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We have received and are responding to the

PHYSICIST Sepltember 14, 1990, Notice of Violation and proposed
| P MAMACOS | Imposition of a Civil Penalty submitted by Mr. A,
i Bert Davie, Regional Administrator, Region 111, of
ADMINISTRATIVE DIBECTOR your commi ss1on,
| b MILLER
1 (1) @int Luke's Hospital admits that a

non=omergency first treatment was administered
without the chart beinyg checked and initialed by
a phveicist or dosimetrist as reguired by ounr
contral procedures, This was reported in our
letter of Mavy 7, 1990 to the NRC.,

() he chart was not referred to a physicist
s dosimetrist, for checking, by the technolonist
who prepared the treatment record, as requaired by
aur procedures. This was also overlooked during
subasgquent treatment of this patient.

(=) A documented inservice re-training has been
qiven to the technoloalsts concerning our quality
caontrnl procedures and aleso that an independent
dosimetry check by a gualitied person (usually
the dosimetrist or physicist) is required betore
therapy treatment may proceed.

(A.a) In order to aveid simalar incidents +rom
reeocecuring in the future, a start-up check lis!
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is now beina used before treatment is initiated. It is placed
in $ront of the “set-up page” in the patient’'s chart (see
sttached example - Appendix A),

(4,0) A notation is made on the pre-printed therapy record
chart for the technologists to send the chart for review and
gignature by & qualified person (usually the dosimetrist or
physicist) when approximately 20% of the total treatments have
been given, This is independent of the weekly chart review
conducted by the radiation oncologists. This step is

intended to help ensure that our quality control procedures
are being followed.

(%) The above steps were initiated on June 2%, 1990 and fully
implenented by July 30,1990,

11.A Gaint Luke's Mospital admits that the NRC was not notified
by telephone within 24 hours 0of the occurrence of a
misadministration,

The misadministration occurred after 5,00 p.m. on Friday,
June 22, 1990, The telephoned report was made on the morning
of the following working day., Monday, June 285, 1990 when a
written report from the tectnologist involved in the

the incident became availalde.

In future, the telephoned ~eport will be made within 24 hours
tincluding week-ends) of the discovery of a misadministration,

B Bt. Luke's Hospital admits that & written report concerning
a misadministration and telephoned to the NRC on April 20,
1990 was made in & letter dated May 7, 1990 (17 days after
the discovery of & misadministration) and to the
referring physicien in a letter dated May 8, 19%90.

In future, the written report will be made within 15 days.

Our Folicy and Procedures Manual has been updated to include
more detailed written infarmation on our procedures. (See
Appendix B). These will normally be reviewed at annual
intervals, 1.e, next overall review no later than the first
Monday in Dctober, 1991, Should circumstances require it.
specific sections may be modified earlier,

All technologists on staff have been re-educated on the
reporting requirements and aiso NRC Form 3.

We are in the process of arranging for our consultants, Nuclear
Medicine Associates, to conduct an annual audit of our Policies
and Frocedures.
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Qur chech
imposed.

for $1,87% is enclosed to cover the tivil penalty
14 there are any further guestions, please do not

hesitate to contact me at the above telephong number or

address.

TP NMonvsars

J.FP.Mamacoe
Radiation Safety Officer

CC: Regional Administrator, U.£. Nuclear Regulatory Commission, Region 111l

Sincerely,

e

Jetfrey Jeney
Vice Fresident,
Aancillary Services.



APPLEDIX A
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APPENDIX B

SLii RADIATION ONGOLOGY
RELIVERY OF TREATMENT

1. START-UP CHECK LIST MUST BE COMPLETED BEFORE TREATMENT.

2. Only after there is both a physics/dosimetry and physician
initials on the treatment records, may treatment be given.
(Emergencies are an exception to this.)

3. Also, in the ideal and usual situation, twé technologists
at a machine should verify that the area to be treated is
what is actually being treated on the patient. Should one
of the technologists be called away, it is acceptable that
several patients be reviewed prior to treatment so that
each area to be treated on each patient is reviewed and
acknowledged.

4. At each treatment, the machine technologist must recheck
that the records have been initialled by both Physics and
physician.

5. Finally, it is the machine technologist's responsibility
to refer the charts back to physics/dosimetry for the
one/fifth check.

6. IT IS THE RESPONSIBILITY OF THE CHIEF TECHNOLOGIST TO SEE
THAT THERE IS AN ENTRY IN EACH PATIENT TO BE TREATED FOR
A ONE/FIFTH DOSIMETRY CHECK.

7. TREATMENT MAY NOT CONTINUE UNLESS 1/5 DOSIMETRY CHECK
NOTED.

7/30/90
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TREATMENT PLANNING

A. Initiation
The treatment process is initiated by a written prescription from
a physician, except ir highly unusual and/or emergency
circumstances 'here a verbal authorizat ay be utilized.
However, as soon as ie possible, a writte. onfirmation of such
orders should proceed. The prior Treatment Plans and Management
Reminders workesheet remains just that, a work sheet which can be
used for calculations and research efforts.

B. Generation of Treatment Plans
Treatment plans are generated in two ways:

1. The first is a simple SSD set-up which is carried out
after simulation by radiation therapy technologists.

a. Technologist's duties: The area is identified by the
physician and verified by simulation films. The
technologist enters this data and the prescription into
the CAD (central axis dose) program.

b. Dosimetry/Physics duties: The treatment sheets are
generated and these are then referred to physics/
Dosimetry for an independent check. This independent

check is done and a check sheet is produced. The



. Page ¢ 2

physicist/dosimetrist checks for accuracy of data entry
and for correspondence of treatment times by these two
separate methods. 1f correct, the treatment records
and independent check sheets are initialled by Physics/
Dosimetry. Initiale are placed on the l;t-up sheet and
computation sheets. Also at this time, an entry is made
cnto the treatment sheets as to when a subseguent and
(in treatment) physics/dosimetry review shall take
place, (usually after one fifth of the treatment has
elapsed). This is written onto the treatment record so
that these charts can be referred back to Physics/
Dosimetry for this check.

¢. Physician duties: After the above has been carried out,
the sheets are presented to the phyeician by Physics/
Dosimetry for final check and initialing. The physician
initials the face sheet, first and last treatment
sheets if and only if the prescription is accurately
carried out. Also at this time, the physician
indicates that the treatment times on the independent
check and those generated by the radiation therapy
technologist, correspond.

2. TP 11 Plans
For patients to be treated by TP1l, the above procedure

is to be followed with the only exception that the data




-Page ¢ 3

entry is carried out by the dosimetrist and in unusual

situations, by the physicist.

7/30/90



PROCEDURES
SLH RADIATION ONCOLOGY

WEEKLY CHECKS BY PHYSICIAN OF CHARTS

On 3 weekly basis, the physician checks each of the charts for patients
in active treatment, interruption and treatment planning. The »hysician
verifies that the patient has a consultation and a prescription for
each area to be treated. He also ascertains that the pr&ucription is
being accurately carried out. A check of the correspondence of
treatment times with tha.indopcndont check and the CAD sheets are made.
The physician then turns his attention to the clinical condition of the

patient, noting whether laboratory tewts and/or X=rays are necessary.

(See check list.) |



PROCEDURES
SLH RADRIATION ONCOLOGY
ACUTE RADIATION REACTIONS
Charts of patients who are interrupted for acute radiation
reactions are to be reviewed by Physics/Dosimetry for the accuracy
of the Treatment Records. This monitoring is triggered by a
problem in the Problem Index stating acute radiation reaction=~
interrupt. Before the patient may restart therapy, there must a

note in the Physics portion of the chart indicating that the chart

has been rechecked by Physics and found to be accurate.




