9410310
PDR  ADOCK 03000234 Ml 10

C

MEDICAL CTR. OF CENTRAL MASS. (THE)
MEMORIAL

119 BELMONT STREET

WORCESTER, MA 010652982

ATTN: NORIO HIGANO, M.D

R} Docket Number 030-00234
License Number 20-02452-03

Dear Dr. Higano

I'his letter acknowledges receipt of your letter dated July 16, 1994, in response to
whi-nh sddressed deficiencies in your Quality Management Program (QMP). Your

i the next NR(

implementation of the QMP and its adequacy will be reviewed as part
inspection. This inspection will include a review of your letter referenced above and any

resulting changes to your QMP

This QMP will not be incorporated ir .0 your license by condition. You have the flexibility

gram without obtaining prior NRC ap

to make changes to your quality management p
However, modifications to your program must

required by 10 CFR 35.32(¢)

I
be submitted to this Office within 3
Fhank you for your cooperation in this matter; no reply is reg

Sncerely

Origina) Signed By

James P. Dwyer
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MEDICAL CTR. OF CENTRAL MASS. (THE)
- MEMORIAL

119 BELMONT STREET

WORCESTER, MA 010652982

ATTN: NORIO HIGANO, M.D.

RE: Docket Number: 3000234
License Number: 20-02452-03
Plan File Date: 20-JAN-92
Region Number: 1

Dear Dr. Higano:

This refers to the review of your written Quality Management Program
(QMP) submitted in accordance with 10 CFR 35.32. A eview of the QMP
was performed to determine whether policies and procedures have been
developed to meet the objectives of the rule. Based on this submiss-
ion, there appear to be significant weaknesses and potential substan-
t;a] failure of your QMP to meet the objectives in 10 CFR 35.32 in
that:

Regarding Teletherapy

Your QMP is missing procedures to require that the written
directive include:

the total dose

'

the dose per fraction

the treatnent site

an order for a specific patient

the date and signature of an authorized user
A footnote to 10 CFR 35.32(a)(]) provides that an oral revision to

a written directive is acceptable if, because of the patient’s
condition, a delay in order to provide a written revision to an
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existing written directive would jeopardize the patient’s health.
Oral revisions must be documented immediately in the patient’s
record and a revised written directive must be signed and dated by
an authorized user or physician under the supervision of an
authorized user within 48 hours of the oral revision. Please
include such a policy in your QMP.

If, because of the emergent nature of the patient’s condition, a
delay in order to provide a written directive would jeopardize the
patient’s health, an oral directive will be acceptable provided
that the information provided in the oral directive is documented
immediately in the patient’s record and a written directive is
prepared within 24 hours of the oral directive. Please include
such a policy in your QMP.

Revisions to written directives for teletherapy may be made
provided that the revision is dated and si?ned by an authorized
user prior to the administration of the teletherapy dose or the
next teletherapy fractional dose. Your QMP must include a policy/
procedure that requires that revisions to written directives will
be made prior to administration of the teletherapy dose or next
teletherapy fractional dose.

Your submittal does not include adequate policies/procedures that
ensure that final plans of treatment and related calculations for
teletherapy are in accordance with the written directive as
required by 10 CFR 35.32(a)(3). Your procedures should include
instructions for:

- acceptance testing on each treatment planning or dose
calculating computer program that could be used for dose
calculations

- an independent check of full calibration measurements that
resulted from source replacement, or when spot check
measurement indicates that the cutput differs by more than
5% from the output obtained at the last full calibration
corrected mathematically for radioactive decay

- determination of transmission factors for beam modifying
devices before the first medical use of the beam-modifying
device and after replacement of the source

- physical measurements of the teletherapy output for treat-
ment parameters not addressed in the most recent full cali-
bration measurement

- performance of a check of dose calculations (i.e., computer-
generated dose calcuiations and/or manual dose calculations)
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- checking the dose caiculations prior to administration of
the total dose for prescribed deses that are to be adminis-
tered in fractions. An authorized user or qualified indivi-
dual under the supervision of an authorized user(e.g. a
radiation therapy physicist, oncology physician, dosimetrist,
or radiation therapy technologist), who whenever possible,
did not make the original calculations, should check the
dose calculations. Your procedures should include both a
consideration of the number of fractions and a specified
time within which the check should be performed

Your QMP should ensure that before administering each teletherapy
Aa 2 or dose fraction, that the specific details of the adminis-
tracion are in accordance with the written directive and plan of
treatment. In particular, the treatment site and the dose per
fraction should be confirmed by the person administering the tele-
therapy treatment to verify agreement with the written directive
and plan of treatment.

Your QMP should include a policy for instruction of all workers to
seek guidance if they do not understand how to carry out the
written directive. Please include such a provision in your QMP.

Your QMP must include a commitment to retain each written directive
and a record of each administered radiation dose for three years
after the date of administration as required in 10 CFR 35.32(d).
Describe the procedure for a qualified individual under the
supervision of an authorized user (e.g., an oncology physician,
radiation therapy physicist, dosimetrist, or radiation therapy
technologist) after administering a dose or dose fraction, to make
a written record. Your procedure shouid describe what this record
will include.

As required in 10 CFR35.32(c), the licensee shall evaluate and
respond, within 30 days after discovery of the recordable event,
to each recordable event by: (a) assembling the relevant facts
including the cause, (b) identifying what, if any, corrective
action is required to prevent recurrence, and (c) retaining a
record, in an auditable form, for three years, of the relevant
facts and what corrective action was taken. Please include such a
provision in your QMP.

Your QMP review procedure does not provide an evaluation of:(a) an
adequate representative sampie of patient administrations, (b) all
recordable events, and (c) all misadministrations since the last
review as required in 10 CFR 35.32(b)(1). The number of patient
cases to be sampled should be based on the principles of statisti-
cal acceptance sampling and should represent each modality
performed in the institution (e.g., radiopharmaceutical, tele-
therapy, brachytherapy, and gamma stereotactic radiosurgery). You
may develop a sampling procedure of your own; use the chart
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provided in 10 CFR 32.110(assuming an error rate of 2 percent); or
a representative sample may be selected including (at a minimum):
20% if the number of cases performed is greater than 100, 20 cases
if the number of cases is between 20 and 100, and all, if the
number of cases is less than 20.) Provide a copy of your revised
QMP to include this provision.

Your QMP should include a procedure to expand the number of cases
reviewed when a misadministration or recordable event is uncovered
during the periodic review of your QMP. Please include such a
provision in your QMP.

Please provide assurance that modifications to your QMP will be
submitted to the NRC within 30 days after the modification has
been made as required by 10CFR 35.32(e).

Please provide assurance that records of each QMP review and
evaluation will be maintained for three years as required in 10
CFR 35.32 (b)(3).

To meet the requirements in 10 CFR 35.32, you may choose to utilize
the procedures described in Regulatory Guide 8.33(enclosed), or submit
procedures that are equivalent. If you choose to use Regulatory Guide
8.33, be certain that the procedures you select are adjusted to meet
the specific needs of your program as necessary. Additionally, you
are reminded that training and/or instruction of supervised indivi-
duals in your QMP is required by 10 CFR 35.25.

Due to the apparent failure of your written QMP to meet the objectives
in 10 CFR 35.32, you must immediately modify your written QMP to
address the items listed above, and provide those modifications to
your NRC regional office within 30 days of the date of this letter.
NRC will review these matters during your next routine NRC inspection
to determine whether violations of NRC requirements have occurred.
Enforcement action may be taken at that time for failure to meet the
requirements of 10 CFR 35.32.

Please be advised that this QMP will not be incorporated into your
license by condition. This allows you the flexibility to make changes
to your quality management program without obtaining prior NRC
approval. When modifications are made to your program, You should
submit any changes to your QMP to this Office within 30 days as
required by 10 CFR 35.32(e).

Your QMP was reviewed by an NRC contractor following a standard review plan
and related checklist provided by the NRC staff. This letter outlining the
firdings of that review was prepared by the contractor utilizing standard
paragraphs previously reviewed and approved by NRC headquarters and
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regional management. If you have any questions about this review, you may
call me at (610)337-5309. Thank you for your cooperation in this matter.

Sincerely,

MIgInal Signeq +
James p Swy;".\.

James P. Dwyer

Quality Management Program Coordinator
Region I

Enclosure: As stated
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January 20, 1992

1

U.S. Nuclear Regulatory Commission 0%e
Regicn 1

475 Allendale Rcad
King cf Prussia, PA

19406-1415
SUBJECT: Quality Management Program
License No. 20-(C2452-03 (Teletherapy)
License Nc¢. 20-02452-01 (Brachytherapy)
have initiated cur Quality Management Prcgram as
i e

™
‘s
red in 10CFR35.32.

Enclcsed 1s the ccopy.

Wen K, T

Directoer

Radiaticn Onccoclcgy Department
ce Mr. Laurence Kelly

M W
JAN 2 u 1992‘
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Quality NManagement Program
for
Radiation Oncology

Procodure for each teletherapy and brachytherapy patient:

identity the patient by name and by at least one of the
foallowing: date of birth, hospital number or social
secur ity number.

. It the patient will have radiation therapy, an instant
photoagraph 16 t1aken.

B) 1. The fTinalized treatment directive must contatn the
prescription, plan of treatment, the treatment duration,
as well as drawings and other special mnstructions.

For teletherapy:

a) Prior 1o ¢ach treatment, the radiotherapy technolo
gist must jdentity each teletherapy patient by nams
afnd by photograph.

B) Prior 1o initiatioen of the radration, the set-up
parameters are verfied 10 be in accordance 1o 1the
treatment girective.

A) 1. During inttial vistit the physician or nurse must

s. tor brachytherapy: !
a) The physician establishes the (1dentitly of the pa
ttent by name and by photograph.

b) The correciness of the source preparation 1§ verd
fred betore delivery 10 the palient room. in case
a6l more than one patient t1the preparation must be
tdentitied by name and room number .

¢) The fTinal treatment directive must include the
treatment duratign, the IN time/date and the pro
jected OUT time/date.

4., a) All deviations from the therapy directive are 10 be
noted in the chart and brought to the attention of
the physiciran.,

b)Yy Phystes will conduct regular reviews of active
charts, as well as at the end of the course of
Ireatment .,

t. Review ol this quality management program will be part
ol the quarterly departmental goalily assurance report.
Moditications will be made 1o increase its efficacy,

danuary 1, 199,




