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November 9, 1990

Mr. A. Bert Davis

Regional Administrator

United States Nuclear Regulatory Commission
Region I11I

799 Roosevelt Road

Gien Ellyn, IL 60137

Dear Mr. Davis:

Enclosed is a copy of the proposed audit plan submitted hy 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 ferward to your reply.

Sincerely,

Gregg A M Bechtold
Vice President
Professional/Support Services
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m:tv of Cincinnati Collage of Medicine
Department of Radiology
Division of Radiation Oncology

The Barrett Center for Cancer
Prevention. Treatmeon! and Research

234 Goodman Street

Cincinnati, Ohio 452670757

Phone (513) 568-5668

November 1, 19950

Mr. Gregg Bechtold
Proter Memorial Hosplital
814 LaPorte Avenue
Yalpersiso, IN 46382

RE: WUSNRC License # 13-17073+-0
Docket # 030-12150
Letter of 10/25/90 trom A,B, Ravis to Harrig, ot al

Dear Mr, Bechtold:

pPlease find enclosed 8 proposed audlit plan v whi.h we Intend to
reviev the brachytherapy program at Portor Memorlal Hospital,
This plan shouid tuifill the reaquirements 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
+his Issue, As such, pilease transmit this audit plgn to the
Reglonal Administrator, Reglon 11, Glen Ellyn, Illinols,

Upon a satisfactory review of this plan by Reglon 111, USNRC, or
the sat'sfactory resolution of any questions Reglon 111, USNRC
might have, the initlalizatlion of the brachytherapy review process
should begin,

Sincerely yours,

Bernard Sf%‘cn

Director, Radiation Oncology.
- ’/ o / 1 fy
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Howard R, Elson, Ph,D,
Assoclate Protessor of Radliology (Physics)
Pivislon of Radiation Oncology
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BRACHYTHERAPY AUDIT PLAN
FOR
PORTER MEMORIAL HOSPITAL
YALPARIASO, IN 463863

PURPOSE: The purpose of this audit Is twofold: (1) To review the
brachytherapy cases pertormed under the Porter Memoriel Hosplital USNRC
License (#13+-17073-41) to determine |f & toerapeutic misedministration,
as defined by 10 CFR 35,2, has occurred; (2) To review the brachytherapy
program and to meke recommendations tor Improvements In the brachythera~
py program a8t Porter Memorial Hosplitel to prevent the recurrence of any
progream deflclencies disclosed during the review of the brachytherapy

cases,

SCOPE:

A, LOCATION: At present, the plen Is to conduct the audit remotely from
Cinclinnati, This, o{ course, wlil be totally dependent upon the
results of review of documentation, medical records, radiographs and
telephone Interviews, Upon review of thls documentation, It may be
deemed necessary to perform en on-site review at Forter Memorial
Hosplital, VYalpariso, Indlana,

B, AUDITORS: The audit will be performed by Bernard S, Aron, M,D, and
Howard R, Elson, Ph, D,

C. TIME REQUIREMENTS: At present, the oauditors wunderstand that @
Iimited number of actual brachytherapy procedures were performed ot
Porter Memorlal Hospltael, If this wunderstanding Is correct, the
review of these procedures should proceed qulickly, perhaps less than
2 week, However, this Is totally dependent upon the avallabllity of
radlograephs, patient records, brachytherapy documentation and dosim=
etry calculations, Again, with respect to the audit of the brachy~
therapy program rather than the specific patlent treatments, the time
requlred will be dependent upon documetation avalilabllity regarding
the state of the progranm, Assuming appropriate documentation |Is
avallable, the program audit should require less than a week,

D, INDIVIDUALS TO BE INTERVIEWED AS PART OF THE AUDIT: The oauditors
Intend to review the brachytherapy procedures performed at Porter

' Memorial Hosplital and determine It any misadministrations have
occurred, It It Is determined that such events have occurred the
audit will proceed to determine the probeble cause(s) of the event,
This will require Information to be obtalned from 2all Individuals who
can be Identified as having participated In the patient treatment,
Until the Initial stages of the audit have been accomplished, these
Individuals cannot be Ildentifled, With regard to the audit of the
brechytharapy program, all individuals Involved with the therapeutic
administration of brachytherapy sources will be Identified and a
review of thelr roles will be reviewed, This will Include the
medlical staff, physlcs statf, technical statf and the administration
staff involved in the progrem, Again, untlil the Initial stages of
the audit have been completed, the speclfic Individuals cannot be
ldentitied,
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NRC AUDIT (Page Two)

E.

G,

AUDIT OF PATIENT TREATMENTS: It Is the Intention of the suditors to
obtaln all documentation of brachytherapy procedures previously
sccomplished to determine |t any misadministration, as deflined by 10
CFR 35,2, hsve occurred, These records should Include, but may not
be limited to, all radiographs, patient records, dosimetry
ovaluyations, source records, etc,, to determine If the treatment dose
to the patient #as within 4/~ 108 of the prescribed dose by the use
of appropriate sources, geometries, methods end procedures, The
sudlitors Intend Yor these data to be forwarded to the Universlity of
Cincinnati Medicel Center, Cincinnati, Ohlo for eves uation, Agein,
the Identivy of the specliflic Intormation avel!able noed be defined In
the Initiel stege of the audit end @& method to augment for any
unavalleble Information may need to be devised, It is the Intention
ot the suditors to obtaln and/or supplement all Information necessary
to dotermine If @& misedministration hes occurred, Based on this
Iintormation, It Is the auditors' further |Intention to access the
potential consequences to the patients involived,

AUDIT OF BRACHYTHERAPY PROGRAM TO PREVENT RECURRENCE UF ANY DEFIC~-
IENCIES OF THE BRACHYTHERAPY PROGRAM: The extent to which modifica~
tions of the brachviigraoy program need be accomplished will obvious~
ly be dependent upon the present state of the progrem and the results
of the misadministration review, Mowever, the reviewers Intend to
review the brachytherajy program not only with regaerd to previous
potential misedministrations, but also with regard to an appropriete
quality assurance to make every reasonable effort to Insure proper
patient treatment, This quality assurance program need be performed
by esdequately tralned personnel with appropriate supervision, follow~
Ing written procedures, with an internally administered audlt progrem
to Insure quality patient cere as well as complliance with all regula~
tory Issues, The potential Iimpact of any altertions In the brachy~
therapy program and the quail*“y assurance program, again, will need
to be determined upon review of the present program,

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



