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November 9, 1990

Mr. A. Bert Davis
Regional Administrator
United States Nuclear Regulatory Commission
Region III
799 Roosevelt Road
Gian Ellyn, IL 60137

Dear Mr. Davis:
i

. Enclosed is a copy of the proposed audit plan submitted by Drs.
Elson and Aron. Please review this plan and provide us with your
comments, once the audit plan has been approved by the NRC, it is
our' understanding the audit must be completed and a report of the-
findings submitted to the NRC Regional Administrator within thirty
days.

We look forward to your reply.

Sincerely,

w ..

.- 1
Gregg A echtold
Vice President
Professional / Support Services
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University of Cincinnati College of Medicine
Medical Cetteer

Department of Radiology
Division of Radiation Oncology

The Barrett Center for Cancer
Prevention, Treatment and Research

234 Goodman Street
Cincinnati, Ohio 45267 0757
Phone (513) 558 5668 -

.

No vembe r 1, 1990
-

Mr. Gregg Bechtold
Proter Memorial Hospital

814 LaPorte Avenue
Valperaiso, IN 46383

i.

RE: USNRC License # 13-17073-0
| Docket # 030-12150

Letter of 10/25/90 from A.B. Davis to Harris, et al

Dea r Mr. Bechtold:

Please find enclosed a proposed audit plan sv w h l ', h we Intend to

review the brachytherapy program at Portor Memorial Hospital.
This plan should fulfill the requirements as stated -In the letter

of 10/25/90 from A. Bert Davis to Harris, Welsh.and Lukman,

Attorneys at Law, as well as the previous comments with regard to

this issue. As such, please transmit this audit plJn to the

Regional Administrator, Region ll, Glen Ellyn,'lllinois.

Upon a satisfactory review of this plan by Region Ill, USNRC,'or
the sat is f actory resolution of any questions Region lil, USNRC

bi might have, the Initialization of the brachytherapy revlow process
^

should begin.

Sincerely yours,

,

Bernard S., Aron, .D., FACR

Director, Radiation-Oncolog /
.

0 I 'f

Q' icw | . , ,/;
Howard R. Elson, Ph.D.
Associate Professor of Radiology (Physics)
D1 vision of Radiation Oncology

tGS

Patient Care * Education + Research * Community Service
An affirmatwo actioniequal opportunity institution
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BRACHYTHERAPY AUDIT PLAN,

FOR

PORTER MEMORIAL HOSPITAL

VALPARIASO, IN 46383

1. PURPOSE: The purpose of this -audit is twofolds (1) To review the
brachytherapy cases performed under the Porter Memoria l Hospital USNRC
License (113-17073-41) to determine If a toerapeutic misedmin|stration,
as defined by 10 CFR 35.2, has occurred; (2) To review the brac h y the ra py

program and to make-recommendations for improvements in the brachythera-
py program at Porter Memorial Hospital to prevent the recurrence of any
program deficiencies disclosed during the review of the brechytherapy

,

cases.

II. SCOPE:

A. LOCATION: At present, the plan is to conduct the audit remotely from
,

'

Cincinnatl. This, of ' course, will be totally dependent upon the
results of review of documentation, medical records, radlographs and
telephone Interviews. Upon review of this documentation, it may be
deemed necessary to perform en on-site review at Porter Memorial

| Hospital, Yalparlso, Indiana.

|$
'

B. AUDITOR $s The audit will be performed by Bernard S. Aron, M.D. and
Howard R. Elson, Ph.D.

C. TIME REQUIREMENTS: At present, the auditors understand that a
limited number of actual brachytherapy procedures were performed at
Porter Memorial Hospital. If this understanding is correct, the
review of these procedures should proceed quickly, perhaps less than

a week. However, this la totally dependent upon the availability of
radlographs, patient records, brachytherapy documentation and dosim-
stry calculations. Again, with respect 'to the audit of the brachy-
therapy program rather than the speci fic patient treatments, the time
required will be dependent -upon . documetation availability regarding

fg the state of the p rog ra m. Assuming appropriate documentation Is
available, the program sudit should require less than a week.

D. INDIVIDUALS TO BE INTERVIEWED AS PART OF THE- AUDIT: The auditors

|- Intend to review the brachytherapy procedures performed at Porter
M emor i a l - Hospital .and determine if any misadministrations have'

occurred. If it is determined that such events have occurred the
audit will proceed to ' determine the probable ca use(s)' o f the event.
This will require information to be obtained from all Individuals who
can be Identlfled as having participated in the - patient treatment. .,

L Until the Initial stages of the audit have been accomplished, those
Individuals cannot be identified. With regard to the audit of the

brachytherapy program, all individuals involved with the therapeutic
|_, administration of brachytherapy sources will be identifled and a

review of their roles will be reviewed. This will include the
medical staff, physics staff, technical staff and the administration

| staff involved in the program. Again, until the Initial stages of
the audit have been completed, the specific individuals cannot be
identIfled.

,
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NRC AUDIT (Page Two). . +

E. AUDIT 0F PATIENT TREATMENTS: it is the intention of the auditors to
obtain all documentation of brachytherapy procedures previously
accomplished to determine || any misadministration, as defined by 10
CFR 35.2, have oc c u rre d. These records should include, but may not
be limited to, all ra d i og ra p h s , patlent records, dosl ect ry

evaluations, source records, etc., to determine if the treatment dose
to the patient ra s within +/- 10% of the prescribed dose by the use
of appropriate sources, geometries, methods and procedures. The
auditors intend 1or these data to be forwarded to the University of
Cincinnotl Medical Center, Cincinnati, Ohio for evaluation. Again,
the identity of the specific Information available need be def ined in
the initial stage of the audit and a method to augment for any
unavallable information may need to be devised. It is the Intention
of the auditors to obtain and/or supplement all information necessary
to determine if a misedministration has occurred. Based on this
information, it is the auditors' f urther Intention to access the
potential consequences to the patients involved.

1

F. AUDIT OF BRACHYTHERAPY PROGRAM TO PREVENT REC URRENCE OF ANY DEFIC-
IENCIES OF THE BRACHYTHERAPY PROGRAM: The extent to which modifica-
tions-of the br a c h y t hc re py program need be accomp lished w li t obylous-

j; ly be dependent upon the present state of the program and the results
of the misedmini stration- 'eview. However, the revlowers Intend to
review the brachytherapy program not only with regard to previous.
potential misedministrations, but also with re g a r d to an appropriate
quality assurance to make overy reasonable effort to insure proper ;

'

patient treatment, ,This quality assurance program need be performed
by adequately trained personnel with appropriate supervision, follow-
InD written procedures,-with an internally administered audit program
to insure quellty patient care as well as compilence with all regula-
tory issues. The potential-Impact of any altertions in the brachy-
t h e ra py program and the quell *y assurance program, again, will need
to be determined upon review of the present program.

A4
'

G. AUDIT REPORT: Within a reasonable time after completion of the
brachytherapy audit, a written report will be submitted by the
auditors to Porter Memorial Hospital, Valparaiso, Indiana,

i
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