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May 10, 1990

Secretary of tha Commission
U.8. Nuclear Rejulatory Commission
washington, ».C, 20888

Attention: Doeketing and Service Branch

Dear 8ir:

Pollowing up on our reguest for a 30 day extension on the
April 12, 1990 deadline comments to NRC 10 CFR Part 35, RIN 23130~
AC6S, we offer the fellowing comments.

We are in full eupport of the spirit of the document. It ie
a significant improvement over the prior document and we believe,
as you do, that gquality assurence prograns will result in an
overall improvement of the guality of caxe in therepy facilities
in thie country,

our major disagreement with the dooument stens from its
propesed enforcement, especially with regard to reporting errore.
As we understand it, the radistien safety officer will be
designated to enforce this program. In our large institution,
where we have had a rigorous quality aseurance progran in piace,
we identify deviatlens from our quality assurance standards each
sonth. Almest without exception, they are random human errors, and
not systematic ones. They are jdentified, analyzed and understoed.
since these are predominately randoz errors, they deo not recur.
1¢ federal, state, or city laws require, they are reported. Thus,
our experisnce would render inappropriate the statement on page
1445, V "Enforoement”, tha Commission "views the occurrence of ...
reportable events ae evidence of inadeguete quality assurance".
guite the contrary, the identification of reportable events
document exoellent monitoring of a thorcgy gacility, provided that
the freguency of such is reascnable. t may be that facilitlies
which never or rarely report errors are not adeguately enforcing
their Quality assurance progran, and theretore are not finding
thelir errors. We suggest rewording the document 8o as not to
associate "good gquality assurance" with no reported errors and
inadequate gQuality assurance wvith the oocecurrence of reportable

events.
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We also offer he fellowing specific comments:

Arachytherapy

38.34 (B)(4). We suppert the specifiation to a g 204 as the
nocogcub:o error for reportable error-caused dose variation for
brachytherapy. Although single-source dosimetry for currently used
sources is nov better than : 208, there may be valid arguments that
actual minimum dose delivered to the target volume is uncertain by
more than that ameunt in lan{ instances. Our feeling, hovever, is
that z 20% i{s a reasonable level at which to require & reviev of
procedures and, by extenaion, a reascnable level for reporting to
NRC. Telling the patient, vhen the variastion is close to the level
of uncertainty or to the level of "normal" variability, is a
separatée issue that zust be considered ﬁg: radiotherapy in general.
In the case of permanent implants of 1 seeds;, wvhan no error is
made and the nenfnqlly intended "natched peripheral dose" is 16,000
oGy, tha usual varistion (one standard deviatien) in the evaluated
matched peripheral dose is about 2 25\, a variation attributable
to difficulties in seed placement, departure of target=volume shape
from the ellipsoid assunmed by the evaluation method, ete.

DG=8001 C.é. These elements ©of a brachytherapy QA program vere
obviously not intended to apply to remote afterloading, It is
prebably better to postpeone recommending a QA program for remote
afterlcaders until standards currently being developed b{ the AAPM
and other organizations have been published. In this guide, there
should be & mention at the beginning of C.4 that the specific
elements do not apply t* remote afterloading. Otherwise,
inconsistencies would arise as {llustrated by the follewing
examples. For example, in Section 4.9, radiographs of the
applicetors or cathetere with dummy sources ave usually taken
before the sources are introduced, rather than after (alsc true for
temporary implants net involving remote afterloading),. Also,
since high-dose~rate remote afterloading invelves treatments of
only a few minutes, the requirement in section 4.8 for a check
before 308 of the dose has been delivered is not applicable.
Also, with respect to 4.8, planning methedology for never
nedallities of brachytherapy is often developmental, especially at
larger institutions. Examples are percutanecus perineal implants
and sterectaxic brain implants., For these modalities, it is often
true that all persons knowledgeable about planning methods are
actually invelved in the planning. In that circumstance, there is
no one avallable te parform the independent check, and the best
that can be achieved is that the radiation oncologist evaluates the
plan (or the post-implant dose calculations) for plausibility as
well as suitability,

External Bean Therapy
35.%4 (B)(3)(444) "ror the fractions administered to date, the sum

of the adainistered fractional doses differs from the sum of the
prescribed fractional doses by more than 10% of the prescribed



total dose, i.e. the prescribed dose for &ll fractions nrot just
the frections adminietered to date". We believe this
nisadoinistration definition adds no usaful refinements for qualicy
assurance than those already contained in the other two definitions
of misadainistrations, {.e. sections 35.34 (b)(3)(4{) and 35.34
(b) (3)(1)+ A®s an example, a commonly prescribed dose schema for
netastatic bone disease {s 400 oGy X 8, for a total dose of 2000
cdy. If a patient received i fractions of 200 ¢Gy per ftractien,
rather than the prescribed 400 cGy per fraction, the sum of the
doses after these 3 fractions would Be 400 s rather than the 800
cGy intended Ly the physician. This is a difference of «00 eoy,
greater than 108 of the total intended dose of 2000 ¢Gy. Using
this definition of a nisadministration, this event would be
reportable, although the patient would euffer no riskx for any
increased complicetions and would be receiving adeguate palliation
with the 200 cOy per fraction doses. A change in the prescription
at that point would etill ensure excellent outcome in terms of
palliating the symptons from the tumor with no increase in the risk
of side effects to the patient, provided adaitional fractions were
added. Yet this is a definition of a major misadminietration.

Misadainstration Reporting

Reporting events and nmisadministretions to the NRC, the state or
the city dnvelved is an inportant part of quality assurance.
Mowever, 135.34 (d), requiring the licensee to notify the referring
physician and the affected patient of any misadministration defined
above ls dose oriented, rather than patient oriented. The delivery
of a lower dose than that prescribed, especially for only a single
fraction, will never result in an increased risk to the patient {n
terms of complications, nor the need f5r medical care implied in
this sectien. 1In our judgment, notification of the patient in this
case would only result in unnecessary worry on his or her part.
We believe a re-wording of this section to require lmmediate
netification of the patient if he or she is at risk for a radiation
complication or eickness, in need of immediate care reluted to the
misadninistration or If tumor contrel in the judgment of the
physician as been compreaised is Appropriate, but notification of
the patient for a misadministration which will in no way arfrect
tunor ocutcome nor normal tissua tolerance should not be

required.

Sincerely yours,
Departments of Radiatioen
Oncoloq¥ & Medical Physics

Memorial 8loan-Kettering cancer Center
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