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I May 10, 1990
i

|

I secretary of the commission
U.S. Nuclear Regulatory commission,

| washington, p.c. 30588'

j

i
Attention: Dookoting and service tranon

i

| Dear Sir:
! Following up on our -request for a-30 day extension on the
|

April 13, 1990 deadline comments to NRC 10 CFR Part 35, RIN 3150-,

Ac65, we - of for the f allowing comments.i

'

We are in. full support of the' spirit of the document. 'It is j

| a significant improvement over the prior document and we believe,
|
' as you do, that quality assurance programs will result in en
: overall improvement of the quality of care in therapy facilities
L in this country,

- Our major disagreement with the document stems from 'its
| proposed enforcement, especially with regard to reporting errors.
| As we understand it, the radiation safety; officer will be

designated to enforce this program. In our large institution,
l

1
I whors we have had a rigorous quality assuranos program in pleos,

we identify deviations from our quality assurance standards each
I
: month. Almost without exception, they. are random human errors, and .
I not systematio ones. They are identified, analysed and understood,

since these are predominately randos errors, they do: not recur.
If federal, state, .or city laws require,. they are reported. Thus,

our experience would render - inappropriate the statement on page
1445, V " Enforcement", 'the Commission " views the occurrence of . . . -
reportable events as evidence. of- inadequate quality assurance" . -~

Quite the contrary, the identification of reportable events .

document excellent monitoring of a' therapy facility,. provided that -|

the frequency of such 'is reasonable. It may be that facilities ;

which never or rarely report errors are not adequately enforcing !
'

'land theretore are not findingtheir quality amourance program, to
their errors. We suggest' rewording the document so as not
associate " good quality assurance" with no reported errors , and -
inadequate quality ensurance with the coeurrense of reportable

,

events. !
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We also offer he following specific commente

3rachytharapv |

35.34 (b) (4) . We support the specifiation to a 2 20% as the
acceptable error for reportable error-caused dose variation for
brachytherapy. Although single-source dosimetry for surrently used ;
sources is now better than 1204, there may be valid' arguments that
actual minimum does delivered to the target volume is uncelattin by .

sore than that amount in many instances. Our feeling, however, is
that i 20% is a reasonable level at which to require a review of ;i

procedures and, by extension, a reasonable level for reporting to
NRC. Telling the patient, when the variation is close to the level
of uncertainty er to the level of " normal" variability,. is a
separate issue that must be considered
In the case of permanent implants of gr radiotherapy in general.

'

I seeds, when no error is
made and the nominally intended " matched peripheral dose" is 15,000
oGy, the usual variation (one standard deviation in the evaluatedmatched peripheral dose is about 2 254, a varia) tion attributable
to difficult:.es in seed placement, departure of target-volume shape '

,

from the ellipsoid assumed by the evaluation method, etc.
,

0G-8001 c.4. These elements of a brachytherapy QA program were -

obviously not intended to apply to remote afterloading. It is
'

,

probably better to-postpone recommending a QA program for remote>

.

af terloaders until standards currently being developed by the A4pM
l and other organisations have been published. .In th:.s gu:de, there ;

should be a mention at the beginning. of C.4 that the specific
elements do not apply ~ts remoto- afterloading. Otherwise,,

inconsistencies would arise as illustrated by the following
examples. For example, in section 4.5, radiographs of the
applicators or eatheters with dummy sources are usually taken,

| before the sources are introduced, rather than after (also true for
'

temporary implants not involving remote afterloading), . Also,
since high-dose-rate remote afterloading involves treatments of
only a few minutes, the requirement in section 4.8 for a check

sbefore $0% of the dose has been delivered is not applicable.
Also[itiesofbrachytherapyisoftendevelopmental,-especiallyat

with respect to 4. a ,: planning methodology for newer
mode
larger institutions. Examples are percutaneous perineal implants
and stereotaxic brain implants. For these modalities, it,is often
true that all persons knowledgeable about planning- methods are

-

actually involved in the planning. In that circumstance, there is
no one available to perform the independent check, and the best
that can be achieved is that the radiation onoclogist evaluates the
plan (or the post-implant dose calculations) for plausibility as -

well as suitability.-

External Sean Therapy
.

35.34 (b)(3 (iii)of the admi)nistered fractional doses differs from the sum of the"For the fractions administered to date, the sum
prescribed fractional doses - by more than 10% of the prescribed

!

!
i
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tctc1 d303, 1.0. tho proscrib:d 4000 ftr all fractions' ntt just.

tho trastieno. cdministor:d to dato". W3 bolicvo thio 1
.

nictdministratien dofinition adds n2 usotul rotinemento for quality.

occurcno3 than those already contained in the other two definitions
.of alsadministrations, i.e. sections 35 34 (b) (3) (ii) and.35 34 1

(b) (3) (1) . As an example, a commonly prascribed dose schema for inotestatie bone dieseos is 400 00y x 5, for a.tetal dose of 2000ooy. If a patient received 2. fractions of 200 co
rather than the prescribed 400 cGy per fraction, y per traction,the sum of thedoses after these a fractions would be 400 coy, rather than the 800
coy intended by the physician. This is a dirrorence of 400 osy,
greater than 10% of the total intended dose of 2000 cGy. Using
this definition of a aisadministration, this event would be
reportable, although the patient would suffer no risk for any
increased complications and would be receiving adequate palliation
with the 200 coy per fraction doses. A change in the prescription
at that point would still ensure excellent outcome in terms of
palliating the symptoms from the tumor with no increase in the risk lof side effects to the patient, provided adaitional fractions were
added. Yet this is a definition of a major misadministration. >

Misadminstration Reporting

Reporting evente and misadministrations to the NRC, the state or'
the city involved is an important part of quality assurance. ,

Mowever, 35.34 (d), requiring the' licensee to notify the referring
physician and the affected patient of any misadministration defined.

! above is dose oriented, rather than patient oriented. The delivery'

of a lower dose than that prescribed, especially for only.a single
traction, will never result in an-increased risk to the patient in
terms of complications, nor the need for medical care implied inthis section. In our judgment, notification of the patient in this <

osse would only result in unnecessary worry on his or her part.
We believe a re-wording of this section to require immediate
notification of the patient if he or she is at risk for a radiation
complication or sickness, in need of immediate. care reinted to the
misadministration or if tumor control in the judgment of the
physician as been sempromised -is appropriate, but notification of
the patient for a misadministration which will in no way affecttumor outcome nor normal tissue tolerance should not be
required. .

,!

Sincerely yours,
Departments of Radiation
onoclogy 6 Medical Physios ,

Memorial sloan-Kettering cancer conter
! ,

' $

hbccrimick, M D, W ellyAnderdon, Ph.D. I
. ,
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Go d Itut r, Ph.D. Je n St. Germain, M.S.
.
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