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PROCEEDINGS
(9:00 a.m.)

MR. TELFORD: Good morning. My name is John
Telford. I would like to welcome you all to this meeting
and am happy to see all of you here. The first thing that I
would like to do is, I believe everybody has a copy of the
agenda. I would like to let everyone i. troduce themselves.
I need to tell you is that I am the Section Chief of the
Rulemaking Section that is respoi.sible for developing this
rule.

We have four of the five people here today that
will be working on the final rule, so we have bzoughﬁ those
folks here that need to listen to your comments most
acutely. You can be assured that the comments that you make
will certainly be heeded. I will move to my left clockwise
to let everyone introduce themselves.

MR. CAMPER: Larry Camper, Section Leader for the
Medical and Academic Section at NRC. My group is in charge
of medical policy issues and what have you, and we are
working closely with the Office of Research on this
rulemaking.

MS. PICCONE: Josephine Piccone, Senior Project
Manager in the Medical Sectioun, NRC.

MR. FLYNN: Duan Flynn, Radiation Oncologist at

Mass General Hospital.
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MR. DEYE: Jim Deye, Director of Medical Physics
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at Fairfax Hospital. I am representing American College

Medical Physics here today.

MR, SUNTHARALINGAM: Suntharalingam, Dire
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ASTRO.

MR. PAYNE: Tom Payne, practicing Medical

Physicist at a private hospital, Abbott Northwestern 1in
Minneapolis. I am Chairman of the Commission of Physics

the American College of Radiology.

MR. SHORT: Brad Short, with
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government relations.

MR. CROCHE: Nick Croche, with ASTRO as staff.
MR. BOGARDUS: Carl Bogardus, Chairman of the
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Board of ASTRO,
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MR. BRICKNER: Jerry Brickner, representing ACR
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California, New York and Florida have the vast majority of
agreement state licensees,
Proportionally, a higher percentage came from those states
of the 48 agreement state volunteers.

In addition, we wanted to represent it to the
various practices like teletherapy, brachytherapy and
nuclear medicine diagnostics and radiopharmaceutical
therapy. We also wanted to represent the location, whether
it was urban or rural, and we also wanted to try to
represent the type of hospital, whether a county hospital or
a rather large hospital that may, for example, have a larger
budget. ’

We completed the selection at the end of February,
and we gave all the volunteers the proposed rule and asked
them to study it for approximately one month, We started
having pretrial period workshops. During the workshops =--
we had five of these in the NRC’s five regions around the
country ~- we basically explained the proposed rule to the
volunteers. We asked them to go back to their hospitals and
their clinics and to develop a QA program that would meet
the proposed rule or, if they didn’t have one at all, or to
augment their program if they already had a QA program.

Then they were to try their program for 60 days.
During the 60 days we randomly chose 18 of the 72, of which

we sent what we call our QA team -- a group of four folks,
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purpose of th.s meeting is to listen to you on your
suggestions and comments on how you would advise us as
national authorities or as representing national societies
acting as a national standards writing group, how you would
advise us to improve this proposed rule.

Let me now move to the next item on the agenda in
which I want to let each of you have five minutes or
whatever you would like cof individual air time, and you can
give us your opening remarks. We put down some bullets here
about any general comments that you wculq like to make on =~

for example, interactions and model QA programs that your
society might have, or your gereral comments on the NRC'’s
proposed rule on our reporting requirements. Just ;nything
that you would like to say as a beginning.

I will start with Dr. Flynn.

MR. FLYNN: I want to defer to Dr. Brickner. We
had talked last night.

MR. BRICKNER: We had dinner together last night
in a moderately noisy environment, and it was felt to be
more effective if two of us spoke to you on behalf of us, so
to speak.

We were disturbed about two or three items. We
looked at the numbers involved and, first of all, we want
you to understand that we have spent a great deal of time

and effort developing the quality assurance program. I have
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9
that you have outlined is grossly underestimated, and it’s
going to be a very expensive item. There is another problem
which arises which bothers me and anybody who is in the
clinical management of patients. You have practically
assured full employment for some attorneys. When we use the
term "misadministration" and you tell me I will write a
letter to a patient and to the referring physician and
inform them that a misadministration has occurred, ysu have
just put me in a terrible position medically and legally.

Let me give you a for instance: These are some of
the things that I want to come back to a suggestion for you.
If I see a 32 year old lady with cancer of the cervix and I
say to iy technician I want four fields to the pelvis, 200
rads today and put her on the cobalt, they treat the first
field, she starts throwing up and gets hysterical. They
rush in the room and she’s got shakes, chills and fever.

The first thing we do is, we get her off the
machine. We start an IV on her, we admit her to the
hospital and treat her for sepsis. But I am going to have
to go through the full reporting because I only gave 25
percent of a prescribed dose. This is going to cost my
hospital money, me money and already put into the patient in
her family’s mind that she was misadministered to the first
day of treatment.

Now, whether you clarify it until hell freezes
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misadministration and the patient will be notified, I think
that you need to have two or three of your people sit down
with a small group of four or five practicing oncologists
and say here is what we want to accomplish. How can we do
it that doesn’t put you in great jeopardy but gives us some
assurance that you are actually going to do it, and see if
we can’t work something out more effective in this kind of a
rule.

You say to me, if you gave her twice the dose,
don’t you think we ought to know about that. Possibly so.
You have some other things in there like you have at;empted
to make a compromise on the daily fraction related tg the
total fraction =-- total dose prescribed. That is completely
nonsensical. The first week, if I am going to treat 7,000
rads my slot factor the first week is 700 rads. That’s more
== that’s the whole week. The last week it’s 700 rads
totaled up to that time, which is a very small fraction. I
mean, it’s not a rational way to do it.

Let me speak just briefly to brachytherapy because
we have a problem here. It is extremely difficult for
anybody who does not do brachytherapy to understand it.

What you have done is, you have said I must write a
prescription and then do it, and if it deviates by 20
percent call you. Like a surgeon, I frequently don’t have a

prescription. My prescription is, I am going in there and
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cost of all the reporting and the investigations. It might
be best to get the results of the studies, put together a
joint task force and approach this again from a slightly
different tact of a bit less punitive approach.

I understand that when you write regulations and
you write law, punitive is law. That is inseparable. We
would like to minimize that or put at least some
encouragement in there to do quality improvement work
without this constant threat. We are a little concerned
that we have seen no impact from what was input before.
Dutch Flynn wrote three pages in reasonably good Enyiish,
and there were others preseant who wrote response to 4t, and
we are not aware that there has been any response to the
response and we were a little concerned.

That is clinically from my viewpoint. I am
hesitant to go through and do a line item
approval/disapproval, because I am condoning an instrument
that I think needs some significant rework and I feel like
that if you don’t buy stock in this company today it will be
closed tomorrow. I don’t like it when I am pushed so
rapidly, and I am a little concerned that we need more
analysis on this. We need more results of any studies that
you have underway.

For instance, I would like to know what studies

you have funded, what their purposes are, how they are being
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done, and what that information might mean to us when it
comes back. I am &ll in favor of preventing. As I say we
are deeply committed to guality improvement, not only
because it is required by a joint commission but because
that’s the bottom line of what our 15 or 17 years of
patterns of care work has been about. We have found
problems. We know they are there. Most of them are fixable.

Most of the problems that you cite in here that
are significant problems are people screwed up. They pulled
the wrong source out of the drawer and nobcdy checked them.
Writing letters until hell freezes over won'’t change that.

A regulation or a program that requires double check&ng is
an excellent idea. But some of these things, when vou get
to ten percent plus or minus the total dose, is that the
right number? There’s not a magic number. If you are
treating 2,000 rads for paladin of a bone metastasis, plus
or minus 100 percent doesn’t much matter. If we are talking
about 7,000 rads to a small velume brain tumor, plus or
minus ten percent matters a whole lot.

These broad, hard, rigid statements sometimes
clinically don’t mean anything. They can get people in
trouble when it’s not necessary. I am rambling now, excuse
me. Did I miss any of the points gentlemen, that we
discussed last night that I was to bring up?

MR. FLYNN: No.
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MR. SMITH: I would like to speak to you on behalf
of the American Association of Medical Physicists. I am the
Precident in that society and The American College of
Medical Physics. I happen to be on the board of that
society, and the ACR on Radiation Protection.

Medical physicists have been dedicated to both the
principle and practice of gquality assurance for many, many
years. We started publishing quality assurance documents in
the early 1970’s which established standards for the
calibration and acceptance of high energy radiation therapy
machines. |

In 1984 we published the physical aspects of
quality assurance in radiation therapy, and I have copies of
that if you would like to have one. Most recently we
published quality assurance documents from imaging and
mammography. We really are no strangers to quality
assurance, and we recognize its value and have witnessed the
positive impact of well designed and carried out quality
assurance programs. They are important.

We also recognize the negative impact, in terms of
increased costs and substandard outcome of quality assurance
programs which are not well designed and carried out. When
we first reviewed 10 CFR Part 35, we sincerely believed that
reasoned comments or changes and clarifications would render

the document acceptable provided they were implemented. But
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document to be so fundamentally flawed to the extent that a
point by point discussion of its elements would not be
meaningful.

We firmly believe that implementation of the
current proposed rule would result in
of health care, general confusion caused
definitions and lack of understanding of
blological processes which it attempts to address, and
diminished health care. Those, I think gentlemen, are the
impacts of this proposed rule.

We believe that the proposed basic quality
assurance program is well intentioned. Good quality
assurance programs are vitally important. We wholeheartedly
support your efforts to ensure that every facility which
utilizes byproduct isotopes for nedical procedures has a
comprehensive QA program. However, it must be made a matter
of public record that the incidents of reportable deviations
in this medical area is astonishingly low, on the order of
one reportable incident in about 10,000 administrations.

The genuine desire on the part of the vast
majority of medical practitioners to provide excellent care
and the great American legal system have worked together to

drive the incidents of unintentioned ents to a level so

-\

low th»t any further gains would be obtain only at

% 2
the




expense of lnordinate time and effort
an enormous cost to the American public.

It has been our experience that a
there has purposely been none, has a dramatic
Adding an overlayer of redundancy A syst
provide additional gains but they will be small. Most QA
systems already contain redundant elements. We have
learned, however, that stacking a 1ird layer of redundancy
on any QA system costs tremendous time and effo
minuscule gains. We can almost guarantee . at s
additional regulatory QA program be implemented,
that would be taken by the vast majority of fac
implement dose measurements on every radiation field and on
every radiation therapy patient. That already is happening
in some cases,

I'his procedure, which most of W 18 used 1
have found to have very little gain, thing to a QA

program. But 1t can be charged to a patient at about

$150.00 per measurements. Assuming an average of three

treatment fields per patient and 500,000 patients per vear

receiving radiation therapy, this would raise the cost of
health care by $22%5 million. This cost would not i-crease
the curing of cancer of even one percent.

We cannot understand how such measures

undertaken at a
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costs. Bear in mind that these figures do not count the NRC
cost in implementing and administering such a program. We
would readily support an NRC full grant to ensure that every
facility have a written comprehensive QA program modeled
after one of the existing JCHO or ACR programs.

We cannot support in good faith the implementation
of the philosophically and technically flawed document
before us. We have sincerely tried to develop comments
which would correct the imrrecise definitions, eliminate the
unnacessary elements, correct the improper technical
statemente and concepts and render this document useful. We
have concluded that the present document drew out in/ an
unsupported premise will not produce clinical results. We
sadly suspect that no rational study has been performed
which clearly establishes a nead for the document.

You have funded contracts to determine whether
proposed rule can be reasonably implemented. That really is
the wrong question. The fundamental question is, is it
necessary? As qualified experts, we offer our assistance in
determining wiat the need is in addressing that need with a
reasoned document based on medical, scientific and technical
knowledge. Please let us know how we can assist you in your
effort.

MR. CROCHE: 1I believe that Dr. Brickner and Dr.

Smith have spoken on behalf of all the individuals that are
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here. I don’t think anyone here disagrees with any of the
comments that either Dr. Brickner or Dr. Smith have made.
Those were general comments on behalf of all the
organizations which are represented here today.

MR. SMITH: I would like to finish this, because
this is a statement which I think should be taken very
seriously. Up until this time in radiation therapy every
patient treated and those patients which are besing treated
today are guaranteed there are areas within that patient
which there is more than ten percent error in the stated
dose. That is because our treatment planning programs,
however sophisticated they are, have inability to ac&urately
calculate absorbed dose in transition regiors. Tha; is,
regions where there are interfaces in tissues like bone and
muscle between muscle and air, for example, the lungs on the
order of probably 15 percent and sometimes higher.

This is for every patient that we treat. We have
an inability to calculate accurately and tell the physician
in every element of tissue in that patient, what the
delivered dose has been. On the order of =~ in every
patient that has been treated to date and is being treated
now, because of the inability to =~ we know that there is at
least 15 percent error on the average in the stated dose in
every patient treated for lung cancer in this country.

If we strictly apply what you are telling us,
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every patient that we treat every day, every fraction will
result in a misadministration because we know that there are
regions within the patient for which we do not kncw the dose
better than 15 percent.

MR. BRICKNER: It doesn’t matter. If we know the
output of a machine and we say we have delivered "x" dose to
a point, even though we know there are all these variations
in there, over the years we have learned the result of doing
that. The result has proven beneficial for this group of
patients.

We have to be very careful about making statements
about what the dose is, because dose doesn’t mean ap;thinq.
It’s an extremely complex concept when you say dose within a
patient, and are you ten percent over the dose. To clarify
these regulations as they are written now, you will have to
write an excellent textbook on radiation oncology and
everybody will have to use your book and go by it. That is
really what will happen.

MR. SMITH: There are many definitions of dose
when you talk about radiation therapy. You have target
dose, dose to normal tissues, integral dose. All of those
have a very precise meaning. To use a definition of dose
without recognizing the many variations of meanings which to

us are significant, but you only use the word dose. There

are many doses. The prescriptions now days often are in
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terms of wclume doses, target volumes.

Because of body homogeneities, ! .cause of
constraints in approaching specific tumor volume because of
critical structi're, we know thay .nere are regions that have
hot and cold spots well over the order of ten percent, but
those are clinically accepted and known. I wonder how you
reconcile your s“atement of dose against actual clinical
practice, which is rery complex in its physical and
binlogical implications. There is no match between your
document 2nd the way medic.ne is practiced.

MR. BOGARDUS: Our problem is thac. we are dealing
with a complex bicologic system. We are dealing with a
patient, each one of whom is a different 1ndividuall We are
dealing with 120 different types of known malignancies that
we treat, each one of which behaves different. Even within
certain categories in malignancy they brhave different.

We often will prescribe a dose to a tumor volume,
only to find half way through therapy your response is not
what you thought it would be, at which point you may
dramatically change what you are doing, either raising or
lowering that particular daily dose fraction. You have then
deviated from your original prescription plan. We dc¢ this
all the time.

We are dealing with a complex biologic system, and

for us to say to you that yes, we wo vary 15 or 20 percent
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correction factor should or should not be used. S0 national
protocols, as I say which do not use the lung correction
factor, do account for the inhomogeneity in lung cancer.

MR. BRICKNER: None of these comments are to
mitigate against one of the major thrusts here, which is
that if you think you put 15 milligrams of cesium in a
patient you damn well ought to be able to dovument that you
picked the right source out of the bucket and put it in the
applicator on the right end of the applicator. That is
qual.ty assurance that ir terribly important.

To my knowledge and his knowledge that what
happens in the tissues millimet2r by nillimeter is q/wholo
different world -~ don’t start telling me about the dose to
point A because that’s meaningless. Yes, there should be
some type of quality assurance in place to be sure that I
used the applicator I thought I used, I got cesium instead
of a leftove: radium source or something else, that my
cobalt machine if I still use it was indeed calibrated.
Some of the things that ysu have in there about if there is
a difference between a meai'.enent and mathematically
calculated projection of measurement that certain things
should be done, those are all excellent points. That is
guality assurance.

But, plus or ninus ten percent of the dose =-- you

have brought in a magic word that is just a real problem. I
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think you need to work with us point by point in a group
setting where you can come to better understand the problen,
and maybe we can come up with some good ways of puttig in a
guality assurance measurement that includes dose. To just
make some of these statements, it won’t work.

MR. CAMPER: May I make a suggestion. At this
point in time at least, let us try to continue around and
get any opening comment that you have on behalf of your
organization. Some of the points that are you are making,
most of the points that you are making are excellent points.
They are very specific, rather academic and what have you.

I think we can deal with those better when we talk
about specific elements within the proposed rule,
particularly within the reg guide or what have you, We
certainly welcome your comments, as specitic and as
technical as they might be, but I think we will gain more if
we go through it in that format. At least for the time
being, if you have any gnneral opening comments, okay?

MR. SUNTHARALINGAM: The general comments were
summarized by representatives rather than each one of us
giving general comments. I think the decision was made by
this group last evening that the opening general comments --

I think that if there are specific points that were
addressed, it was purely to point out that inconsistercies

and the flaws in the existing document. I don’t think any



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

25
one of us has anything more to add in terms of general
comments.

I think what might be appropriate might be sume
response from you, the NRC to some of these opening
comments. Also, you might want to clarify for us -- we also
took some time to respond in writing, each of the
organizations, to the document that was for public comment.
Here we are, eight months later or six months later, and we
have not seen any single change even fcr discussion today.
One can go through a lot of areas where it was pointed out
there were inconsistencies and there were difficulties, not
an adequate study has been done.

We were told at the beginning that a pilof study
has been dona. It would be very enlightening to us if there
are some results of this pilot study made known to us. It
would be very enlightening to us, what are your criticisms
or remarks to the responses that we gave to you in writing.

I think what the general comments inferred or
implied was, we think it would be a waste of time if we are
asked to go through the existing document page by page and
point by point and we are to say yes, these are acceptable
and these are not acceptable changes. I don’t think any one
organization is ready and wants to do that today.

MR. DEYE: 1In lieu of that, something we thought

of last night that gets to maybe some of what you wanted to
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get out of that point by point discussion, would be for you
to perhaps send the proposed QA rule to the appropriate
committee within ACR tha* put together their document on QA
standards and perhaps a similar committee at JCHO, and ask
them whether or not the elements that you have enumerated in
your QA rule are coincident with or divergent from, either
in principle or technical fact, the elements of their
programs since they are already out there inspecting and
certifying organizations on the basis of their programs.

That might be a way of qottingvsome of the task
force input that Dr. Brickner alluded to earlier without
even forming a new task force, if you will, since yaﬁ are
fairly far down your line here. You have already g;no on
the record in the past as having an objective - f not laying
yet a different QA program on licensees than those that they
are already subject to.

We are already subject to JCHO, we are alreaaqy

subject to ACR, in a voluntary sense on the latter at least

if we want the accreditation of ACk., I think it might be

useful, not to be presumptuous and put a burden on you, but i

it might be useful if you were to send your program to those
two committees and ask for their input.

MR. TELFORD: Are there any other general
comments?

(No response. )
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MR. TELFORD: There were a few comments here that
ve do need to respond to. The public comments, the letters
that we sent in, in response to the rule being published in
January, we have those letters and have read those letters.
We thought that many of them contained some very good ideas.
Flease don’t get the idea that those were lost or anything
like that.

What I hoped you would see is that we are trying
to meet witi everyone that had an interest, every
organization that had an interest, so that we could have a
kind of meaningful discussion on the proposed rule and what
you thought of it and how you would change it. You see,
with the public comment letter ~- for example, most’ct the
remarks made here this morning or a lot of them, had to do
with reporting requirements and not the QA rule itself, not
the 35.25.

Sad to say, a lot of the comments relate to
current requirements. If you would turn to page five of
this handout that I have given you, the current requirements
that are currently in 35.2 for reporting a
nisadministration, you are pointing out dose or dosage, you
are pointing out ten percent and things like that. Sad to
say, these are current requirements for all NRC licensees,
and sad to say, those became reportable misadminietration as

of the first of this year for all agreement states.
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your comments are kind of old news.

MR. DEYE: We were under the assumption that it
was open for discussion again, because in your Federal
Register notice ==~

MR. TELFORD: Everything is open for discussion.

MR. DEYE: Page 1442 specifically states the
Commission would especially appreciate public comment on the
proper use of the term misadministration. Therefore, we
felt that it was not a closed book and the whole concept of
misadministration, be it the old propossed -~ the old
definition or the new proposed.

MR. TELFORD: Yes, everything is open for'
discussion., What I did was send letters to each
organization represented here, all five plus the Commission
on Physics, to invite divcussion. With public comment
letters, if someone happens to focus on the reporting
requirerants, they can only talk about that version of the
reporting requirements. We can’t go on to the next step.
We can’t say what would like to change and why would you
like to change it. What about this and what about that, it
just doesn’t happen when you are only limited to public
comment letters.

As I understand it, this group chose to get

together, all six groups chose to get togetner at one time.

I do have to remark about the timing. Dr. Brickner, it’s
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not as 1f this is the stock that you have to buy. My gut
feel here is that we may get through everything in a day and
it may take three days. We are completely open. However
long this group or any other group wants to take, we will be
there and talk to them. It’s not like one time through,
it’s let’s get started,

MR. BRICKNER: We are saying a day, two days or
three days, but when this meeting is concluded you have this
wrapped up and have a regulation to propose?

MR. TELFORD: It dJdoes not preclude future
meetings. You are talking to the staff here who has the job
te write the final rule. 1 think you really won’t |
appreciate what I am trying to say until we go through the
rule and the reporting that we have learned a lot from our
volunteers. Most of what you have said this morning we have
heard befcre from the volunteers. We have an acute
appreciation for those things.

That'’s why we want to talk to organizations like
this, to get down to the nuts and bolts to figure ouc what
would be acceptable. There are a lot of things that we can
change and I am sure it would take the spirit of a quality
assurance rule without the problems associated with some of
the -eporting requirements.

MR. BRICKNER: We would be very interest. < in what

your volunteers had to say.
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MR. TELFORD: Don’t feel pressured by the factor
that this is a one shot meeting.

MR. SUNTHARALINGAM: You have some feeling from
the NRC staff as to when this rule has to be written and
presented to the Commissioners?

MR. TELFORD: Yes. We are supposed to bring the
final rule to the Commission in March of 1991.

MR. SUNTHARALINGAM: I believe that was the
general statement or remark that Dr. Brickner made. Our
concern is that there is a loc of activi;y going on, and NRC
is also spending a lot of funds, having given out contracts
for three or four studies that will impact on this p}ogram.
Therefore, our fee) ‘..g was that don’t rush through ;he rule,
even if it be for March, 1991. That is too early.

Hsre we are sitting November, 1950, not having had
any feedback from the NRC pertaining to our written comments
that were submitted. We don’t know the direction in which
you are going. Now you are coming back to us and saying
let’s meet and talk. We are giving you some input and we
need to get some feedback from you, what do you think about
the comments that we made.

MR. SMITH: We sent you those comments in April,
and we have no recognition at this point that we have come
here, that you have acknowledged those or that you have

critically evaluated them, that you have incorporated thenm.
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Then we are hearing that you are soon to be asking for more
comments. You haven’t even done anything with the comments
that we gave you in April.

How do we know that today’s comments will have any
more effect than those we had in April?

MR. TELFORD: The comments and letters that you
are talking about are public comment letters. 1In ordinary
rulemaking, the way you hear about our response to the
public comment letters is when the final rule comes out in
the Federal register. The comments are analyzed and
evaluated and there’s a response given there.

I think during our discussion, which I hope we get
to, you will find out that some of your comments haQo been
heard.

MR. SMITH: Will ycu give us an evaluation. We
don’t really think we should give you more comments until we
hear what your evaluation is of our previous comments.

MR. TELFORD: We don’t do that.

ME. SMITH: This is confusing to us. Why would we
repeat those if we have already given them to you, and you
have not given us any evaluation of them of what your
thoughts are of them.

MR. DEYE: Are you saying that by the nature of
the process that the written commen.s that we submitted

cannot be part of the dialogue because of the nature of the



in

actually

elther critically or

MR. TELFORD:

PO S S 4

comments on increased costs, 108€ are just
general statements. I would

due to. Point to s

public comment letter

there about increased cost, i1t I have n¢
find out why. tatement
rule, ar

particular

in

MR, CAMPER: ylease.

I know at times it ,ulate
and, 1n particular, I

fully accept or appreciate the process that

I would like to emphasize with this particul

& A

that, many of the steps ) are taking a

normal scope of the proce

As John was




N

£

responded to¢ 1n a certain orde

e
v
-y
B
B
*

process. In this case we are making a concerted effort

-

{

Nuclear Physicians, the Society of Nuclear Medicine, this
group and what have you, due to the nature of the reg tior

and due to the nature and sophisticati

. . - -~ p
HiNe SVMNIHLAD LAaGAa LAV v

belng regulated -- at times we find ourselves 1in a 51tl1l0or

where we are receiving generally negative comments and we
can understand your concerns, and the general negativism of
those comments

Be that as 1t may, please do understand that what
we are doing here =-- 1t may be a little bit difficult to
grasp readlly is =-- we are trying to seek information that

18 somewhat unusual at least to the process normally.

We recognize that there may be a general feeling

of negativism about these thinos, but believe me when I say

tc you that it 1is productive to the extent that you are

"t

comfortable in doing so, trying to address specific items
that we can then go back and look at as we go through the

rule writing process. I would emphasize what John has
peointed out too. During the last several m

been a tremendous a

=]

-

a piace,
~ \ 7 -~ . e - -~ c -
both by our QA inspectors and in post=-pllot workshops, and
. > Y " 1 -
in meetings 1 UST alluded t¢




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

28

34

It takes a lot of time to meet and review and to
compile this data to look at it as we look at the rulemaking
process. We intend, for example, to present some summary of
our findings and what have vou to our Advisory Committee on
the Medical Uses of lsotopes in January for its
deliberation. I share these points with you, with the
emphasis on trying to make it clear to you that while you
may have a general resistance to the rule -~ and we
understand that =-- it is constructive to try to address
these things on a line item basis.

Some of the comments that we have heard already, I
think, could be viewed and better addressed as we adéress
these things specifically. Again, I would emphaniz; as John
has pointed out, this doesn’t have to be a one day scenario.
On the other hand, I would point out that currently we are
marking on a directive to prepare a rule to the Commission
by March of next year. Timing is extreme’ ' important, and
right now the meter is running. Let’s make best advantage
of our time that we can.

MR. TELFORD: They have ashed about some studies
that I think NMSS is doing; can we talk about those a little
bit?

MR. SMITH: 1If those were RFP’s those contracts
were a result of a formal course which would be important to

the process. How many of those are complete, have the formal
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we would all like to see the cart before the horse, so to
speak. Of course that’s not the case in this. However, we
fecl that while we will gather additicnal information and we
will look at that information in due course, and it may come
to have an impact upon this entire process at some point in
time. We feel that the information we have gained thus far
and are continuing to gain as it relates to the project time
schedule for March will still be workable. We are still
getting a lot of information.

We would like to have all that is possible in due
course. We will look at these contracts.and what they have
to say to us. At this point at least, there is no Lhtent or
not intention of postponing the rulemaking to wait for that
information. We feel that there’s an adequate amount of
intormation being gathered. As I have mentioned a minute
ago, the Commission is making a great deal of effort to go
out to the community and gather information in a fashion
that is not necessarily always done in all rulemaking
procecses. We do share your sentiments and your concerns
about getting information for the contracts.

I can only tell you that we will continue to
pursue those contracts, we will look at the information, and
we will bring it to bear in the fashion that seens
reasonable. I cannot sit here at this ~oment and tell you

that we are going to wait f~: the date of those contracts to
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come in before we go to rulemaking. Currently the
rulemaking is scheduled for March of 1991. Again, that is
not to say that could not change between now and then.

To sit here and tell you that the rule will
def. - vy come to be in March cof 1991 would be conjecture
on my part. It is the current schedule, but 1 cannot be
sure of that.

MR, SMITH: But you are saying ==

MR. CAMPER: Let me just finish up, if I may.
Perhaps Dr. Piccone could make a comment or two about the
contract that was awarded recently that is about gathering
additional information. |

MS. PICCONE: A contract was awarded at the end of
September, so it just started. It is a contract that will
go on for about 12 months, so it will be completed in
September of 1991. 1In general it is an information
gathering exercise to gather information on existing quality
assurance programs, voluntary and mandatory, and also to
develop a survey that can be used for licensees to see what
guality assurance programs they have in place now.

Do they have quality assurance programs, are they
using one of these existing programs, is it voluntary or
m."4atory. You have a voluntary program and maybe it’s
mandatory in their institution -~ to get that kind of

information. Also, the contract was to analyze a survey
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that NRC had started over the last year on essentially
looking at where the state of the art was, so to speak, the
age of the egquipment and that kind of thing.

That contract which we refer to as the quality
assurance contract is really an information gathering on
what is in existence. It has -~ they are gathering new
information on what people want to do with the proposed,
what suggestions to the proposed, just what they are doing
now and in relationship to the organizations. They will be
going out to many of the same organizations that we are
meeting with and have been having some dialoguo with.

MR. SMITH: Let me interject. By virtue of
funding that study you are saying that you don’t knéw what
is out there now? You don’t know what quality assurance, or
else you would not have funded the study.

MR. CAMPER: That’s not =--

MR. SMITH: You say that data is coming in, but
it’s only funded until September. Not much data could ccme
in at this point.

MR. CAMPER: I would make three points about this.
Some of the remarks that I am hearing make the implication
that we can’‘t write a rule without these contracts. That is
not the case.

MR. SMITH: 1I am asking why would you want to

pursue this rule before you have your own data gathering
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exercises completed.

MR. CAMPER: Let me emphasize the point I just
made. The implication is that we can’t go to rulemaking
without these contracts, and that is not the case. It may
well be for example that the data gathered with these
contracts could come to play on a regulatory guide, for
example, that would be developed to support a rule.

The second point that I would make is that this is
not something that while some of these contracts have
recently been implemented are currently in procese. This
process, by no stretch of the imagination, just got started.
We are now about three and three and one-half years into
this rulemaking process. There have been lignificaﬁt
adjustments and changes along the way as we have looked at
this rule. For example, the suggestions and recommendations
by certain societies and the ACUMI that we go to a
performance-based rule and that a pilot program be conducted
as opposed to a proscriptive rule which is what we
originally developed.

8o, it is a process that has been ongoing for some
time just as the additional information being gathered by
the contracts will be ongoing for some time. By "o means
does it imply that we are not prepared to go to a
rulemaking. We don’t necessarily need the contract data to

do that.
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MR. SMITH: We know we don’t have to have it., I
am asking why would you want to go to the rulemaking process
before your on studies are completed? I don’t guestion that
you can, I am asking why would you do it?

MR. TELFORD: The contract that Dr. Piccone
described could be thought of as a characterization of the
licensee population in total.

MR. CROCHE: Does the potential exist that your
final rule may be changed on the basis of any of the studies
that are currently underway? You are gathering this data,
and I understand that you can go ahead with your final
rulemaking process in the absence of these studies. ’But
since they are out there and you are in the process of
accumulating data as it comes in, is there any potential
that you would look at the final rule or in the development
of the final rule and make a change on the basis of these
studies?

I think there would be a concer:ii, You have
something out there for comment not that, for at least from
out standpoint or from cur perception has been -~ it is a
lack of our understanding of how your process works == that
we have made comments and have seen those changes. Yet,
with these contracts the potential might exist that it gets
changed. You just have to deal with a perception or the

concern here.
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MR. TELFORD: These are ongeing studies. You could
make the statements you just made about don’t you really
need this information.

MR. CROCHE: I didn’t rake that statement.

MR. TELFORD: Dr. Smith made it. You could rake
that statement any given year. NMSS is going to have
ongoing studies to learn more about the problems that exist
or the licensees or whatever. No, we don’t need those
studies to do this rule. It may be that those sludies
produce informaticn that goes intc a regulatory guide. It
could be for this section of part 35 or some other section
of part 35. It will be relevant someplace but not here, not
necessarily tc the 35.35. »

I don’t understand how you can read 35.35 and =~ 1
mean, it‘s not that complicated.

MR. SMITH: 1It’s very complicated and very

complex.

MR. TELFORD: The 35.357

MR. SMITH: I take the issue with -~

MR. TELFORD: You mean the reporting reguirements,
35.34.

MR. SMTTH: VYes.
MR. TELFORD: That, I could go along with. So,
no, we don‘t need these studies to do this rule.

MR. SMITH: What was the reason for the study.
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MR. SUNTHARALINGAM: There are three studies.

MR. TELFORD: 1It’s the pilot progran.

MR. SUNTHARALINGAM: Yes, initially the pilot
program

MR. CAMPER: The primary adjustment from the 1987
timeframe was to go to a perto.mance based rule which we
have, and to conduct a pilot program which we have. The
studics tha! we are doing =-- the contracts that you are
referring to are ancillary to that, These are studies that
are being conducted by our division in an ongoing fashion.

For example, if one looks at the misadministration
rule which has been in place for some time now, and,;ome
five, six, seven or ecight years later we develop a study to
look at human factors and out of that comes something that
is profound, if the question is could that ultimately cause
us to look at the misadministration rule and make some
adjustments in it, of course.

Could it be just one more database that we look at
and say there’s nothing significant enough here to cause an
amendment and go to a rulemaking process, if you will, the
answer is yes., Those are ongoing studies, but those studies
are not directly related to the requirements from the 1987
pericd. Those are two very specific things, and we have
brought those back to bear now.

MR. DEYE: On the study that was appropriate to =--
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MR. TELFORD: Excuse me, Dr. Deye. Dr.
Suntharalingam, you made a misstatement. You said what is
before you that you have had since 1987 and that'’s not
correct. What you have before you is published in January
of this year. What was published in the fall of 1987 was
the proposed rule that was a proscriptive rule.

About March of 1988 we took the proscriptive rule
to the Commission. There were cocmments from the medical
associations that a proscriptive rule was not desirable.

MR. SUNTHARALINGAM: I stand corrected. What I
implied was this whole program in trying.to establish a QA
rule has been in existence since 1987 or 1986, when Yyou
first took your proposal to the Commissioners after.some
public hearing ~-the lack of background information and the
lack of field testing, and therefore, you were asked to
proceed on those. That was what I implied.

MR. TELFORD: Yes, indeed. We took the proposeid
rule in its performance based form to the Commission May of
1989, There was a lot of deliberation among the
Commissioners and the staff got a directive in December of
1989 which said the things that you are alluding to, mainly
have a field test of this proposed rule, do a pilot progranm,
go meet with the agreement states, meet with the
associations.

The rule was published in January of 1990, and in
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the Federal Register we have solicited comments from
everyone. We have solicited interactions, meetings with
groups. I didn’t get many of those. 1 got a lot of
invitations to come talk about the rule to various meetings.
I A.d that, but I didn’t get any -- I got precious few
letters that said we want to sit down and talk to you about
this rule.

We took the initiative to send out the letters to
you folks to say we are sericusly interested in talking
about this rule. We think we could really use your guidance
at this point, and I think you would be surprised what we
can do with it. That’s the purpose of this mgetingp/it's
the beginning of that dialogue that we are trying t;
initiate.

MR. SMITH: 1If you have funded studies to see what
quality assurance® programs are out there in the community,
how they have been implemented, and what impact they have I
assume you don‘t know that information right now if you have
funded studies to find that out. If you do know it, why did
you fund the studies.

MR. TELFORD: Excuse me, Dr. Smith, the studies
are not a subject of this meeting.

MR. SMITH: We can’t bring up the studies?

MR. TELFORD: Let’s talk about that later. We are

chewing up a lot of time about these studies. No, that'’s
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T

not a true statement. 1In the January of 1989 we invited 18
licensees in to have a two day discussion with us, nine
people per day. That was in January cof 1989, before we took
the proposed rule to the Comsission and we discussed the
rule and the guide.

Those folks told us look, we are already doing 90
percent of what is here. We have a very good idea of what
licensees are doing. We just went through a pilot program
with 70-odd volunteers representing virtually every kind of
licensee, every kind of practice that exists, whether it'’s
urban area or remotely rural, whether it’s just nuclear
medicine diagnostics or whether it’s a large teachiné
hospital. Those folks were randomly selected without bias.

We have a very, very good idea of what licensees
are doing. Let’s just think of this study as additional
information that part of the staff would like to have. It
is not essential to what we are doing here.

MR. SMITH: There are some 12 or 1,300 facilities
in this country practicing radiation therapy =-- that’s not
even talking about nuclear medicine and diagnostics. Do you
feel like you have adegquately sampled those people and know
what quality assurance programs they are using, how they
have been implemented, and how effective they are?

MR. TELFORD: There is a more relevant guestion

that we did ask. The question is, it you go out and
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randomly select a sufficient size sample of licensees and
ask them to try out the rule, can they do it. What is the
impact to them? We have done that. That was the pilot
program. We have those answers and that is sufficient.

MR. SMITH: As I stated in my comments, I hope you
heard that the relevant gquestion isn’t whether or not what
you are proposing can be implemented. The relevant gquestion
is, is it necessary? What evidence do you have that shows
us that what you are proposing, in view of its enormous
cost, 1s a necessary exercise?

MR. DEYE: As a carry on to that, which is a
guestion that 1 was going to ask before and it’s appropriate
to even the agenda as you would narrow it down. I think
this pilot study, the 72 institutions, was necessary by your
own process and admission prior to the final rulemaking, at
least by directive from the Commission they wanted to see a
pilot study. That pilot study has been compieted now, I
think.

Can we see the results of that pilot st .y to help
us see which things have already been == there’s no senve in
reinventing the wheel -~ if very important points have
already been made by that group of institutions to you, then
we can focus on those other areas that we perhaps think were
not addressed in the pilot study. It does seem to me that

the one particular study would be germane to any further
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discussions either today or in the future about this QA
program.

For example, a gquestion that comes tc my mind when
you were listing the institutions before, what fraction of
those 72 when they submitted their QA programs to you were
found to be acceptable with no significant change to their
QA program within the light of the regulatory guide that you
put forward in January, 1990? We would find that
interesting. If it’s a very low number or a very high
number, it may tell us something about the field that we are
unaware of also

Maybe there are things here that we, as
professional organizations, need to know about the field.

We don’‘t have that database ourselves. I don’t know that we
have sampled the facilities out there to see what fraction
have implemented any kind of QA program.

MR. TELFORD: Let me go back to Dr. Smith’s
question. Dr. Smith, you are basically guestioning the need
for the rule. You are alleging éhat it’s a high cost.

Would everybody want to spend your time talking about the
need for the rule? I didn’‘t envision putting that on the
agenda today.

MR. SMITH: I think all of us have the very basic
gquestion about the rule, yes, because we know the incidents

of reportable occurrences from our own experiences and data
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are extremely low. We don’t knnw what it is that you are
trying to fix.

MR. CAMPER: The problem that we have, Dr. Smith -
- If I may, John == is this. We are really ot here today
in this forum to debate the efficacy of this rulemaking,
okay? We appreciate your concerns, and this is not
something that we haven’t heard before in other places. The
task that we have before us now as a staff is this; the
Nuclear Regulatory Commission has thus far determined that
it is concerned about quality assurance in thc area of
medicine that it regulates. It has charged the staff with
developing a quality assurance rule.

Whether or not the efficacy and their logicr is
sourd or not, is not something that we can dehate. Thay
have looked at the incidents of misadministration and the
character of those misadministration. Albeit a small
number, I would concur wit*, they have looked at them and
said this is something .hat is troubling to us. We l1nok
over the areas thac we regulate and ask ourselves as a
Commission, do we emphasize quality assurance in this a.ea
to the ex‘int that we do in other areas that the Commission
regulates and what have you.

For a myriad of reasons they reached the decision
that they wanted to pursue a quality assurance rulemaking.

They directed the staff to do so. We really can’t sit here
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programs and through talking with other physicists and what
have you and other physicians in the pilot program
workshops, we have gotten a lot of very constructive
comments, particularly in the area of teletherapy and
brachytherapy that we are listening to.

I can tell you also that there are a number of us
in the staff that are dealing with this issue that are
concerned about the definition of misadministration; that
are concerned about whether or not the thresholds they
currently exist in the regulations or as proposed in Part 35
are appropriate. So, I would just simply emphasize that, tc¢
the extent possible, rather than debate the efficacy'of the
rule getting as much input of a specific nature would be
beneficial to us.

MR. PAYNE: I would like to make a comment which
does address the situation. As a practicing medical
physicist, I have the extreme plea.ure and fortune of being
not only the practi.ing medical p'ysicist but I‘m in a
private institution, so I am also the radiation safety
officer. That concerns me.

I would like to follow up your statements. I agiee
to the extent that the current regulation is unyielding. It
is difficult to work with. So, from the standpoint of the
pozition that the current =-- the regulation that we

currencly live with and currently work with == I have Lad a
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number of instances where it’‘s interesting =-- do we have a
misadministration or do we not. You, the Nuclear Regulatory
Conmission, has been equally caught up in that dilemma.

From that position I advocate that we need to go
forward, because where we are now is not tenable. I guess I
would defer. 1 appreciate the de minimis situation and all
of that, in other words, do we really need it. I would say
yes, we need it and not from the standpoint of debating the
numbers, the fractions, the one per 10,000 and the one par
wvhatever -~ but because our curr-nt regulatiors is not
currently sufficient. I think from that standpoint, I would
advocate that we will be -- we have to move forward.

On the other hand, I would like to point out that
the problems we all face in -- the prescription now in
brachytherapy, in teletherapy is changing. We are moving
more and more away from a simple prescriptions, the
physicians are and we are physicists in working with the
physicians. Simple prescriptions are chaaging. We are
doing three dimensional treatment planniag. We are no
longer talking about point doses. We are not even talking
about line doses. We are talking about more complicated
things, dose volume histograms and various things.

There is where I really see some problems. I
really appreciate clear prescriptions, clear instructions,

following written instructions. That, I think all of us
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condcne and want to work with., On the other side as you
indicated, the part where the deviation from the
prescription and especially when it’s linked to dose onr
daily basis and on total, that gets us into trouble. We
could write a rule today, but as the practice in radiation
therapy changes over the next three to five to ten years, we
may not be able to live with what we put out today.

MR, BOGARDUS: Let me make a comment, as a
practicing radiation oncologist. I have gone through the
proposed 35.35, and I understand where we are. What we have
now, 33 and 34, have a lot of problems. Many of us are
basically ignoring it, simply because i easier ta’' do that
than to try to figure out what we are supposed .o dé. That
needs change.

The other thing is, it is obvious from your
standpoint that you have no choice. You have been told,
thou shalt write 35.35, and that we are going to help you in
some fashion. With those as given, and having looked at
your 35.35 as you have it here, I fully agree with 90
percent of this -~ we are doing it anyhow. All we are
arguing over are a few basic¢ numbers and definitions. I
would agree that, why don’t we get on with it, look at the
things that we can tell you that yes, this is God, Mother
and the Flag, and we agree with that. When we hit a snag,

then let’s argue on the snag.
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MR. BRICKNER: Let’s start out with the
definition. 1If you have the opportunity to come back and
look at that damn word again, why don’t you save that word
for pulling the wrong isotope out of the safe or treating
the wrong end of the body. Only the grossest would be
called misadministration. The rest of them leave, as you
use the sentence in here, variation from the prescribed dose
or variation from the prescription.

Variation from the prescription is something that
I can discuss with the patient, explain and tell him it
wasn’‘t intentional, tell them whether it did or didn’t hurt
them. But misadministravion, usually they send their lawyer
in ahead of the. Those are real life problenms, and.I would
suggest to you consider saving misadministration for the
gross things, when you use the wrong isotope or the wrong
size sources, something really crude where it was pretty
well implied sloughfulness on your procedure and leave
variations as variations.

With that, I agree with Dr. Bogardus, that with
the codicil that I don’t necessarily condone a whole lot of
the things that we have spent an hour ventilating about.
let’s get it on.

MR. TELFORD: Does anyone =«

MR. SMITH: 1Is it possible for you to diszasscciate

completely the misadminis“ration in the statenent of
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numbers. Like I mentioned earlier that every patient we
treat, by virtue of the physical nature of our calculations,
has a misadministration by your definition. That is
extremely problematic that you have attached numbers to the
word misadministration.

MR. BRICKNER: For instance, some of the
definitions are any therapeutic use without a prescription,
use of a wrong isctope, unauthorized use, for instance using
a isotope for a procedure which they have said is not
autrorized for it, Those are misadministration.

The minute it gets to dose and numbers, let’s talk
about variations. That is a suggestion to you, and 1 can’t
say if that’s the way it ought to be. I can 3ay it would be
more comfortable with me to live with and it would not
remove from you any of the things that you are attempting to
do.

MR. SUNTHARALINGAM: May I make a request again,
and obviously the decision is in your hands. One is again
to say where time and rehashing of certain things -~ if we
are to identify problem areas, it would be helpful but,
again, that is a decision you have to make. Can you at
least summarize for us the findings of the field test study,
the possible aspects of pr-~bl- areas, and we way be able to
give sume input into thouse.

Secondly, . chin} it might be =-- after we take a
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break =-- appropriate to address at least for a short time,
the concept of misadministration. I think we have asked for
public comment on do we want to contirue to use the word
misadministration, is misadministration adequately defined,
or do we want to take the time and talk about =-- that'’s
correct in what is already existing. We live with it, we
made comments, and sure the regulatory agencies can listen
to everything that people have to say and put something down
as a rule.

We know now from the past experience =-- it may be
worth a little time spent in addressing this whole concept
of the use of the term m.sadministration and, secondly, it’s
clinical implications.

MR. FLYNN: 1I want to second what someone said,
especially since it is a small handful of organizations
nationally involved with radiation oncology. We are used to
critically examining each other’s pilot studies in cancer
treatment. If we were to be able to see =-- since this pilot
study has been completed ~- if we were able to look at that,
using our expertise, we may be able to point out it may be
95 percent great and five percent pitfalls to the possible
misinterpretations of the rasults of the pilot study.

If we locked at that, we could make helpful
comments to avoid those pitfalls if you misinterpret data

and misincerpret the answers to certain questions in the
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pilot study.

MR. SUNTHARALINGAM: Some of us obviously have
concern that we don’t know what is going on. You have
emphasized that it is a volunteer program. My understanding
of what you are saying is volunteer and they were not paid
to participate, but they were still selected. I mean, it
was not put out for public proposals for anybody who was
interested in partic.pating on a volunteer fashion on this
pilot study. Correct me if I am wrong.

MR. TELFORD: Yes, it was,.

MR. SUNTHARALING~: It was?

" R. TELFO: fwyu s.atements. There was a notice
in the Feueral Register that if you wanted to be a
volunteer, give us a call., Nobody called.

MR. DEYE: I never saw it in the Federal Register
because I con’t read the Federal Register every day. I
would have been very happy to volunteer, but I never saw any
notice asking me.

fR. TELFORD: There is an inherent problem with
that approach. We were going to take anybody that wanted to
volunteer. The problem with that apprcach is that everybody
with a good program, those folks might volunteer. Those
folks in the middle of South Dakota that you would really
like to know about, they are not going to volunteer. So, if

you stratify your population and randomly sample a subset
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from those strata, now you are going to get folks from the
middle of South Dakota which we did.

You make some good points, Dr. Flynn, about the
responses that we got during the post-trial period workshops
about the answers to these guestions. We have some of thouse
questions that we wanted to work into the discussion today.
We didn’t really want to present it to you as the results
from the ntudy. I mean, each of these pest-trial period
workshops was a two day affair.

One transcript from one meeting is two volumes
about two inches of paper, so we are talking about ten
inches of paper. It just turns out that these folks were
there and heard all the answers. |

MR. SMITH: Do you have summaries of that?

MR. TELFORD: No.

MR. SMITH: Could we have =-

MR. TELFORD: No, we don’t have summaries of
those. We have the transcripts. We are trying to work with
the knowledge of those things. The answers that we are
suspicious about, we wantec to ask you about those beginning
today because we view you as *he national exnerts.

MR. DEYE: Can you give us a list of those
questions? VYou wanted tc ask them.

MR. CAMPER: What we plan to do, Dr. Deye is, as

we went through this thing line item by line item, we intend
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to interject in the appropriate places for example, under
the brachytherapy or teletherapy. Some of these issues deal
with things that came out regarding the regulatory guide,
some pertain specific to the definition of misadminis-ration
in those areas,

Our experience thus far has been that if we follow
this format and address these things item by item, it is
much more beneficial. We do have some guestions, about two
pages of them in fact, that we wanted to toss out as we go
through these various line items to get your feedback.

MR. BRICKNER: Let’s get on.

MR. TELFORD: Should we take a break of ten
minutes.

(Brief recess.)

MR. CAMPER: Before we proceed, I want to make one
additional clarifying remark about something that I was
saying earlier about the Commission’s interest in the
quality assurance area fcr medicine. I want to be clear
that, just as we as staff cannot debate the rationale or
efficacy of this rulemaking.

Please v-“erstand that the Commission in itself
does not operate in a vacuum either. The Commission, as you
all know, has a legislative mandate. There is something
called abnormal oc.'irrence reports which go to Congress.

Misadministration are contained within those. The
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Commission sees misadministration, particularly therapeutic
and looked at its legislative mandate, and expresses a
concern. The concern then takes many different courses,

I want to be certain that for the record I
indicate that the Commission doesn’t desire to particularly
be overly burdensome on the practice of medicine either.

But it, too, has its requir2sments and must jeal with those.

MR. TELFORD: Can we move to the third item on the
agenda, which has been labeled a roundtable discussion of
the proposed rule, Section 35.35. In the handout as part of
the agenda here on page two, I just want to say to you that
there’s four pages. The next four pages you may fina to be
relevant., |

There is the purpose, and then the pages three and
four are the proposed objectives. Page five is what is
called audit and evaluation requirements. What I want to do
is gc¢ through those. You may have a package like this that
has a copy of the Federal Regis‘cr notice as well as the
regulatory guide. If you don’t have one of these and would
like one for the purpose of our discussion, just raise your
hand and we will get you one of these,

The reason you may need this is that these are the
exact words that we put in the Federal Register. For
example, page 1449 of the Register Notice you will find

35.35. Look at the exact words. Let’s turn to page two of
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say minimize =-- chat’s an appealing idea,

MR. FLYNN: It doesn’t mean that you find them
acceptable. It just means that you minimize them.

MR. TELFORD: When do you stcp? How low is low
enough? Prevention, I understand. Prevention says try not
to let them happen and when they <o happen, detect what
went wrong, figure out what it is and put in a fix.

Minimize is a completely different concept.

MR. FLYNN: Right,

MR. TELFORD: I don’t disagree with it, but would
You agree that if we say minimize we would need to declare a
stopping point?

MR. SUNTHARALINGAM: Aren’t there studies out on
the disciplines as to what is typical human error rates in
some procedures that are carried out by individuals on a
routine basis? Obviously, when one is trying to minimize
it, one wants to achieve at least that level as far as being
documented. There is no documenting human behavior patterns
and human error rates, something that someone dces on a
routine basis. One percent of your activities, two percent
of what you do, there are some numbers like that floating
around.

Obviously when we say we want to minimize, we ant
to first minimize it down to this level.

MR. PAYNE: Let me throw in an outside example
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and the requirement is to prevent. But then, you are saying
that if an error is committed it should have never been
committed because the error is so --

MR. DEYE: Could I suggest that in the concept of
QA there is a contradiction here. If you go and study the
literature on quality assurance. The concept of preventing
all events is not a valid, logical relaticnship concept of
guality assurance. If you study the literature of the JCHO,
they did not come to the hospital and say they are going to
prevent all occurrences of all types.

When we set up monitors for JCHO, we are
encouraged to set up only those monitors that reap
significant results. If a monitor shows over a period of
time that it does not have a high enough incidence of
significant results, you are strongly encouraged to drop
that monitor and move forward with your QA program or you
are, in fact, wvasting your time.

S0, to put together in the same sentence the word
quality assurance with total prevention of errors is
illogical relationship of words. I get back to the concept
of minimization and you say what about standards. It was
vrfered that, in fact, standards are suggested in the field
for various error types and that one could build that into
the program. The concept of total prevention is a

contradiction,
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MR. TELFORD: Dr. Deye, may I direct your
attention to the second sentence under 35.3%5 A. The second
sentence says the objective of the basic quality assurance
program is to provide high confidence that errors in medical
use will be prevented.

MR. DCYE: Will be minimized.

MR, TELFORD: Wait a minute. Tc¢ provide high
confidence -~ you are trying to tay this is an absclute ~--

MR. DEYE: It will be viewed as an absolute by
your inspectors. We can’t take what you are doing here out
of the context in which it is going to be used.

MR. TELFORD: But there =~-

MR. DEYE: Let me finish, please. An example is
that an institution .hat I know of that was inspected within
the past month was cited because out of three years worth of
records there were thi'ee records where an individual had not
signed the record, and they were cited. I consider that
unreasonable. In the context of enforcement maybe it’s not.

In the context of gquality assurance it certainly
is unreasonable. We can’t forget what we are doing here
today is in the context of regulations to be enforced by
inspectors in the field, and to us. words like prevent
instead of minimize only invites significant problems for
the user.

MR. TELFORD: You bring up an interesting point
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about a regulation being enforceable and inspectable.
That'’s why Dr. Piccone and Mr. Kline are here. They are
experienced inspectors, and they are also part of the QA
team. They are intimately familiar with the licenseability
and enforceability and inspectability of regulations.

We do have to assume that we can carry through the
intentions of the words we write. I don’t think we ought =
be writing words -- that we don’t use words because we
suspect that the inspectors won’t do the right thing. I
think we have to write words that we can carry through the
intentions all the way to the inspectors and be assured that
the inspectors will carry on with the same intentions that
we have here.

MR. DEYE: I would still come back to my first
point which is a strong suggestion that if you read the
literature on qu-.lity assurance which is the title phrase of
this whole rule and discussion, that it is not in congruence
with the word prevent. The word prevent should in fact be
changed to a concep. of minimize.

MR. BRICKNER: The purpose of quality assurance is
to detect problems, correct them, and document the treatment
and correct it. The quality assurances may provide you with
a hign confidence but the program of quality assurance is to
detect, correct and verify.

MR. TELFORD: Or, to maks¢ sure that it’s done
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correct the first iime.

"R, BRICKNER: It is to identify problems, correct
the problems, and verify the problems that have been
corrected. That’s the purpose of quality assurance.

MR. DEYE: Not to prevent every mistake. No QA
program written has as its goal to prevent every mistake.
The writers, bearing any other QA expert that you want to
look at, recognizes that mistakes will occur. I am only
suggesting that you hav'e a logical juxtaposition here which
is illogical, or a written juxtaposition that is illogical.

MR. TELFORD: 1I am trying to agree with your
point, that I am not after zero. Zero defects is
impossible. I am not trying to say that we should have zero
defects. Mistakes happen now and then. What sentence are
y~a focusing on?

MR. DEYE: On both sentences that have the word
prevent. I think Dr. Flynn is the one who raised this
point, and I think it’s an astute observation on his part
that the word prevent should be changed to minimize.

MR. BOGARDUS: What about your own term of NRC of
ALARA, because that’s what we are really aiming for, to get
these down as low as reasonably achievable.

MR. FLYNN: You use prevent in part one and you
use ALARA in part two, would that be clear and also satisfy

your goal?
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MR. TELFORD: 1In the first sentence if we use
minimize ==

MR. FLYNN: No, don’t use minimize. Just take
prevent out and leave detect and correct. And then, if you
want to use the word ALARA in part two, to provide high
confidence that errors in medical use will be ALARA.

MR. TELFORD: Will be minimized?

MR. FLYNN: As is reasonably achievable.

MR. TELFORD: I don’t know ==~ that’s an open ended

MR. FLYNN: Okay, minimize.

MR. TELFORD: 1It’s the same problem that we faced
before. How low do we go? We can talk about publi;hed
studies, but then you have to ask the question are those
studies relevant to what we are doing here? What studies
are? 1 mean, is it blood bank studies, is it -- we have
been told by several organizations that the rate of mistakes
in terms ¢ administering ordinary radiopharmaceuticals is
somewhere between ten and 20 percent.

Is an error rate of ten or 20 percent for a
teletherapy, is that an acceptable rate? Is that low
enough?

MR. SMITH: A ratio of 14 percent in some cases I
question whether you can even talk about ten or 15. I think

I point out in my public letter to you that the calibration
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of some radioisotopes is uncertain to 14 percent to start
out with,

MR. TELFORD: Forget about the threshold for a
bit, about what is and what is not a misadministration.
Just say that there’s an acceptable misadministration, an
acceptable definition exists. Assume that for a momert.

MR. DEYE: Say one percent you throw in a factor
of ten which is, in may safety circles, considered a
reasonable number to throw in. You go with a one percent
acceptable rate. By acceptable you don’t mean that the
individual occurrence was acceptable. What you mean is not
indicative of a bad program; that a program of which‘a one
percent rate is occurring is not ue facto prima facie a bad
QA program. Maybe it needs further study, maybe other
factors should be looked at.

In and of itself that one percent
misadministration rate or error rate -- whatever term one
chooses - ie not prima facie evidence that the program is
ineffective.

MR. TELFORD: Agree, but the Commission, in its
safety goal, has used cone-tenth of a percent for being -=-
that’=< how low you need to go f{or power reactors, for the
cause of death due to reactors, it would be one~tenth of a
percent of all the causes. Appearance of cancers, ten

percent due to the reactor versus all ovar causes.
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being arbitrary of having chosen a number.

You are alluding to the fact that these mistakes
are human errors.

MR. SUNTHARALINGAM: As we gave you the example in
three years of signing documents, just because one of vour
licensee’s didn’t sign on three lines in those three years,
they were cited for noncompliance. To me, that again in a
three year activity, three separate line items is a very
small fraction. What we are saying is that because you say
prevented, you should have signed every line, is what it
comes down.

MR. SMITH: We all agree that errors cannot be
prevented, all errors. How can you say that you will have a
high confidence that they will not be prevented. We all
agree tha* it is impossible. There is some contradiction in
the statement itself. You can’t have a high confidence of
something not happening, which is impossible to stop from
happening. Do you see my point here?

MR. TELFORD: No, I don’t.

MR. SMITH: There is an inherent contradiction
that you have a high confidence in doing something which is
impossible.

MR. BRICKNER: It doesn’t say 100 percent of
confidence,

MR. TFTFORD: It doesn’t say absolute.
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MR. SMITH: But the thing is, we cannot prevent
errors. So, how can you have a high confidence that they
will be prevented,

MR. TELFORD: The operative sentence in the
Register notice is that the objective of the basic quality
assurance program is to provide high confidence that errors,
as in medical use, will be prevented. Instead of saying
they will be prevented which is an absclute statement in
which Dr. Brickner points out, would be saying that you have
to prevent all of them -~ rather than saying that, it says
provide high confidence that -- mearing that it acknowledges
the fact that there is some small number that will occur.
There is no logical disconnect in this whole statement,

MR. SMITH: I have no confidence that you can
prevent errors, none whatsocever. Zero confidence that you
can prevent errors.

MR. TELFORD: I am sure that you have confidence
that you can prevent some of them.

MR. SMITH: But you can’t prevent them from
happening.

MR. TELFORD: You cgn’t prevent all of them from
happening.

MR. SMITH: So, there is zero confidence of
errors. You can minimize them but you cannot prevent then.

It’s impossible.



MR. FLYNN: Does the NRC
ALARA? Maybe I am behind the times.

MR. TELFORD: Yes, it does.

MR. FLYNN: You would object in paragraph one that
Frevent be crossed out =-- not put in minimize, but just
prevent be taken out. In paragraph two, instezd of the word
prevented you put ALARA there if it’s a concept that you
using and it’s in force.

MR. TELFORD: 1I don’t know hos
is the same idea as minimize.

MR. DEYE: But ynu didn’t know how
ALARA either, and you allowed the institutions tc
define that either individually in their proposal
their QA program. For example, here, you may accept
reject their number. I may write that I am only will
go to tern percent and you write back and say sorry,
going to license you at that level. Try again, your program
ought to be able To do better than that.

Maybe I write in one percent and you know that'’s
what 90 percent of the institutions in the country have told
you they can achieve, and you say you are agreeing with 90
percent of the other licensees that wrote in and we might
accept you on that. The other beauty of that technique is,

it allows it to develop with the field. Prevent doesn’t

develop with our abilities in the field, be they record
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systems or other technology
Prevent is prevent.

Minimize takes into acco

tecn.nlogies in the field, and I thi

number if you so choose over time.
MR. TELFORD: The thing

yet is the fact that there’

review allows, as Dr. Br
A\t what went wrong

corrections and to move

elther mininize or to prevent

7O0u get to the review step.

The only thing that

that it does leave open the possibi
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mean ==
MR. DEYE: Th
only works to your favor
downward. Let me give ysu anot
because of our QA program that we
We morniitor our port films
monthly basis and keep statistics
monitors. We d¢ not set out
every incorrect port film,

intention, we look at the

monthly QA basis and look
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ibackK t Our technolc st nd ther people
2 the department who do that work.
3 If they knew that we wanted to prevent every
N incorrect port film, they would personally be much more
9 reticent to bring to our attention any single mistake. If
€ they xnow that we are only looking in that \ta 1ir
aggregate, they realize it’s a statist Al QA preoegram that

8 18 trying to have a positive feedback loop to the system and
) they are much more willing to bri that data to our

attention, be it on port film or any other report of the
1 treatment machine where they made a mistake.
2 If they know we are out to prevent every mistake,

then every mistake by definition is culpable, and every
4 individual who produced that mistake is culpable and they
5 are not going to bring it to our attention So, we don’t
6 take that approach. :
7 MR. TELFORD: I can agree with your statement, but
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