
sure compiiance with reguliatory gency license
regulations,. Standat nsultants, Ltd
Regulatory Commission (license no., 12-20362-
Department of Nuclear Safety (license no. I1L-01300-0]
services, including transport eable gsealed
standards perfoming on-site c¢ ations of survey meters and
instruments, Jim Mikowski is ) included on lists of qualifi
to perform the ingspections of radiolographic and fluo
}

to

LR " A

those Midwestern states which maintain 08 ists.

)
onsuitin

Following is a sample o some of the other area clients
regular health plysics ¢

Baxter Healthcare Corporatiorn ac. Inc.
Round Lake, IL 60073 Milwaukee, WI
Bellin Memorial Hospital

Elmhurst Memori
Creen Bay, WI 5430°

Elmhurst, 1L A(C
Beloit Memorial Hospital

Searle
Beloit, WI §3




Lunat
Mad

Med

NutraSweet
Mt. Prospect

Jim Mikowskli

onsujltant

. & ad
vonsuita

As you requested, enclose b oposal for the service we
If we can provide additional information abou ~ompany

proposal, please contact us at the letterhead phone numk
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Standard Nuclear Consultants, Ltd. Page 2
Radioactive Waste Management

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

Personnel Monitoring

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

nt ¢calibration. leak testing

Other services, such as ) and ge
e gervices will be provided on reques

1ne
also available, Quotes for

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

schecule!

Professional consulting services to be provided for

two (Z) days to the the Milwaukee County Medical Corplex

i I e LR R T T e e R S Pl s i et $400.00/day

i i L T Ry PR e R R DA T ol WSS e gt g e R e g § 45.00/visat

A written summary report of recommendations made by the consultant 18 provided
for your records.

You may indicate acceptance of thi
below and returning it to the Elbu

L]
tr
~
v
—
2
=
—
=
2

8 proposal for gquarterly service
tn, 1L office

S8incerely,

A
Y /i 4]
)‘u /V(, [ -’ il

hecepted by: L i (iR,
Stan Buhr
Health Physicist
Date: Octobur Baia:



Preliminary Responses to Apparent Violition
Contained in Letter Dated October 17, 1990
from Charles E. Norelius

Volume 11




~OCT 17 "98 12:358 NRC REGION 3B  P®1

UMTED STATES
NUCLEAR REGULATORY COMMISSION

:,‘D‘ “‘Q‘x
y b
REGION LIt
700 ROOSEVELY ROAD
k GLEN ELLYW, ILLINOIS SD1DY

Saeu® 0CY 17 123

Nilwaukee County Medical Complex License No,: &B8-04]191.0]

ATTN: Ms. Julie Hanser, FACHE Docket No.: 030-03444
Hospital Administrator EA 90-18)

8700 West Wisconsin Avenue
~ Milweukee, W1 63226

Gentlemen:

This refers to the telephone conversation between Ms. Janice Lato, Assistant
Hospital Administrator, and Mr, W, B, Schultz of this office on October 16,

1990, regarding arrangements for an enforcement conference between members of
our respective organizations. This meeting is scheduled for 1:00 p.m, (cor),
Monday, October 29, 1990 at the NRC Region 111 office at 799 koosevelt Road,

Building 4, Glen Eilyn, 11Tinofs,

The purpose of this meeting is to discuss the findinys of the inspection
conducted at your facility on September 26-28, 1990. The inspection fdentified
14 apparent violatfons of NRC recuirements and 4 arcas of concern, An inspection
report will be provided to you prior to our scheduled meeting and & sumary of
the apparent violations and concerns 1s enclosed for your review. Please be
prepared to discuss the root causes and contributing factors for these
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. H. Schultz of this office at (708) 790-52€8,

Sincerely,

M
Charles E. Noééllus. Direct

Division of Radiation Safety
and Safeguards

Enclosure: As stated

¢c w/enclosure:
pcp/oCB (RIDS)
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Enclosure

Milwaukee County Medical Complex
""ﬂiﬂnukcei {sconsin

1. Apparent Yiolations

A.

D,

H,

I.

Radfation level in statrwell of Froedtert Hospital in excess of
limits on May 19-21, 1989 and September 14-17, 1990, Occurred
during brachytherapy treatment, [10 CFR 20.105(b))

Radiation Safety Officer failed to perform quarterly avdits 1n all
lebo.atories usin? radiosctive materials. Last performed during
first quarter of 1988, [License Condition No. tgi

Survey not performed to evaluate radiation levels in unrestricted
arces at Froedtert Mospital on May 19, 1989 after fmplant of
brachytherapy source. [10 CFR 20,201(b)]

Fatlure to survey patient room and surrounding area after implant of
brachytherapy source on May 19, 1989 at Froedtert Mospital.
[License Condition No, 28]

Individual users who have been approved by the Radiation Safety
Compittee exceeded their possessfon limits for licensed material.
[10 CFR 33.13(¢))

Radiation Safety Conmittee approved users for licensed material
although the individual's documented training and exgcrlence did not
meet minimum requiresents, [License Condition No, 28]

Radiation surveys required to be performed daily, weekly, and
monthly depending on usoge of facility, Numerous occasions where
timely surveys were not conducted, [License Condition No. 28]

Authorized users approved by Radiation Safety Committee required to
train o)l personne) in their laboratories. ‘In June 1990, @ graduate
tudent with no training worked with 1icensed material.
10 CFR 33.13(c)]

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

Log describing use of the afterloader had deffcient entries on
severa) occastons. [License Condition No, 28]

Thyroid counts were not performed on several occasions after
individuals worked with fodine-125. [License Condition No. 28)

17 '98 14:04 312 790 S665 PAGE , 802
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Dose calibrator reference source constancy checks were not performed
on commonly vsed radionuclide settings. [License Condition No. 28]

Food was stored in 8 refrigerator that also contained redicactive
moterfal. [License Condition No. 28]

In sume ceses, records were pot maintained of parsonnel exsosures
and disposal of Vicensed miterial to the sewer. {10 CFR 20.401(b))

Areas of Concern

A,

(1) The Radistion Safety Committee reviews of proposed users
appear to lack comprehensiveness with regard to
education/training; experience; facilities; and knowledge of
institutiona) license requirements governing mon-human use,

(2) The Radiation Safety Comittee grants *seni-broad scope*
authorizations to users for various isotopes in five categories
even {f proposed user has 1ittle or no experience with other
paterials in the specific category.

Documentation of survey instrument calibrations s confusing “nd
poorly maintained. Licensee personncl responsible for performing
and documenting calibrations had difficulty interpreting the records.

The brachytherapy source storage safe 1s not routinely locked
although maintenance personnel have access to room where safe 1s
locoted. Door to elevator controls is located in storage roow.

The 1icensee relies on the user physicians te perform the source
accountability and inftial patient/patient room surveys for
brachytherapy Yaplants, In addition, licensee personnel (radiation
safety staff and user physicians) allow brachytherapy sources to
resain in the trensport cart for extended periods of time (7-10 days)
before returning them to the storage safe. During those periods, the
cart 1s located in the source storage room noted above.

OCT 17 '98 14:04 312 798 S665 PAGE ., 603




Preliminary responses to apparent violations contained in letter of October
17, 1980 from Charles E. Norelius,.

L. APPARENT VIOLATIONS

A. Radiation level in stairwell of Froedtert Hospital in excess of limits on
May 19-21, 1989 and September 14-17, 1990, Occurred during brachytherapy
treatment, [10 CFR 20.105(b)]

During a brachytherapy implant performed May 19«21, 1989, u radiation
gurvey in the stairwell adjacent to Room 41798W, FML!! 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 reprimanded (Item #1) and has revised our survey procedure to
ingure 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 20,106(b), the following actions will be taken:
See floor plan of room and adjacent areas given on ltem #2.

a. Room 4181 8W, (Adjacent of Room 4170 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 8w

An 180 exposure line representing £ 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,

¢, Interstitial Spaces (Above and Below Room 41907 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
access to these areas when accompanied by a member of the
Radiation Safety staff. FMLH engineering staff will be notified
of each implant during which this restriction applies

d. Stairwell (Adjacent to Room 4179 SW)

Becuuse of this room's location in the hospital, the stairwell
adjacent to room 4179 SW is used infrequently (at shift changes)
and occupancy is essentially nil. In the event exposure levels
exceeds applicable limits, signs will be placed in the stairwell
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
1t takes to go between floors (estimated time less than 15
seconds ) .



C.

E.

Similar survey forms will be developed for the other rooms in the
facility used for brachytherapies., Unrestricted ares. will be surveved
and access will be restricted as required,

Radiation Safety Officer failed to perform quarterly sudits in all
laboratories using radioactive saterials, Last perforsed 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 visite 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, (I1tem #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.

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

See response to Apparent Violation A,

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

Thie particular implant was performed late (about 6:30 pm) on the
afternoon of May 19, 1989, The radiation survey of the areas around
patient's room, however, was not performed until the morning of the next
working day. Radiation Safety staff will, in the future, monitor sll
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 Radiation 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 heoper
number. A member of the Radiation Safety office will be available to
perform the survey whenever the implant is 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, a
total of 51 brachytherapies were performed of which 13 were performed
after 4:30 pmj),

Individual users who have been approved by the Radiation Safety Committee
exceeded their possession limits for licensed material. [10 CFR 33.13(¢))
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1.

J.

Authorived users approved by Radisation Safety Committee required to traim
all personnel in their laboratories. In June 1990, & graduate student with
no traiving worked with licensed material. [10 CRF 33.13(¢)]

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
mewo to all users reminding them of their responsibilities as authorized
users, (ltem $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 labnratory workers, the authorized user will be required to
eubmit to the Radiation Safety office a signed and dated statement from
any new employee, gradt-te student, visiting scientist or other
collaborator working in the user's laboratory indicating that the new
worker has received appropriate training. Wwe 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 rone, etec., Verification that this traiiing has been
given will be made at the quarterly audit,

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
Microselectron LDR remote afterloading brachytherapy unit which i1s used
for interstitial and intercavitary t eatment of cancer. Radiation
Oncology was notiflied verbally during the inspection that no further
treatments could be performed with this unit until an amendment
authorizing its use was grantad by the NRC.(Item #14) An amendment
request was sent to the NRC October 4, 1990 (ltem #15) but no renly has
yet been received.

Log describing use of the allc: Luder bad deficient entries on several
occasions., [License condition No. 28)

Radiation Safety staff had reviewed the invertory records with the
physics staff of Radiation Oncology several months ago and at that time it
was requested that these records be maintained accurately.(ltem #16) After
the exit interview, another letter was sent to remind the physics staff of
the importance of maintaining these records.(Item #17) A departmental
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 cur
license conditions, these inventory records will be reviewed quarterly.
The result of these audits will be reported to the Radiation Safety
Committee,




.
K.

L.

M.

Thyroid counts were not performsed on several occasions after individuals
worked with iodine-<1256, |[License Condition No. 28]

During the inspection one investigator was identified as not hav,
obtained the required bicassays. | have contacted the investigator
informing him of the missed biocassays and will contact him in the future
for an explanation when the dates of the migsing bloassays are
available.(ltem #18) To insure that & reguired bioassay is performed,
the =126 to be used for radiolabeling will be kept by the Radiation
Safety office until the radiolabeling is to be performed. The raw
pmateriale will then be given to the authorized user and a pre-labeling
bioassay will be performed. An appointment for the post-labeling
bionssay will be scheduled., If the user fails to keep this appointment,
he/she will be contacted, If the post-labeling bicassay is not
performed within 72 hours, the incident will be reported to the
Radiation 3afety Committee for action.

Dose calibrator reference source constancy checks were not perforsed on
comsonly used radionuclide settings., [License Condition No, 28]

1t 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 a8 required.(ltems #19 aund
#20) A departmer =l policy will be developed for maintaining this
records with th: r sponsibility for compliance residing with the Nuclear
Medicine staflf ind sanagement, Compliance with this requirement will be
verified during the monthly audit of Nuclear Medicine by the Radiation
Safety office z0d the results of these audite will be reported to the
Radiation Safety Committee.

Food was stored in a refrigerator that also contained radioactive
material, [License condition No. 28]

See response to Apparent Violation H.
In some cases, records were not saintained of personnel exposures and
disposal of licensed material to L% sewer. [10 CFR 20.401(b)]

See response to Apparent Violation H. Personnel exposures will be
reviewed monthly, 1In cases of the loss of the dosimeter, an estimate of
the exposure that the individual might have reveived will be made. This
estimate will be based on the average monthly exposure to the individual or
other individuals 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 the
extremities, no adjustment in the individual's personnel dosimetry record
will be made. If the estir ted exposure is greater than the levels
indicated, the dosimetry reccerd will be wodified.



11, _AREAS OF CONCERNS

(1) The Radiation Safety committee reviews of proposed users appear to
lack comprehensiveness with regard to education/training; experience;
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, 18850,

(2) The Radiation Safety Committee grants "semi-broad scope" author-
irations to users for various isotopes in five categories even 1f 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.

Documentation of survey instrument calibrations is confusing and poorly
maintained. Licensee personnel responsible for performing and documsenting
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
instruments. All constants used in the calculation and assumptions
regarding the relationship between exposure rate and distance, and
verificat on of source strength will be included.

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 roos.

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

The licensee relies on the user physicians tc perform the source
accountability and initial patient/patient room surveys for brachytherapy
implants. In addition, licensee personnel (radiation safety staff and user
physicians) allow brachytherapy sources to resain 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 loca o4 in the source storage room
noted above,

Henceforth, the initial brachytherapy survey of the patient and room
will be performed by the Radiation Safety staff (See Apparent Violation (),
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,
I[f there is a measurable level, the oncologist knows that withdrawal of all
sources has not been accomplished and will take the necessary action.

il »



SR EN TR TN T E I G D B E R B B BE e B e

We will adopt the policy 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 ogy staff
and sanagement., Complirnce with this policy will be audited by the
Radiation staff during the quarterly audits of Radiation Oncology.
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8700 West Wisconsin Avenue Milwagkee, Wi

Robert Yoss

Radiation Safety Coordinator
Medical Physics/Box 193
Milwaukee County Medical Complex

Dear Bob:

As you kncw, at the exit interview the NRC inspectors indicated & two
violations resulting from your failure to perform surveys and
evaluate the radiation levels in unrestricted areas adjacent to the
room of a patient implanted with 800 mCi of iridium 192. The
extraordinary large amount of radicactive material should have
alerted you of the need 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 survey
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 of this incident, I would like you to
prepare, 1) a policy and procedure to handle surveys of patients
receiving large activities implants that may cause exposure levels to
exceed the allowable limits in unrestricted areas, and 2) survey
forms showing the floor plan of the rocm and adjacent areas of all
rooms routinely used for brachytherapy and I-131 therapy. These
survey forms are to be used to record the results of all patient room
surveys and are to have spaces for recording among other information,
date, time, patient name, medical racord number, radioactive material
used, activity of the implant, survey instrument used, surveyor's
initials, exposure levels at all appropriate locations, etc.

Sincerely,

V7 R IR W 1 SN

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

CRW:mb

Mamhot, Milvwaukee Roqiunal Ledical Cuntar
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October 1, 1990

.- 2EN e iR

Lawrence M. Ryan M D.
Chief, Rheumatology
Milwaukce County Medical Complex

Dear Dr. Ryan:

During the Nuclear Regulatory Commission i
1990, it was noted that you have in your p
a single material than was authorized by the tion Safety
Committee. You received 25 mCi of H-3 (sodium ohydride) on August
25, 1988, This is in direct violation of our license conditions and
in order for us to be considered in compliance, you must immediately
cease use of this material and transter it to the Radiation Sate ety
office 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 requaest should be filed with my office
prior to Oc:ober 31st to be in time for the next rgguxaxly scheduled
meetirg of the Radiation Safety Committee November 7, 1990. Your
request should contain a brief statement ]usu;:ylng the increase in
possetsionilimits, a description of special handl ing proceduras
storagr and disposal requirement, if any, and a statement xegaxdlng
the tr:ihlnq You will previde for 1n“1v‘dual using this amount of
material, if necessary.

on, September 26«28,
on more activity of
a
.

0
£

If you wish to resume use of thiz material before the next regularly
schr.duled Radiation Safety Commitiee meeting, an emergency a.endment
reyjuest can be made. Please contict my office regarding the
procedure for such a request,

Sincerely,

~
(\- l\"'- G k':. 4 (K) k\\ (‘L“

Charles R. Wilson, Ph.D.
Radiation 8 afet) Officer
ledical Physics Section
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COLLEGE
OF WISCONSIN

Rpariment of Meoicine

M Gauka MO October 2, 1990

Chairman
Radiation Safety Committee
Medical College of Wisconsin

Dear Sir:

|

This letter is to explain our recent rurchase of 256 mCi of 3H acetic 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 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 neecs. 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. [nitially only 10 mCi
will be used and it was planned to store the remainder for future use. The 256 mCi size
was ordered since this was the lowest amount size available at the specific acivity
appropriate for our work. Additionally, this size was much more economical than
purchasing a lower amount with a higher specific activity.

| would like to request that the 25 mCi be split into § mCi aliquots which will then be
used as required. | thank you for your consideration of this matter.

Sincerely,

i
/
/1

- YA

Lawrence M. Ryan, M.D.
Professor of Medicine
Chief, Division of Rheumatology
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October 17, 1990

Dear Dr. Ryan:

The Radiation Safety Committee has authorized you to use ‘oniging radiation in
categories B2 and B3 in accordance with the statements made 1. you application
dated November 17, 1986 and letter dated October 2, 1990. This authorization
expires December 31, 1980, If any conditions of your use change, it is your
obligation to contact the Radiation Safety Committee,

CONDITIONS

Possession Limits

Under this authorization you are allowed to possess radioactive materials up to

the follewing activities:

Catescries Pogsession Limits

Bl: RIA Kkits Less than 10 uCi/kit
Total Possession less than 200 uCi
B2: Low energy beta emitters 5 mCi each beta emitter
Low activity gamma emitters 2 mCi each gamma emitter
(< 250 uCi in process Total Possess.~n less than 20 mCi

at one time)

B3: High energy beta emitters 5 mCi each beta emitter
High activity gamma emitters 10 mCi each gamma emitter

Total Possession less than 50 mCi

B4: Radiolabeling H-3, 1-125 H=3 150 mCi each use
or [-131 1-125 10 mCi each use
1-131 10 mCi each use

Total Possession H-3 less than 200 nCi
Total Pogsession lodine less than 20 mCi

Member, Milwaukee Reqional Medical Center
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Octeober 17, 1990 -
Ryan
Page Tvo

Training

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
to be informed of conditions of your authorizaiion.

Special Conditions

One time permission to purchase H3 acetic anhydride in 25 mCi quantity for
labeling.

Sincerely,

¥ o Pl AR

B, David Collier, M.D.
Associate Professor of Radiology
Chairman, Radiation Safety Committee



Item #9 1/2

AR

MEDICAL
COLLEGE
OF WISCONSIN

Henry M Maorko P Department of Biochemiatry

L

October 15, 1990

Charles R. Wilson, Ph.D.
Radiation Safety Officer
Medical Physics Section
MCMC

Dear Dr. Wilson:

I would like to request an amendment to the pending ren. 1 of
my authorization to use radiocactive materials, increasing the
allowed possession limits of tritium to 25 millicuries of a
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.

We purchased 25 mCi of sodium [3H)~borohydride in August, 1988.
This was the smallest quantity of this material of suitable
specific activity commercially available. For a typical
experiment, I prepare a stock solution by cpening the sealed
glass ampule in the hood, transferring a grain of the solid to
a test tube, and dissolving this material in a suitable amount
of 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 radicactive materials box in our =20 C
freezer. No cother lab personnel besides nmyself are involved in
handling the 25 mCi quantity. No single experiment involves
more than 5 wCi 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.

Very truly yours,
b, TG O

Henry M!{ Miziorko, Ph.D.
Professor and Interim Chairman
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Depasiment of Radio oQy
Section of Diagnostic Radioiogy

October 19, 1982

Henry M. Miziorko, Ph.D.
Department of Biochemistry
Medical College of Wisconsin
Milwaukee, WI 53226

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,

Ahwde

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

CRW/is
Enc.
cc: C(C. Casey

Milwaukee County Medical Complex
B700 Wes! Wisconsin Avenue
Milwaukee Wisconsin $3226




Memorandum

Charles R. Wilson,
Medical Physics/MCM

The NR as requested that we verify that all individuals using radiocactive
material have the appropriate training and qualifications. Spe ifically, they
wigh us to demonstrate that all authorized users meet the requirements in Part
33.15 of Title 1 ode of Federal Regulations., [ am, therefore, requesting
that you confirm and verify you meet the f v lowing criteria, | must submit
thig information to the NRC by October 25th, | must have vour response n
later than October 18th,. Please return response ti

MOMI(
kadiation Safety/Box 193
or ,!l LVer .« M(VM' - 3 - }\»n\m ;~)

Dlease confirm your qualifications and document your answers ompletely on the
attached sheet. If vou have any questions or feel that you do not meet these
qualifications, please let me know immediately

Written response to this is mandatory. Failure te respond will jeopardize your

authorization sadioactive material.
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At least 40 hours of training and e el in the sate handliing ol
radioactive materials, and in the characterigtics of 1onizing radiatio!

units of radiation dose and quantities, radiation detection i1nstrumentat

and biological hazard to exposure to radiation opriate to the type and

form " bip~aduct material to be used Please list all training and
experience, n where trainin | e 100 was acquired,
and times,

Usedad,
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rs of Radlod

Wilson, Ph.D,
Satfety Officer

During the rec

license were noted,
spensibilities as aut!
radiation safety manual
commitments you n » when
material.

I would also like to remind ycu that:

No food or beverages are to be stored with radic

~ 3 1 s ] ) . .
Cold and hot zones are to be ly marked in you aboratory.

All individuals working in your laboratory are to have been

11 material and all

instructed in the proper use of radioactive
conditions pertinent to your authorization,

4, Laboratory surveys are to be performed as

required and all results
recorded.

Your cooperation is8 essential in maintain

i

on in compliance with
all of the regulations we operate . der,




Authorized Users

Users are required to s plication For Use of Radionuclides

(Appendix 1IV) to the RS . the time of origins cation, for renewal

or amendment of the original plication, ') ] be reviewed
by the Radiation Safety C » with attentic ) the qualifications of

the applicant regarding tl y 3 iantities ar 1ses of the materials

tember 1990




Item #12 3/3

requested on the application, and to a degonstrated ability of the
applicant to ensure ALARA policies are followed through appropriate
procedures and special protective equipment.

After the RSC has approved the application, authorited users will be
respongible for obtaining, storing, using and dispesing of all radicactive
paterials purchased under their authorization. and with respect Uto
radiation aafety, are responsible for tne employees under theii
supervision, Attendance at inservice education sessions and relevant
history of ALARA coampliance will be considered during the process [or
reapplication for use of radionuclides,

Authorized users sharing laboratory facilities with other staff or facility
mesbers shull inform each colleugue of storage and use areas of radioactive
mate. ials, type and quantity of radioactive materials in the laboratory,
and precautions or restrictions involved.

Authorized users will comply with the policies and procedures described in
the Radiation Safety Manual, state and federal regulations, standards of
good practice, and in addition authorized users shall:

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
forms provided within specified time limits.

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

Inform the RSO of proposed changes 1n operating procedures, techniques,
facilities, alteration within facilities and eaployees.

Consult with and receive the approval of the RSC during the planning
stage rrior to using radioactive naterials for a new procedure,

Ensurs that employee are qualified to use radioactive materials safety
and use appropriate safety devices, Provide an 1initial radiation
saf ty intruction as part of laboratory orientation for new personnel,

M. nitor radiation levels and/or contamination of area under their
ontrol in accordance with the Medical Complex's NRC license.

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

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.

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

10. Ensure individuals in your laboratory attend annual radiation safety

inservices.,

September 1990
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COLLEGE
OF WISCONSIN

October 10,

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

MCW

Dear Dr. Wilson,

Please be advised that following our conversation | discussed with the Basic
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 1 provided. They expressed an intent to emphasize to their
faculty the importance of adhering to the standards established in the MCW
Radiation Safety manual. 1 have every reason to believe that in the future you
will find that the proper procedures are being adhere )

2 +
“ LU,

Sincerely,

-

Coryce 0. Haavik, Ph.D.
Associate Dean for Research
and Graduate Studies




Michael T. Gillin, Ph.
Chief, Medical Radiati
Radiation Oncology Dep
Milwaukee County Medic

Dear Mike:

uclear

we wWere

!
ad nNo 1na

o.

! ication
seeing anything about
AAPM newsletters., Wou
etc. regarding this un
or if the company

the time we

R —
C
o~

Pt Pt

r < v L b
o

>

Please ‘infor ] jiation oncol

n
LA

license i d, this

unit cannot




[

-

Item #15 1/7

. .~
. - '\‘

R

CgEL%' ? F | '
WIECOCNSN

. Q00
October 1, 1990 Depsrment of Radiolegy
Section of Diagnostic Radiology

William J. Adam, Ph.D.

Acting Chief of Li~ensing

U.S. Nuclear Regulatory Commission
Region III

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

28th,
is a patient who is tentatively scheduled for therapy with this device on
October 10th and if our amendment request can be processed in time for this
therapy, I would approciate 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) 257-5626.

No license fee i1s required as the Mi)waukee County Medical Complex is a branch
of the Milwaukee County Covernment.

Sincerely,

1 \
Charles R. Wilson, Ph.D.
Associate Professor of Radiology

Radiation Safety Officer

CRW:mb
Encl.

Milwaukan County Medical Complex
8700 West Wisconsin Avenue
Milwauaee, Wisconsin 53226
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Low Dose Rate Remote Afterloading System
At MCMC and FMLH

Description of Sources
A. Source Description

1. 1r=192

2. Ir-192 seeds in ribbon form from Pest Industries or Nuclear
Products, Inc. or Ir-192 wire from Amersham or CISUS

3. Maximum activity is 185 GBq (5 oi)

4. Maximum number of sources is 15

B. Device Description

1. Manufacturer: Nucletron
2. Model name: Microselectron LDR

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
anit and does not represent a significant change in the normal pactice
of brachytherapy.

Proposed Users:

Radiation Oncology clinical faculty, who are all board certified
phy=icians in Radiation Oncology or the equivalent. These physiciang
will be supported by the Physics and Dosimetry staff of the Department of
Radiation Oncology.

Training for Individuals

A. D. "~es operators are the physician and physics staff of the
Depurtment 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 are required.

C. Michael T, Gillin, Ph.D,
Associate Professor
Radiation Oncology
Medical College of Wisconsin

D. This device is used for 24 hours per day for the duration of the
implant which may last up to one week. No other individual is on-site
during this entire time, Support stafll is available for telephone
consultations,
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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,

Vs Facilities

Attached is a floor plan of the room 4C96 and adjacent areas (Fig., 1),
The room above 5C96 and below 3C96 are of identical lavout., The
distance from functional flocr to functional floor is 18 feet (4.6 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
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 ceiling:

South wall: No shielding required, outside area 18 above grade.

East wall: Gypsum wall board, 1 1/4" total thickness on metal studs
and lead shielding 1/4" (6.3 mm) to & height of 7 feet
(2.1 m). Adjacent ar2a 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 is
unrestricted.

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

Ceiling: Same as f{loor.

Distance from center of bed, room 4C96 to following areas:
Room 3C96 and 5C96 : 18 feet (5.5 a)
Fourth floor interstitial space: 10 feet (3.0 m)
Third floor interstitial space : 8 feet (2.4 m)
Room 4CO8 ¢ 10 feet (3.0 n)

Hal lway g 12 taet 37 »)
Stairwell $ 6 feet (1.8 m)

l. The primary treatment room has closed circuit TV and a separate
audin system. Since this is a low dose rate unit, failure of any
ccaponent of the visual or audio system will not prevent the
gystem from being used, as there are no speciul patient monitoring
requirements for normal brachytherapy.

2
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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.

All rooms containing patients who are undergeing a brachytherapy
treatment are appropriately lebeled.

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.

A radiation measuring device is present for each brachytherapy
patient, independent of the use of the afterloading systen,

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.

o

-

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

The activities of implants to be performed in Room 4C06 will vary
but adjacent unrestricted areas on the fourth floor will be
surveyed to insure compliance with Section 20.105(b)., 1¢f
exposures in any area exceeds the limits in Section 20.105(b),
the rooams 5C96 and 3C96 will be surveyed., If exposures in the
following areas exceeds the !imits in Section 20.105(b), the
actions indicated will be taken.

a. Room 4C98, distance, 12 feet (3.7 m)
Access to this room will be restricted. No patient will
be housed in this room while the implant is in progress.

b. Hallway
An IS0 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 4C96)
These spaces are normally locked and access is limited to
engineering personnel. When exposure rate exceeds limita
in Section 20.105(b), engineering personnel will only be
allowed access to thes: areas when accompanied by a member
of the Radiation Safety staff. Engineering will be notified
of each implant for which this restriction applies.
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Department of Badioiogy
LY T UL Natology

October 1, 1890

Michael Gillin, Ph.D.

Chief, Medical Radiation Physics
Radiation Oncology Department
Milwaukee County Medical Complex

Dear Mike:

' ~Duriug the Nuclear Regulatory Commission inspection September 26-08, 1990 it
was noted that there were a number of incomplete entries in the radioactive
gource inventory logs. These missing data were considered a violation of
conditiong of our license., This letter is to request that you lmpress upon
' your staff the importance of maintaining these records as comnletely as
possible and 1f they encounter an incomplete record in the ivs, to either
. contact the individual responsible or my office.

Bob and ! met with Dan Grimm several months ago and plan to review these
records on & quarterly basis, It is anticipated that this quarterly review
will allow us to avoid a similar deficiency in the future,

»
- .o -

Sincerely,

. ™

pe s o
£ R v
L

=T "~

Charles R. Wilson, Ph.D,
Radiation Safety Officer
Medical Physics Section

CRW:mb

ec: Dan Grinm
D, Zellper, Ph.D.
K. Sherwood

Milwauree County Medical Complox
8700 West Wisconsin Avenue
Milwaunee Wisconsin 53206
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Michael Story, Ph.D.
Ureclogy Department
Freedtert Memorial Lutheran MHospital

Dear Mike:

During the Nuclear Regulatory Commission dinspection September 26-28,
1990 in a review of our bicassay records and your use records, the
inspectors found that on three occasions during the last 12 months
you failed to obtain pre~ or post-iodination bicassays for 1-125, 1
am disappointed that I have to remind you that in your reguest to use
radicactive materials you agreed to perform these bicassays., 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.

1 do not, at this time, know the dates of the missing bicassays, but
I.will send them to you for your comments when I receive them from
the NRC. 1In the meantime, I urge you to make sure that whenever
performing a labeling procedure that the required pre- and post-
iodination bicassays are obtained.

Sincerely,

REid e bt -~
* - “) " ,\
k. g Qiﬂl\C\\\* 3 q~2 L&#~\S—~..
harles R, Wilson, Ph.D.
Radiation Safety Officer
Medical Physics Section
CRW:mb

€eCi M., Story User File
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.
MULTI-ISOTOPE CONSTANCY VERIFICATION FOR MCMC RADIONUCLIDE DOSE CALIBRATO.

DIRECTIONS: PLACE THE CO-57 REFERENCE SOURCE IN THE DOSE CALIBF. [OR
AND RECORD THE READING FOR EACH OF THE PREASSICGNED RADIONUCLIDE XEYS

TUESDAY

10/09/90
10/16/90
10/23/90
10/30/90
11/06/90
11/13/90
11/20/90
11/27/90
12/04/90
12/11/90
12/18/90
12/28/90
1/01/81
1/08/91
1/186/91
1/22/91
1/29/91
2/06/91
2/12/9
2/19/91
2/26/91
8/05/91
8/12/91
3/19/91
3/26/91

Tecoom Xeld3 1I-131 1-123 GCa-67 TI1201 1Inlii) Mo-99 1Initials

e Sy S

DWP File: manyisot
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October 1, 1990
Tim lLeongden
Administrator
Radiation Oncology
Milwaukee County Medical Complex
Re: The Nuclear Regulatory inspection Sept. 26-28, 1990

Dear Tim:

At the exit interview, the NRC inspectors expressed concern regarding
unautherized access to the sealed source storage area in Radiation
Oncology. They observed that the entrance to the elevator equipment
room is inside the source storage room and requested we insure that
access to the radicactive materials storage room is limited to only
Radiation Onceology and Radiation Safety Staff,

Would you please make whatever changes you and Mike think are needed

:o answer the NRC's concerns and let me know what you have decided to
0.

Sincerely,

1A
- \.\s'\' \(‘ s ¢ L ‘('»-__
harles R. Wilsen, Ph.D.
Radiation Safety Officer
Medical Physics Section

N N
vl

CRW:mb

MNMamnar Ltilwakan Rop al YMetcal Contee



KEE COUNTY

menical compLex

October 12, 1990

To: Charles R. Wilson, Ph.D. Radiation Safety Officer
From: Timothy Longden, Administrator Radiatiocn Oncology
Subject: Nuclear Regulatory Inspection

Please be advised that both Dr. Gillin and I have reviewed
the documentation submitted by Nucletron Corporaticen with
regard to the Selectron remote afterloading systens.

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 eguipment. In reviewing the documentation recently
provided by Nucletron 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 2Zylka, Hospital Engineer will require that
anyone entering the elevator eguipment room must advise
our physics director or the radiation safety officer.

2. Mike 2ylka 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.

Gillin, Ph.D.
F. Wilson, M.D.
lLato

Zylka




CAUTION RADICACTIVE MATERIAL

EMERGENCY CALL:
Michael Gillin, Ph.D.
Radiation Onecclogy Physics Dir.
257-565¢ Ane. Bervicse 274-8052

or
Charles Wilson, Ph.D.

Radiotion Bafety Officer
257-19%1 or 257-5381

Isotope Max Activity

ci

I=-125%
Cs~1137
Ir-1%2




