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The workshop convened, pursuant to notice, at 8:215

a.m., JOHN TELFORD presiding.
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PROCEEDINGS
(8135 a.m.)

MR. TELFORD: Good morning. Welcome to the second
day of the workshop.

I'd like to do a little preview of the agenda for
today. This morning we will go through the Regulatory Guide
and we will have the same approach as we did with the
proposed regulation 35,35 -= that is, we will talk about
your suggestions ~+ you will talk about your suggestio
te whether or not you would retain or delete or modi
section of the Regulatory Guide and in particular we wi .
truly appreciate some suggestions for additions to the
Regulatory Guide because I thiak those would be most
valuable, if we had several alternative ways to address each
objective that’s in the rule and give a greater varierx, to
licensees for ways to meet this rule.

This afternoon we’ll talk about the reporting
requirements -~ first, the diagnostic reporting regquirements
and second, the therapy reporting regquirements.

We will go through these at the speed that you
want to go through them. We will take all morning on the
Regulatory Guide, if that is what is effective and take all
afternoon on the reporting reguirements or as long as you
want to talk about them.

For the Regulatory Guide, Dr. Tse is going to lead
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MR. TSE: Oh, yes. That would be considered to
formulate the final regulation. Those discussions will
occur before we finalize the final rule.

As John mentioned, if you have any suggestions con
how to achieve certain objectives other than what we said in
the Guide, please let us know because some volunteers
iandicated certain states or certain people may use the Guide
as a regulation, so if we put more alternatives to satisfy
the 35.35, that would be a better Guide because it would be
more ways they can, licensees can use to achieve the
objectives.

If you have any suggestions of how to achieve
those objectives, please indicate to us.

Now we are going to go to the discussion and we'’ll
try to see whether we’ll go through each sectinn and we’ll
obtain your suggestions on whether to delete, modify or
retain this element or any additional for that particular
program area.

Okay, everybody have a copy? I did not prepare
viewgraphs for some many items.

Everybody have a copy of the Reg Guide? Okay.

I think we can skip the first three pages, unless
somebody have specific comments he wants made, otherwise we
start with page 4.

Does anybody have comments or suggestions on the
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first three pages, which is the general discussions?

(No response. )

MR. TS8E: 1If not, then we go on, to page 4. Page
4, on Item No, 1, is responsibility, authority and audit.
We have discussed quite a bit yesterday on the items related
to audit. Whatever we are going to adopt in the final
regulation will be reflected here, as I indicated before.

Other than that, anybody has any suggestions on
the 1.17

I understand from yesterday’s discussion your
suggestion is to change the word "Management" with "Review."

MR, STRUBLER: I will just reiterate what I said
briefly yesterday regarding that point, and that is
Management as defined here is the licensee’s management,
which means Administration, and they are not qualified to
review the efficacy of the program and they are going to
rely on us or other people in the organization, so I think
that should be changed, and perhaps either you should say
the Committee or the Chair of a particular department or
something of that kind might want to have/be the overall
review based on a submission from more qualified
individuals.

MR. TSE: Right, but does that have to be the
Management who delegate the responsibility to certain

departments or certain Committees? Maybe there’s several
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different committees could review ==

MR. STRUBLER: That is possible, but the way you
have it here it says the Management will review.

MR, TSE: 1 agree.

MR. STRUBLER: 8o if you want to delegate the
authority to review ==

MR. TSE* Management or delegate to certain -~
yes?

MR. STRUBLER: Yes.

MR. KEARLY: 1 would also like to see it possible
for you to say something like "The review will be done by a
qualified individual" == not by someone who is not involved
with ‘e process. There’'s only &0 many people to go around
in this business and those of who are involved in using the
program are just as capable of reviewing it, I think, as
somebody from outside.

It’s always nice to have an outside person look at
what you are doing but I don’t think for a review procedure
like this =~= you just take a look at your program and see if
it’s being effective.

MR. TSE: That’s true. Always to have an outside
review of it would bz more satisfactory. But we ¢o not
really say it, because that is sometimes very costly and so
on.

MR. KEARLY: You say somebody who is not involved



have

that

require t

don’t think

MR.

revi.
i\ﬁ' Vieéew

if I audit




;‘Y' v
Laen




has been 1@

review \ W DrK. But
involved, R o review

l1d take me

t think that the point is

vuch diffe ent no 'Q g us audilt this QA program and

us audicting tha, L erne D 8 which we would report to

the RSC on a

it




10

11

12

14

16

17

18

19

p 3 ter ;] T t ¥ & T ¢ Tl » 1 ‘
:,..1!.€,.: i it 4 v A pels A ‘Y L€

more than an adegquate job.

And 1f, upon inspection, you find it is not being
done, you can mandate an outside individual come in and then
review the program.

MR. TSE: So what you are suggesting is that if
the werd stands, then some licensees will have to have

outside auditor, even if we

-
.
.
n
o
J

0, because they
don’t have another person w!
work,

MR. BUROVITZ: Righ*

MRk. STRUBLER: I would suggest most. I wouldn’t
say soue,

MR. TSE: ©Oh, most.

MR. STRUBLER: I would say nmost.

MR. TSE: Most will have to have that.

MR. STRUBLER: 1If you'’re going to stick to the
qualified persons who are not involved in the activity.

So all gualified person in the location are
generally involved in some form or another, and alsc, to be
really qualified to review the program, you would have to
have prcbakly some people with credentials similar to those
in this room.

MR. TSE: Yesterday you mentioned about JCAHO and

W e

other crganizations. When they mentioned audit, what do
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M. BUKOVITZ: It

MR. TSE: 1Internal.

MR. STRUBLER: I can tell you my experience with =
JCAHO was very brief. Other people have much more detail,
because of who may come. A physician would come to our
facility and they may have some expertise in radiation

oncology, or they may have

"~
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likely, zero.
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vI some, you know, sense of what is going on. And

since our facility h
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accredited by the American
College of Radiology, that was great for them, because they
knew another outside agency had come in with expertise and a
. Y k
team, and spent many days, and that is all they were really
looking at. I mean, that would satisfy them, completely.
And s0 they didn’t even go beyond that. I had all

thils wonderful documentation that I was going to show thenm,

and a QA program that I spent a great deal of time

preparing. And they said no, that’s all right; I don’t need
to see that.

S0 for the most part, I think it is internal
audits, particularly JCAHO. They want a review of the
quality assurance program, a review of the reviews,
basically, as Frank was discussing yesterday.

MR. TSE: Any other comments on this point, or »

another area related to this secti
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MR. KEARLY: 1In other regulations from the NRC,
there are statements like a quelified person shall do such
and such., You den’t say a qualified person who is not
involved with the department or s~omething like that.

I think this just falls in that sane category. We
have besn traired to do what you are asking us to do, so let
us do it.

MR. TSE: Okay.

MR. KEARLY: That’s what I think it comes to.

MR. DORING: I wvant to agree with Ken and Frank on
that, on what they are talking sbout there. I totally agrze
that we can take care of things, we can take care nf things
internally, and we have been doing it right along.

MR. TSE: Okay. Yes.

MR. KAPLAN: 8o it i3 the consensus of the group
to change this? And if so, how? I was just curious?

MR. BUKOVITZ: Well, the sense that I get is to
change the "qualified personnel who are not involved," to
just have "qualified personnel" period.

MR. DORING: You could thecretically leave that
sentence the way it is and use the Radiatio. Safety
Committee as the qualified personnel, so to speak, that is
net directly involved with the activity being evaluated.

MR. KEARLY: I think the Radiation Safoty

Committee doesn’t have generally enough expertise in therapy
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or even generally in nuclear medicine, the whole thing., 1
don’t think they would want to get involved in that sort of
thing.

MR. STRUBLER: Yes. 1I think it is hard for a
committee to review the program, because then you say, all
right, you give every document to every member of the
committee, and you have an administrator and you have
someone outside the functions of radiologic science. And to
do it on an annual basis I think creates also the burden for
the committee.

MR. TSE: This word here says that the hospital or
institution would be able to decide how they want to do
their own.

S0 that leaves open for the institution to decide
whether they want the Radiation Safety Committee or
department or individual or whoever, as long as they are
qualified. Then they will be, or could be doing such a
review,

MR. STRUBLER: 1I’l]l make one final comment ==

MR. TSE: VYes.

MR. STRUBLER: ==~ on these two sections, regarding
the inter ils not greater than 12 months.

I have mixed feelings about it because I
understand the basis for it and agree with it. But again,

wvhat we are doing is not a static review process. It is a
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very active one. On a continual basis, things are being
reviewed and monitored. And then you are saying at the end
of a 12-month period, or no greater than 12 months, to do
that all over again, or to see if there is something that
you are missing.

And I would think that a 12-month audit by
internal personnel would be a very perfunctory one. The
person who may be doing that, let’s say ourselves, is very
familiar with the program, and with the ongoing process.

So we would say all right, let’s re-read it
quickly and review it, and then write some kind of a
statement into the minutes of the Radiation Safety Committee
or however we choose to satisfy that regquirement.

So again, I have some mixed feelings about a 12=-
month period.

MR. TSE: 1I think yesterday we touched on the
question and the discussion went like, if you have quarterly
review, and that certain satisfies this requirement because
it’s less than 12 months, and the idea is that if this
becores a final recommendation -~ actually, this is in the
regulation, in the proposed regulation, the 12 months.

If it becomes a final regulation then people
should not, the institution should not have no review wvithirn
like two years or greater than 12 months but any time less

than 12 months, certainly should be satisfactory. I think
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that’s the discussion yesterday.

Ed, I want to clarify one thing. We are trying to
look for comments, suggestions from individual volunteers
for us to consider for changing the rules and the Guides,
but we are not really per se looking for, say, the consensus
of everybody -~ we want to listen to the comments, the
rationale and we want to consider carefully how to modify
the final rule and the Guide.

Any other comments?

MR. KEARLY: Maybe just the last senterce. I am
not quite sure what it means to distribute the report of
this review to an organization.

What does that mean?

MR. TSE: Like the departments, nuclear medicine
departments or therapy departments if there is any followup
they have to do.

Do you have any suggestions on this item?

MR. DORING: This is just the internal
institution’s communication process.

MR, TSE: Right, right. 1Is there any
clarification, modification you would like to suggest on
this?

Frank?

MR. KEARLY: It’s just a funny statement.

Somebody will review the program, write a report and



saying:
You make the audit. If you discover
anything you write recommendations, corrective actions,

modifications of your QA program. Then somebody has %o

implement those and prok Y n ant notify your

managers, maybe the

certain

procedures and so © or physiclans.
That'’s what

1t is not clear to you, 'O\ WOoul L ike ) make any

suggestions how to make it cle 30 you r ly understand

n
what the seritence 1en please let us know.

Anybody else have a problem with this last
sentence?

MR. BUKOVITZ: Just the word "organizations."

MR. TSE: Organizations ~=- because it tends to be
outside organizations?

MR. BUKOVITZ: Right.

MR. TSE: How about use like "within the
snstitution.”

MR. BUKO A 1at would be fine.

MR. KEARLY: 1It’s still a funny word to use.

You’re talking about the departments involved ==

Department Chairman will be
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given a copy of the report for implementing changes, is that
what you are trying to say?

MR. TSE: Right, but it may be sent to other
people, the committees and so on for the organizations, so
if you just say "department" there would be == anybody have
suggestions?

MR. KEARLY: 1It’s get*ing vaguer.

MR, TSE: I understand your point.

MR. KEARLY: It’s getting vaguer. I am not sure
what the intent is.

MR, TSE: Well, just like you said, the Department
Chairman, if anything, recommendation from this review needs
to be followed up, then the involved persons or Chairmen
should get a copy so that they can see it will be
implemented.

MR. BUKOVITZ: <Could you say "should be given to
the appropriate personnel for insti _utional review and
follow=-up" ~=- that keeps it internal.

MR. TSE: Yes, that could be considered as a
modification, so that the problem is the organization is not
clear, whether it is an internal organization or an external
organization outside the institution.

MR. BUKOVITZ: Right.

MR. KEARLY: For instance, we have, well, how many

different committees in the hospital invelved with problems?
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There’s an overall safety committee, there are
subcommittees to the safety committee, there’s the radiation
safety committee, there’s a guality assurance committee in
the hospital.

MR, TSE: Well, that’s true.

MR. BUKCVITZ: 1If we don’t send a report to some
¢f these things -~ it’s just not clear who needs tc see such
a thing.

MR. TSE: Well, that I imagine will be depending
on the institution and depending on what kind of follow=up
pecple have to do.

MR. BUKOVITZ: Basically it’s just going to go
through the radiation safety committee and they will
distribute it from there because that is who the onus is
going to fall upon anyway.

MR. TSE: That is why we use the word
"appropriate" there -~ meaning you may or may not want to
send to all the departments or other committees, but send
the cnes with action involved or needs to have a copy, who
have a need to have a copy.

MR. KEARLY: 8o do you think you ought to just say
"radiation safety committee" and leave it at that? You are
then assigning the radiation safety committee a new duty.

You have assigned the radiation safety committee lots of

duties before.
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MR. STRUBLER: I would rather have it as Andy
said, just "appropriate institutional committees or
personnel . "

MR. BUKOVITZ: I don’t know if you’d have to
change the RSC charter. That has a snowball effect.

MR, STRUBLFR: This leaves it open to the
institution to determine what is appropriate.

MR. TSE: That is correct.

MR. STRUBLER: It will be departmental chairmen in
many cases and that’s all it needs. It doesn’t need to go
further than that.

MR. TSE: Right, also depending how extensive the
problems involved.

Okay. Any other comments on this section?

MR. BUKOVITZ: How is that last sentence going to
read now?

MR. TSE: Oh, that? I’'m not sure yet but I
understand your suggestion ==

MR. BUKOVITZ: Okay.

MR. TSE: == is that the organization perhaps
would indicate, not clear whether it’s external organization
or associations or internal associations but we meant within
the hospital, so we are trying to modify it like that, but I
am not sure exactly how to do it,.

Okay. Then let’s move on to Section 2. Section
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number 2 has four elements, and those are the general
elements, and they’re applied to all program areas:
diagnestic, radiopharmaceutical therapy, brachytherapy and
teletherapy. Let’s still go one-by-one. I think we have
time to go one-by=-one,

2.1 is == its records has to be legible to
minimize the likelihood of misunderstanding. These are the
really motherhood area =-- the motherhood statement. Anybody
have a suggestion on this one; whether to delete, modify or
retain?

MR. DORING: I just have one comment in regard to

MR. TSE: Yes.

MR. DORING: And that’s the comm-1t that I made
yesterday about electronic media. You were stating written
in 2.1 twice, and that may infer you actually have to have a
written document.

MR. STRUBLER: The statement I think though, if
you delete the parenthetical phrase, '"records relating teo
medical use should be legible and written clearly." So,
"written clearly" means in good english and it doesn’t have
to be handwritten. That would be my interpre .tion. So
that deleting that one parenthetical phrase, it would still
qualify and be appropriate for electronic communications.

MR. TSE: Actually, the reason we put in the
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parenthetic is just to explain what we mean by the word

“"record."

I think you have a good point for the future use.
Maybe many of them may go electronic. But could I ask you a
quest .n first? If it’s in terms of therapy of or
radiopharmaceutical therapy, if its large doses involved,
would you still go back electronically without actually
seeing a physician’s signature?

MR. DORING: No, you wouldn’t.

MR. TSE: You wouldn’t?

MR. DORING: No.

MR. TSE: What you are talking about is only
related to diagnostic?

MR. DORING: What I’m talking about ==
diagnostics.

MR. TSE: Yes, okay, diagnostics. Okay.

MR. BUKOVITZ: I have a question, just to back up
for a second. This is for the field inspectors. As many
institutions now are using computerized data-keeping systems
in nuclear medicine, whereby most of their data is entered
into the computer via keyboard and it’s stored on floppy
disk.

MR. KLINE: 1Is the gquestion, are more facilities
doing this?

MR. BUKOVITZ: No. I know a lot of facilities are
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doing it. But how do you look at this when you inspect it?
I mean, you can get a hardcopy print-out, but it’s not
written and their may be initials, or there may not be
initials for that daily record, but you know that record was
in there. Now, do you consider that a written record? How
are you personally handling it?

MR. KLINE: Typically, certain records =-- the =~
if you’re talking about the part 35 requirements, the
radiation safety cfficer part assigned; often an institution
will collect the raw data, enter it into the computer and
then spit it out and then have the RSO sign that document
and then file it.

I haven’t seen too many people not keep current
records in a print-out form. They might have records from
3/5 years back that are in a folder -- let’s say, for
example, since the last NRC inspection == not in a folder,
but in a medium -~ a disk -~ something of this nature,
that’s stored. But, typically, unless there are some
reasons that are not conventional, I don’t think most NRC
inspectors would be going back that far to look in tae
records.

MR. BUKOVITZ: But I mean, just some of the
institutions. Well, I’m familiar with two institutions

right now that just bought computerized systems, like the

Dupont system,
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MR. KLINE: Right.

MS. PICCONE: Yes.

MR. BUKOVITZ: What are you doing with that?

MS. PICCONE: 1I’ve just recently seen a couple of
those come in as well. And to be honest with you, so far in
my experience, the one facility was because they weren’t
real sure of it, they were still maintaining written records
in that regard. And the other facility, I didn’t have any
problem in ~- in the computer output.

But maybe Larry can add to this, because I tnink
this question is being considered in the revision to 35.

MR. CAMPER: It is an emerging issue, obviously,
that we’re looking at. 1In our regulations right now, if you
look at them, there is nothing that prohibits people from
computer storage of records,

Interestingly enough though, the thing that we
find is that some states will not allow computerized records
to be sufficient for purposes of inspection. In other
words, they shelve presenting any hardcopy. Their rationale
is that they don’t want to find themselves in a position,
whére when an inspector comes in, only Joe or Mary or Susan,
whomever knows how to operat ‘“he computer system is not
available that day, and therefore, the record are not
readily retrievable. That’s there rationale.

But, it is an issue that, as Joe just pointed out,
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that we are looking at as we loock at revisions to regulatory
guide 10.8 and perhaps even revisions to part 35, But I
would reiterate that in our records =~ n our regulations
right now, there’s nothing that prevents that from
happening.

Now, generally speaking, in reality, what does
take place, as the two inspectors are pointing out is that
pecple, more times than not, will write copy back-up, even
with the Dupont program, which I’‘m rather familiar with.

In my experience as a consultant on the outside,
going in and out of many, many hospitals, they were more
times than not keeping hardcopies as well. I never saw ==
in fact, I never saw anybody rely upon the computer only and
say, take a look at our CRT here, to look at the records.

So I think, to summarize, we are in a period of
transition, we are in a period of regulatory review., And I
think that in the future, this idea of electronic storage
will be a bigger issue to deal with,

MR. BUKOVITZ: All right,

But what would you do in the case of -~ if an
inspector went into Tom’s institution and for the last three
months everything was on a floppy disk? Now ==

MR. CAMPER: Well, again, getting back to what I
said a moment ago. I don’t -- the inspector’s can correct

me if I'm wrong, but I’m unaware of anything in our
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documents that must be signe - 1@ RSO, But if
to maintain linearity r
floppy disk, and 1 sit n an how the inspector mont
and months of data, they couls g y thelir requirenments.
Now again, signed documeénts are a problem.

Also, you could produce a hardcopy of need be,
under suc scenario, But wou cautio he that
that’s not true throughout all the agreement states. There
are certaln states that I know require a hardcecpy period.

MR. KLINE: hink the gquestion
to the documents that require signatures.

MR. BUKOVITZ: Right. 'hos ‘ol can’‘t de anything
about.

MR. KLINE: The other documents seem =-- facilities

to pull them up and have them printed out on the spot. And

as Larry has iterated, there’s no requirement that says you

cannct do that. There 3 M .ion o lt, as a matter of
in the Federal regulations, that it is permissible to

use that sort of storage medium, and I wouldn’t think there

would be
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MR. DORING: 1T just wanted to point out that
there’s such a thing as an electro-~ic sigra.ure that doesn’t
have to be in ink. So ==

MR. CAMI R: 1Is that electronic ==

MR. DORING: ==~ that issue becomes moot =~ or a
key. Just one key that puts a certain person’s signature on
there.

MR. CAMPER: 1Is that -~ that a -~ identifying
initials, or are you talking an actual signature that’s
prerecorded and then is activated by punching of key?

MR. DORING: Yes. You punch a key or a few sets
of keys -~ a set of keys; and that individual’s signature
can appear on a document.

MR. CAMPER: Could anyone access that key and
impose your signature on a document?

MR. DORING: Well, theoretically, anybody can hack
a computer. Once you get into your == once you use your
password and get into the system, then you can use whatever
security measures have been developed f{or you to do anything
you want.

But anyone can ==~

MR. KLINE: Theoretically, anyone can get on,
using your name. But if a password or some sort of fail=-
safe mechanism were to incorporated by the licensee for

entering into that file an pulling out that data, I believe
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the intent is being met.

If you are deliberately trying to circumvent and
get around a rule, y»u can be creative and think of a
million and one ways to do that.

I don’t know, I find it hard to believe, that
getting back to your question, an inspector would doubt. He
might question well, does this person or anybody else have
access to that file. He might gquestion how you have your
security system set up. I don’t think he would go beyond
that unless there was some reason to doubt.

MR. DORING: The reason for the concern, and it is
obvious over the last day, and the first however long we’ve
been here today, we are really, as a group of users of these
regulations, are zeroing in on words or small phrases.

And the reason why we are doing that, I believe,
and I may be wreng, but we have all been burned at one time
or another because of a word or a phrase. And I bet
everybody can give you an example. And I won’t waste the
time to do that right now. But that’s what we are dealing
with here.

That’s why 1’m bringing up "written" as a word.

MR. TSE: Tom, I think it is correct you need to
bring out your concerns, even with words and phrases,
especially in respect to regulations.

On this Regulatory Guide, it would be much less,
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happened to think,
minimizing the like
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MR. TSE:

ent of why the

records have to be minimize the likelihood
nisunderstanding. Th 3 Just added on to explain that
should write more clear And people have been mistaken
before, like "6" becomes "8,

MR. STRUBLER:
it was brought up. Beca
have technologists,
notorious for

pharmacies and

written.

But in terms of therapy, for example, where things

are relatively straightforward and you don’t many
things to interpret, and u jus ok at
handwriting, and we have

going to write a
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it. And to try and get everybody to do that is something
else again,

But I have badgered some of our physicians, and I
shoved them their 200 or 200 rads or centigrades, and I said
looked, how would you read this; because this could be read
either of two ways.

And you are not going to change a personality or a
way they are writing things out. So while we are all in
agreement these things should be legibly written and clearly
understood, if an inspector comes out, there could be a
matter of again interpretation, saying well, this is a
guideline and therefore I’'m going to make the interpretation
that this is illegible.

And we'‘re kind of a little sensitive to the issue
of an inspector making this interpretation, well, this
prescription is not legible to me, and it’s a violation.

$o I think that’s where some of our comments are
also coming from. 1In all of this section I agreed with
everything here and I feel that it is appropriate for each
of them., But again, some of the guestions we have in the
guides are, are inspectors going to make the interpretation
that this is regulatory. And I think we have all had some
experiences in that regard where a guidelines is interpreted
as a regulation, and therefore one might get cited for it.

This is clearly an appropriate statement to make.
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But the evaluation of whether the institution is meeting
this record is not so easy and straightforward.

MR. CAMPER: Let me address that for just a
moment.

We are certainly sensitive to the concerns that
you are raising. But a couple of points I would make.

Number 1 is, this is a Regulatory Guide that we
are talking about. A Regulatory Guide. This is not
inspection directions. An important point not to lose sight
of, although we recognize your sensitivities.

Number 2, that the inspection issue, there is a
lot of concern being expressed here, I think, about what I
perceive to be as fairly detailed concerns, I will
characterize them as,

The inspection criteria, when we start looking at
these things out in the field, in the future, if this should
become a rulemaking, is going to focus more on programmatic
issues, breakdown in management control, things of that
type, as opposed to an inspector looking at a script and
saying I can’t read this, therefore I consider it to be
illegible, I’'m going to cite you. 1It’s not that kind of
thing.

We are acutely aware of developing inspection
guidance for our people to use in the field, should this

become a rule, sv as to have consistent and appropriate



sensitivity and you
strongly or be as concerne
language in the Regulator
1t 18 all said anc
Know we are not going to be inspecting for that k
detail. ié’'re more programm: ally oriliented.

A quality assurance program, in the first place,
18 a difficult thing at best to \spect against. We all
recognize that in the agency And we are going to be far
more concernec olel rogrammatic issues management
control issuses , or not . S0 and so
wrote a scriptl t - \spectc (o] } viewed as being
legible.

comment

for me is that I appreciate your comments and I understand

that I have no doubts, because I have no problems with

this

However, the agreement sts 1s another matter.
And you can’t really speak for them. And I understand from
what has been goi n over the last two months that that is
the thrust of ' \ ‘e are looking at program

deficiencies here.

some of




10

11

12

13

14

18

16

17

18

19

20

21

22

23

24

25

259
the details, these are some of the things that are weliing
up in some of us, and that there are these concerns,
be;cause we have had inspectors in some of the states that
are adopting programs from the NRC as this filters down, or
who have other programs for major medical equipment that are
driving us and administrations crazy, literally. And very
harsh words are being thrown out by our administration; and
inspectors are coming in and saying I want to see your
billing procedures, professional billing. And we say that
has nothing to do with what your inspection is. And they
say, well, we think it does. And they do into that kind of
detail.

S0 I’m not trying to nitpick on something like
this, because I realize it is very difficult to perhaps
inspect and review. And I do understand, and I am sure that
you are sensitive to that., And throwing that one little
example out was a very simplistic one. But it still could
be made that interpretation, when you get down to other
levels.

I‘’'m not suggesting :hat that be removed in any way
as a guide, And I realize that it is only a guide.

MR. CAMPER: Let me address that.

Ken, you make some excellent points. And again,

from a re2alistic and pragmatic standpoint, your points are

quite valid.
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Again, though, on the QA rulemaking, should it
become the final rule, it will be an area of compatability
for the agreement states and it will be an are that we will
spend a great deal of time and energy working with and
instructing and guiding the agreement states personnel.

Now, in the final analysis, you are right. We
can’t exercise great control over how the agrecement state
inspectors go about conducting their inspections. But I
assure you that we will make an effort to see to it that the
agreement states understand the issues as we see them and
the important areas as we see them, and so forth.

MR, KEARLY: Can 1 raise one more issue here? My
feeling is that every item in the Regulatory Guide is
probably something that ought to be covered by a check list
in the department, so that a record of deficiencies in any
one of these things is always kept.

Is that the intent? You put it in there, that
means that we’ve got to keep track of it.

If we find -- it’s the question I have with
everything we’ve been talking about. If we find that
something is not being done, do we need to document that for
further review?

MR. TSE: First of all, each institutional
licensee will have to create his own QA program.

If the QA program included this element, say that
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the record is illegible, then you have to meoniter that.

MR. KEARLY: S0 the answer is yes. If someone
adopted your Reg Guide then there should be records kept of
Item 2.1.

MR. TSE: No, I did not say "records kept." I
said the management should monitor the carry-out of this
objective in your QA review audit and so on to see whether
pecple have any writing which maybe misled people or because
it is not clear and if so, what action you want to take to
correct such action.

I think the record is -~ many people would be
concerned. Yesterday already discussed it and John said
essentially unless we specially specified in the regulation
you have to keep certain records then it is not necessary
for the regulation for NRC to keep a record like
"illegible." It is difficult to keep a reccrd of =-- read
how many pieces of paper which is illegible, so that’s =-=- at
least my thinking is that if you adopt this element in your
QA program then you should follow up with the element.

MR. KEARLV: Let me give you an example. Dr. A
has written his prescription. Dosimetrist B is confused
about one number in the prescription and goes back to Dr. A
and says please tell me what number you really mean here.
It is not clear.

Is that the end of it or then does Dosimetrist B
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racord~keeping requirement is that you should keep a copy of

-

those. You should keep those rn file, a record of the dose
administered.
What we are really after here is, what you could

-

think we’re after the scurce of the problem. If the
inspector wants to come in

your prescriptions, a sample of your

given they can lock at them.

Now they may

4
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, You know, how

17 folks can read this and carry on with their work but if it
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19 licensee for saying, lock, I can’t read this prescription
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24 can carry it out correctly, f

t

works for you, it’s okay
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25 but, you know, this 18 some massive generator of records
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) and almost nmnake it unusable ¢ an agreement state as a
“ prescriptive regulation
5 1f you have nmodifications you want to suggest or
€ additions that can go int this, then 1 think we’ll both be
/ getting t the same goal {f where wve wvant to gc
). € MF I'SE S " nave any suggestions please say
i 9 80, I think that 2.2 18 to == 1f anybody has a questlor
‘ 10 they should ask, instead of continuing the nedical use
1] This is similar to 2.1. It’s a general statement. Does >
12 anybody have any suggestions or communts on this one? \
{ 13 In terms of records, everything else would be the
14 same as discussed in 2.1. 1 there are no comments, we g¢
15 to 2.3
16 MR, BUKOVITZ: I have a question on 2.3. 18 v
.,
W 17 emergent a real word?
18 MR, TSE: Yes. .
; 19 MR, BUKOVITZ: Okay, I wasn’t sure. I was
20 assunming ==
21 MR. TSE: Emergent -~ in addiction, it says, in a
L

22 situation wvhich may not be an emergency, but you‘ve got to
§ L
23 do it, essentially.

i 24 MR. BUKOVITZ Okay . thank you,

Y

F4- MR, KEARLY: I have a preblem with 2.2. This
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I think it’s very clear if you would say that all

vorkers should stop the medical use and get guidance if

thee’'s a discrepancy in their records and observations,

period.

MR. TSE: That'’s a good alternative.

MR. STRUBLER: Then you don’t get into the problem
of defining what is an event and what is not. Also, those
things that are not technically events, still could be

discrepancies that should be resolved.

MP. TSE: Right, that’s a good alternative from
what you think of ==

MR. KEARLY: I think that makes it a lot clearer
as far as irplementing it. It still bothers me a little
bit. What you’re putting aown here is what every
technologist is trained to do. Your technologist goes
through a training program and they are told: thir ‘s the
procedure you follew., If you don’t understand what’s going
on, you don’‘t treat.

I'm not quite clear, and that’s why I was asking
gquestions about how this was going to be inspected against.
I'm not gquite clear what the purpose is to include into a
regulatory document, things that f »le are taught during
their training.

MR. TELFORD: You'’re not going to be inspected
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against the Cuide. You’'re going to be inspected against
your license conditions,.

MR. KEARLY: But if you adopt the Guide as your QA
program, then you’re going to be inspected against it.

MR. TELFORD: 1If you adopt it totally, yes. But
that’s going to be a little hard to do because there’s going
to be -~ back in Section 405 for one of those things, there
might be four or five ways to do something. You can’t
possibly do them all; you’re going to have to pick one, 8o
you're going to have to make your == this is like a big
menu.,

MR. KEARLY: Nobody is going to say they’re not
going to adopt something that says, my records should be
clear. I mean, they’ e going to adopt that,

MR. TELFORD: 1€ you come across a problem later
and you look for the source of the problem and if it’s due
to records that are not readable, or it could be that some
institutions don’t instruct their personnel the way you just
described it,

These are things that we have to say because all
the workers should be instructed this way. If it leads to
problems, then we want to be able to go back and say, here'’s
our guidance:; we think you ought to follow this., Or we’ll
ask you what you’re going to do to prevent the problem from

reoccurring.
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this.

MR. STRUBLER: 1’11 add just quickly because we
nay want to be moving on. But I think -~ we’'re all in
agreenment with this statement. It’s again =~ comes under
the professional understanding that was raised many times
yesterday, and commented on, and that it should be part of
the educational and professional conduct of everyone.

Arnd my sense of some of the things that John
showed yesterday regarding misadministrations, was that
there was a lot of sloppiness involved. And things that you
showed were very disturbing to all of us. And we perhaps
didn’t appreciate come of the sense of the =-- of what has
been going on around the country. And then we start
wvondering ourselves, well could this happen at our
institution? Are we missing something?

Ard 1 realize the focus of some of these comments
== and that'’s why scome of these things are obvious to us ==
saying that there is a professional understanding basic to
this and that you have to state the obvious. And whether
stating this in the guideline ie going to prevent some of
the sloppiness that resulted in some of the
misadministrations we saw on the screens yesterday, I don’t
think so.

It may be that we’'re just -~ you’re just trying to

emphasize and make sure that when it’s in a guideline,
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you’‘re not just going to be taking these things for granted
28 & professional conduct, but say ~- emphasize, this is
part of your professional conduct and we expect you to
reviev instructions as to their clarity, so that it will be
a point of emphasis. And I'm sure that was going to be
helpful to all of us, to perhaps state the obvious every now
and then, rather than make any presumptions that may not be
carried out.

But, other than striking that one phrase, I would
== 1 have no problen with that -« ana I think, as guide
enly, it is an appropriate statement to be there, so that wve
can also emphasize the importance of it.

MR. KEARLY: Well, I’d like it a log better if we
take the therapy event or diagnostic event part of it out
too.

MR. TSE: Frank, are you talking about thinking
that you wouldi:‘t == in a misadministration event, that the
technologist looks at the picture and then the patient says,
hey, it looks different, and did not go on to say, maybe 1
should stop and check before going on, Anyway, I understand
your point, 8o, let’s go on then, because the timing.

2.47 Which is before medical use -~ the person
should check, in accordance with the referral or
prescription, which is similar to one of the objectives in

the regulation. And anybody have any questions on this one.
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[No response.)

MR. TSE: If not, then we ¢go to Section Number 3.

Section 3 is those additional elements for the
institutions who have either therapy, radiopharmaceutical
therapy, or they have diagnostics which might involve more
than 30 microcuries of iodine.

Perhaps we can lump these together, just please,
instead of one by one, because of timing,

For those five elements, does anybody have any
suggestions, changes, or modifications, so on?

MR. STRUBLER: For 2.2.

MR. TSE: 2.2.

MR. STRUBLER: I have a note here regarding, as we
have talked yesterday, that there may be times when an
occasional oral prescription is necessary.

MR. TSE: This is therapy, large doses.

MR. STRUBLER: Yes.

MR, TSE: Do you still think oral, sometimes oral
prescription would be necessary?

MR. STRUBLER: Yes.

MR, TSE: For ==

MR. STRUBLER: The example that I gave =~=-

MR. TSE: For radiopharmaceutical therapy. This
is ont teletherapy, not brachytherapy.

MR. STRUBLER: I see. This is
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radiopharmaceutical.

MR. TSE: Right.

MR. STRUBLER: Yes. I guess I misinterpreted
that, All right., 1I’l]l back off with that statement.

MR. DORING: Can I get this made clear? Can we
assume that what we discussed yesterday would also ==

MR. TSE: Will be reflected here?

MR. DORING: == be reflected r2re? So you don’‘t
have to be redundant =~

MR. TSE: You do not have to be redundant.

MR. DORING: Okay.

MR. TSE: That’s the first point 1 made. Anything
we discussed yesterday, if we are going to modify the
proposed regulation, then the guide will follow.

MR. DORING: Okay.

MR. TSE: They have to be -~

MR. DORING: T ank you for that clarification.

MR. TSE: Thank you.

Any other questions?

MR. KEARLY: I just have a general question for
the entire Reg. Guide.

MR. TSE: Yes.

MR. KEARLY: It is sometimes not clear which iter,
which of the QA objectives an item refers to.

It is also not clear that every objective is
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covered. 5o I would hope that you could point out in the
guide, this is how we are accomplishing Objective 1 for this
area, and co forth.

MR, TSE: Yes. We, in the site visit criteria,
program criteria, we did that,

MR. KEARLY: You had that problem also?

MR. TSE: Right. We have that same problem. So
we are going to revise that.

We have to consider to review it perhaps towards
the same way.

Any questions, comments, suggestions, or any
additions in terms of radiopharmaceutical therapy?

Last time I remember somebody mentioned about the
hipporem, like 30 microcuries. Hipporem generally is like
200 microcuries.

Do you have any comments on that one, Tom'

MR. DORING: No.

MR. TSE: No? Okay.

8o, maybe we, in our schedules, 10:00 O’clock to
aJ:15 has the break. And now it is about ten minutes before
10:00., But we have finished discussion on Section 3.

Yes.

MR. BUKOVITZ: One question on 3.5,

MR. TSE: Right.

MR. BUKOVITZ: Where you say you will record the
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agreement or lack thereof.

MR. TSE: Right.

MR, BUKOVITZ: Does that mean to say you intended
to give 100 millicuries and you gave 98, and you can say
wvell, 98 given, or you say 98 wag given, therefore the
difference is 2?7

MR. TSE: This item also was discussed earlier.

MR. BUKOVITZ: Right.

MR. TSE: Last workshop. And I think we
understand the point. And the agreement, if it is within
certain plus-minus range, essentially is agreement, or
disagreement, if it is large differences.

And we, I think the sugjestion is that if you have
written down the two different doses, and they are close,
and you don’‘t have to write, and the chart saying this is
agreement or not agreement, if you can compare with the two
doses.

80 we are going to, this is the same guide we
discussed previously. The comments you made, we are going
to look at them and see how to modify.

S0 it is good you raised it again.

o maybe we could start break, and then, John, can
we siart break now?

MR. TELFORD: Yes.

MR. TSE: And then we can come back 15 minutes,



) P M} ELFORI Five ftel
* 3 MR, TSE: Yes. Five ninutes téen minutes after.
“ MR. CAMPER!: Then we return to Section ¢
- M} IS} 'hen we in start ect n 4
€ MF TELFORI Five after 1
7 MR, TSE: Five afte:
. B MR. TELFORI Yes
9 Brief recess
10 MR. TSI We will resume the discussion of the
11 regulatory guide, and we are in the section for
12 brachytherapy.
13 Brachytherapy has seven elenents, and we already
14 discussed some of those elements. We heard your comments
15 from last workshop. And in trying to save time, again, 1
16 would ask for anybody have concerns or suggestions or
N problems or modifications, deletions, and so on, of the
18 whele Section 4. You may make any suggestion on any of the
19 elements you have a problem with
20 MR. KEARLY: You know, of cc in 4.5, that wve
21 don’t put the scurces in.
;. 22 MR. TSE: Right. OU mentioned that last tinme,
23 and we're trying to modify this -~ the next version.
24 Take your time to read.

25 Yes?
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MR, STRUBLER: 1 guess 1 have some notes here, and
again, 4.2, as I mentioned, on¢ of the remarks that I have
sent in, often times brachytherapy is a conplex process and
during the treatment planning stages, where one is using a
variety of sources, it may be such that you’'re not «=
because of the timeframe under which you’'re dealing, it may
be difficult to write a detailed, specific treatment with
the source activity, for example, and the exact source
loading prior to administration, and it may be the decision
of the physicist, firally, what the source loading on the
approval of the physician may be, and I could conjure up
some scenarios where it would be very inconvenient to have a
written prescription prior to administration.

It's, perhaps, a soft matter; it’s not a difficult
one, perhaps, to overcome, but often times, a generalized
prescription is made, and it would be suitable ~- the
details would be worked out at the time of the application.

MR. TSE: 8o, the problem is that -« the word
“prescription." 1If, for example, you use the word "general
prescription" or "preplanned" -~

MR, STRUBLER: Yes.

MR. TSE: If this "prescription" is replaced by
"general prescription" or "preplanned," then we rescolve your
problem?

MR. STRUBLER: Yes.
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MR, TEE: Okay. Any other comments?

MR. STRUJLER: A comment on 4.5: The one comment
is made appropriately, and radiographs ordinarily would be
taken, would be a suitable substitution, because there are
some situations that are very simple interstitial implants,
where a radiograph may not be required for single linear
sources and single~plane implant, and I think there was an
exception == 1 don’t see it in this one ==~ in the others,
where you make the comment about a topical applicator would
not be necessary to have. Yes, it is here.

MR. TSE: Yes, it's here.

MR. STRUBLER: "This may not apply tc sources used
for surface application." It alsoc may not apply to some
other more rare situations, as well, meaning it may be
interstitial, but it may be such a simple implant that
radiographs may not be required; they may be more for
documentational purposes only.

MR. TSE: Well, how do you determine the doses if
you are not ==

MR. STRUBLFF: Well, if you see -~ let’'s say it’s
a breast implant, single plane, there’s just a few line
sources, and you see .hat you're doing, and it’s almost
visual, and you know where the insertion of the sources are,
and you’‘re not going to look at them in reference to any

other anatomy, because there is no other critical
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MR. TELFORD: Would you agree with Ken's

suggestion? What if we reworded this to say "ordinarily
2 Y

radiographs will be obtained"?
MR. KEARLY: I'’m just asking why it’s there.
MR. TELFORD: Because it’s a good thing to do.
acceptable guideline.
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80 I believe that is that alleviating some of

your concerns? Would something to the effect that other

pquivalent method © Jomet! ©of that
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MR. KEARLY: But once you start saying those
things, why put it in there at all?

We are supposed to deternine the dose being
delivered to the patient. That's our job. And you are
telling us here, determine the dose delivered to the patient
properly. 1 guess that’s what you are saying. Which may
vary with technology and characteristics of the particular
treatment. But somehow you want to tell us in one
particular type of case how to do it. That’s what we're
trained to do.

MR. STRUBLER: Frank, that comment could be made
virtually for all of these statements. And so0 I think we’ve
conveyed that before.

There is a fine line between intrusion into
medical judgment versus a regulatory process that is
designed to prevent mistakes and to make sure people are
scrutinizing their programs adequately.

And so I think from a guality assurance guideline
approach, you are probably obligated to put a statement of
this kind in.

From the more general questions about are many of
these statements even necessary, I think we have kind of
gone through that before, and I don’t think I need to

comment further on that.



10

11

12

13

14

1%

16

17

18

19

20

21

22

23

24

25

285

It is an appropriate guestion from our point of
vievw, saying are you telling us how to do our jobs that we
are trained for.

But from my point of view, I don‘t have any
problems with i, other than changing, saying "ordinarily
radiographs," or something.

MR. TSE: You must have some way to identify where
the sources are, s0 you can make your dose calculations.
Correct?

MR. XEARLY: As Ken was saying, depending on the
situation, you do what you need to do.

MR, TSE: But necessarily a radiograph. But in
many cas2s, like the case which the source was stuck in the
catheter, and their response is that they want to take a
radiograph to ensure that source is in the proper location,

MR. BUKOVITZ: Another guestion about 4.3,

MR. TSE: Yes.

MR. BUKOVITZ: Sealed sources. 1Is iridium wire a
sealed source?

MR, TSE: 1Iridium wire, according to the device,
sealed source device category, those are considered a sealed
source as well.

Do you use iridium wire?

MR. BUKOVITZ: I use iridium ribbon. But I know

some people who do use iridium wire.



10

11

12

13

14

15

16

17

18

19

20

21

23

24

25

286

MR. TSE: We are working on a petition related to
whether to put iridium~192 wire in 35.400 or not.

Any other questions?

MR. STRUBLER: Can we move on to some of the other
areas here?

Again, I think the same ccmment could be made on
4.7 regarding "“"this person will record the agreement or lack
thereof."

MR. TSE: That'’s the sanme.

MR. STRUBLER: That'’s the same as before.

MR, TSE: Same comments we have heard.

MR. STRUBLER: And 4.8, again, many institutions
don’t have other qualified persons to make an assessuent or
review of what was done. And 1 have problems with that
whole section 4.8, 1, 2, and 3. To have someone, I think it
is important, as stated earlier, to have a check, perhaps of
the computer input on the computer printouts. But someone
who did not make the original calculation is I think a
difficult circumstance in many instituticons to have that
person qualified to come in. Or they may not be there,
because of vacations or sick or whatever the case may be.

For example, I’m here right now. And there may be
things going on at the institution that I have approved.

But there would not be a review of it,

MR, TSE: 1In the Q&A program review criteria, we
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perhaps you can either have .independent person to make
calculation, That'’s the best way, because it’s easier to
catch somebody ~=- it’s difficult to catch one’s own error.

Or, if you do not have another person, then you can make a
separate calculation by yourself, or make a rough check.

That’s ~- we’re thinking to incorporate these
things, just to avoid somebody have to have another person
qualified to make additional calculation. So what would you
suggest this, perhaps make a same person make a separate
calculation?

MR. STRUBLER: Well, allow that =-- that
possibility. I mean, I know it sounds like we'’re checking
ourselves, and therefore, not likely to do a good job,
because we all think we do it right. But we all, in the
field of therapy, in particular, we all recognize that we
can make calculational mistakes, and that’s why we have
redundancy in all of our programs; particularly with
external beam therapy.

With brachytherapy it’s a little bit more complex
and difficult, because the understanding of what the
computer is doing and sources, is not necessarily something
that a technologist or dosimetrist or physician would fully
understand and ~-- and when you’re talking about moving cne

millimeter from a linear source is a 10 percent change in
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either, in terms of making a prescription. And it just
raises the complexity of the entire area of intercavetary
interstitial applications.

MR. KEARIY: I have a problem with the -+~ whenever
you put numbers like 50 percent down, as to when a check is
to take place, I would like to be able to allow for the
occasional time that we're invited to an NRC workshop, so we
could have a little bit longer to do our doublechecks.

The == the therapy sunmmer school that they just
held == one of the people did a study of how long it took to
do double checks of regular calculations at their
institution, And there was a spread, and generally they got
it done within two treatment days, for instance, for that
institution,

I would like to see the rules be flexible, to the
extent that says the goal is to do it within 50 percent.
Because again, I have the guestion, all right, we’ve been
invited to the NRC workshop and there’s nobody there to do
the double -~ the doublecheck, until they get back on
Monday. We'’ve just broken the law, as I see it. What do we
do about that?

MR. DORING: 8o, if we inserted the word,
"normally" before "50 percent" of the prescribed dose; would

that suffice?
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MR. KEARLY: That probably changes it == changes
the regulatory aspect of it considerably when you do that.

MR. TSE: Yes, but one question., Shoul!d the
doublecheck be completed before the completion of the
treatment?

For example, brachytherapy. Suppose you initially
say 48 hours, should the doublecheck be completed before the
48 hours expires, or you could do it afterwards? Which way
would you normally do it?

MR. STRUBLER: The point is, it should. And
there's a difference, of course, between the should and the
shalls. And it should be agreed that these things should be
done, but there are mary, many situations where it cannot be
done because you don’‘t have the gualified person, or the
qualified person is -~ is out of town, or ..ck or whatever
it may be.

And there will be instances where there will be a
completion of tha brachytherapy procedure without an
independent check, other thar the individual who did the
original calculation will review it.

MR. TSE: Of course, we could supposedly accept
that?

MR. STRUBLER: Yes.

MR. TSE: Then should you check it before the

completion?
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MR. STRUBLER: Yes.

MR. CAMPER: Just a guestion for clarification.

Is that customary at this point? What are you doing now as
far as someone double checking at some point?

MR. KEARLY: This is close to what ve’ve tried to
A5, We have never articulated it. But the treatments are
very short -~ it’s a three or four-day treatment. And the
doublecheck is done within say two days usually. But that
may not be 50 percent ~- it may be 67 percent, or something
like that,

It depends on the accumulation of the information,
then the dosimetrist has to sit down and do the plan, and
then 1’11 have to review. And it’s a long planning process,
because there’s a lot of information to gather together and
evaluate, on her part. And then you have to reevaluate
that. Her schedule and my schedule are different.

MR. STRUBLER: For my institution, we have not be
fortunate enough to have a dogimetrist full-time, because
wvhen we’re short of technology staff, they’'re the
individuals that get pulled to the machine; for treatment
for external beam therapy.

S0 it’s lert for me to do the brachytherapy, since
I'm most knowledgeable and familiar with all the aspects.
And I generally am the one who communicates with the

physicians because I can make recomnendations. And
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therefore, 1’'m the only che that'’s doing it, and the other
individual may not be fully trained ou because they’'re on
the machines, would be difficult for them to be pulled off
&nd to do & check.

§0 I have to rely, un'ortunately, on nyself for
the duration and --

MR. CAMPER: 1Is this customavily occurring betore
the 50 percent criteria that we’re talking about here?

MR, KEARLY: I don’t think so, I think it’s right
at the cutting edge there. 1 think there’s a reasonable
distribution on both sides of trat 50 percent, is the way it
happens.

MR. BUKOVITZ: You have to also keep in mind there
are certain gynecological applications where it’s relatively
standard to put in a particular source or sources for a
specified amount of time. And th: physicians don’t
necessarily worry about rads. They’ll put in a =« they’ll
put in some Haman capsules and they’ll just say, well, we
Lave S0 milligram equivalents of radium, so we’ll just put
it in for 10 hours or 20 hours.

And then what happens is you find out it was done
after the applicatori are back out. And this is something
sonme of the oldtimers just do for years =-- vaginal

applicator =~ you put in so many milligrams of cesium for so

many hours.
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MR. TSE: ACR recommendation.

MR. KEARLY: That’s even more restrictive, 25
percent or =~

MR. BUKOVITZ: 25 percent or two treatments?

MR. TSE: 1If the three treatments, three fractions
treatments would be two fractions =~

MR. BUKOVITZ: Well, you are 66 percent of the way
through.

MR, TSE: Right.

MR. BUKOVITZ: But if you say 25 percent even if
you catch it after the first treatment, you are 33 percent
through so that one doesn’t meet it either way.

MR. TSE: Well, what I am trying to say is that
for those long, many treatment fractions, you might use 25
percent. For those with a numbar of fractions which is less
than five or so, use two treatments.

But would that be =~

MR. BUKOVITZ: No. I think that’s too liberal
then because if it’s only three treatments we want to catch
it after the first cne because if you catch it after the
second one, you’'re essentially all the way thrcugh and so I
think we have to make provision for very short treatments,
not necessarily in terms of days.

MR. TSE: 1In that case it would be like one out

of three would be 33 percent of.
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MR. BUKOVITZ: Yes, 80 1f you e«xceed the 25
percent with one, then it had better be within 24 hours.

MR, TSE: How is that suggestion? Agreed?

MR. KEARLY: Perscnally I think that you ought ¢o
say the same things that the ACR is saying but put a
*should" in there. I know that’s tighter and I know I would
be killed for telling you to ==

MR. TELFORD: That'’s okay. We're going to talk to
the ACR,

MR. KEARLY: I don’t think we ought to have two
different guidelines. That’s why I’'m saying it.

5.5, I think you ought to say that a weekly check
will be performed to detect errors in treatment parameters
becaus2 there is a lot more to what goes into the chart than
just dose summations.

MR. TSE: Treatment parameters and any changes in
prescription.

MR. KEARLY: That’s f{ine == in treatment
parameters instead of daily cumulative dose summations.

The most frequent problem that happens with
treatment charts is one digit of a monitor unit number or a
time number gets altered. That is not covered by anything
you said here.

MR. TSE: 1Is daily cumulative dose summation

should be checked? I thought that said =-=-
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MR. TSE: That’s part of the treatment paranmeter.

-

MR. KEARLY: I think we all understand when we say
"treatment parameters" that you look at the chart to make
sure every number that’s used somehow in the treatment of
the patient gets checked and the daily summation is one of
those things It tells you when you'‘re going to stop.

MR. STRUBLER: Summation would be perfectly all
right, but they gave the wrong

MR. BUKOVITZ: This is one of the cases that woul
be more restrictive than you are.

MR. TSE: Of course, we want to listen to your
suggestions. We could say including -~ because a summation,
certain important considerations, some people did them.

MR. KEARLY: Following instructions, whether a

wedge should be in or not; that'’s

i i S
mp cant

1 r‘;s LN

MR. TSE: Right.

MR. KEARLY: All kinds of things that we look at =~
- field size changes. As you'’ve said, the presc ntion
change.

MR. TSE: Right. Okay. Any others?

MR. BUROVITZ: Okay. A question on 5.6.2: When
you say the correct inputs for the patients were used in the
calculations, the first thing it brings to mind is the

patient’s sep

™

ion or the patient’s thickness varies by a
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Now, the numbers that were entered for that plan
versus the numbers that are finally used for the patient’s
*reatment may vary quite easily plus ¢ minus a half to one
cen. ilmeter, OV the nen lan
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MR, TSE: 118 | orrect use == correct use of

patient data. So, hysiclsts 'ou determine which data is

the correct data, and you use that,

MR, BUKOVITZ: Well, the thing is we have twe sets
of data. They’re both close. I’m trying to bring out the
point that you’‘re going to see a natural variation in the
numbers which are used, primarily for distances set up to

the patient and for patient thicknesses.

Now, are you going to take umbrage with the fact
that there is a variation on a day-to-day basis, or will you
allow us to just accept that variation that we know is

there?

MR. TSE: The practice is -~ your current practice

18 you may use the slight variation. There obviously, I

think, nust be very gmall cha could not be a big

change in terms of ifference
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between the two numbers., And if you decide that the correct
information, correct data should be used, that should
satisfy this. But if you have a large difference between
the two numbers, then you might -~ as a physicist, you might
say that looks not right, that it’s a discrepancy, and you
ne2d to check it before you go ahead.

MR, TELFORD: Well, let’s ask the gquestion ~=-
you’re talking about direct transfer of data, correct use of
pertinent data. What you’re describing is ~- you say it’s
the correct use, the cecrrect transfer, but maybe the word
don’t imply that. What would you do to these words to allow
you to do what you normally do in your practice?

MR. KEARLY: Could you use the word "proper"
instead of the "correct"?

MR. TELFORD: Of course, what we’re looking for
right here is just a blatant mistake, and what he’s
describing is not a mistake at all. But he’s bothered by
the fact that one piece of paper says 80 and the other one
is going to say 81, and we're going to =-- looking at these
words, it’s going to say that’s not a correct transfer of
data. It’s not proper either.

MR. KEARLY: Or "appropriate"? The patient looks
different on the simulator thar they do on the machine when
they set up on a day-to-day basis. That’s what Andy’s

saying. And you do the calculation for the best -~ your
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best estimate of what’s happening on the treatment machine.

MR. TELFCORD: We agree. I me:.n we want to aliow
this, but what are the words that we should be using here?

MR. STRUBLER: Just appropriate inputs.

MR. TELFORD: Appropriate input?

MR. STRUBLER: Because he’s made the assessnent
that the input was appropriate, even though it’s different.

MR. TELFORD: Okay, so that the person
transferring it, if the -~ if it’s B1 instead of 80, then
that person can somehow verify that it was the appropriate
use, the appropriate transfer.

MR. STRUBLER: Yes.

MR. TELFORD: Okay. That’s a good idea.

MR. TSE: Any other comments?

MR. STRUBLER: My final comment, if we want to
jump ahead tc comments on these others ==

MR. TSE: Yes, you may just go ahead.

MR. STRUBLER: I thought that 5.8 to 5.11, some of
that was, again, too specific and perhaps unnecessary.

MR. KEARLY: Don’t you already say it in your reg?

MR. STRUBLER: And also somewhat confused.

MR. KEARLY: 1It’s in the Maryland regs. I thought
they're taken directly from you.

MR. TSE: No. Yes. Wait a minute. We did not

say, you Know, reg on these two items. To Ken’s comments,
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yes., You made the suggestion at the first workshop on 5,10,

MR. STRUBLER: 1I’m being consistent?

MR, TSE: We already did note this, and we will be
trying to modify the lower portion of 5.10, not the upper
portion, the lower portion. But if you have some language
you want to suggest, you might say so.

MR. STRUBLER: Well, going, say, to 5.8, again, I
think this whole area is very, very specific and too
specific, because the annual full calibrations will include
the determination of transmission factors for the beam
modifying devices, and then you get examples, and if you're
saying, well, you must make a transmission measurement of
your low-melting lead alloy every ycar, and one could say,
well, there’s no primary set of chance, is it necessary to
do that? And I would say probably not. I mean we genarally
make decisions as to whether we need to measure transmission
values on every single appliance that we may use that
modifies the beanm.

8o, I think it’s getting too detailed and specific
as to what should be done.

MR, TSE: The suggestion of 5.8 is not in the
current Part 35 regulations, and as you said, you measure
these trays or wedges and your annual calibration. Right?
How would you modify this such that it would be in the

industry practice we can suggest on some other people today?



10

11

12

13

14

15

16

1?7

18

19

20

21

22

23

24

25

303

MR. STRUBLER: Again, to soften it and use a
"should" evaluation, so that we can determine what we feel
needs to be done on an annual basis.

MR, TSE: Okay. We have some discussions over
"should" or "will." The guide is structured sucn that
people could say I’'m going to do this, meaning I, the
licensee, will cdo this. That’s how it’s structured, instead
of saying the licensee should do this.

Anyway, we're going to consider this.

MR. TELFORD: You’re thinking of a case of the
licensee adopts this statement, then the licensee should
make a simple statement in their plan as to what they will
do.

Your intent is to put in a "should" here and the
let the licensee decide what they will do, and we agree wich
that. I mean we want to give alternative things that we
think should be done and look for ways that ought to be
sufficient.

Now, we don’t really mean to imply that you would
do all these things, but we’ve merely written this so that
if the licensee just pulled up the statement that it would
be easily used within their plan.

Really, what you'’re saying is that some of these
may be appropriate for one licensee, but may not be

appropriate for another licensee like the recastable block
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material, for instance, depending upon what material you
use.

MR. STRUBLER: I thin' it goes without saying that
if they don’t have it or they have a different kind, but my
general count is just all these areas are far too specific,
and even though we recognize the guidelines, there’s still
the aura of a regulatory aspect to it. Clearly, with 5.10,
ie also in the same vein.

MR, BUKOVITZ: 1In 5.8 I would, after trays and
wedges are mentioned, I would not mentioned all these other
items such as stock material, blocks and castable materials.
The reason is -- I would include trays and wedges, because
those are used on a rcutine basis.

Those can affect a lot of patients and that’s just
something that’s run of the mill, but if you’re going to
make a compensator or if you’re going to use bolus or if
you’re going to use recastable block material to make a half
value layer block, normally what you do is once you make it
for that patient, you’re going to measure it anyway.

Then that’s a patient-specific measurement.

MR. TSE: Therefore you do not need to measure
annually.

MR. BUKOVITZ: Right, you don’t need to me sure it
annually because your measuring it as you need it,.

MR. TSE: Specifically for that patient. That’s a
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good comment. I think that it is a little specific, the
recommendations. If we take the modifications suggested
that perhaps the material and block material may nct be
necessary for ==

MR. KEARLY: The paragraph at the top of the page;
I have only one question I still have and I raised it
before. 1I’'’m not sure that there is such a thing as an
accredited TLD service.

MR. TSE: That’s what? This was menticned or
suggested at the first workshop where Chapter 2 used perhaps
a different word than this.

MR. KEARLY: There are some famous ones. I don’t
know if you want to use that word.

MR. TSE: You can make your suggestions.

MR. CAMPER: When you think of NAVLAB, for
example, =~

MR. KEARLY: No, they don’t accredit TLDs for
therapy measurement, no.

MR. CAMPER: Not at all?

MR. KEARLY: That’s for the badges. When you
think of accreditation for therapy purposes; you think of
the AAPM monitoring the performance at some laboratory and
doing that on an ongoing basis. The AAPM accredits with the
help of NIST, but that’s for therapy measurement chambers,

not for TLD. As far as 1 know, they don’t accredit any TLD



MR. TSE: Any othe 1 C oI comments?

MR. BUKOVITZ: e one quick question on 5.7 in
general. It’s basically ==~ )T ource change, basically
the unit is going to have to be ¢ ted twice? A full

o~y

calibration and then a s

MR. TSE: And an

MR. BUKOVITZ:
their own physicist is going h 0 hire two

MR. TSE: ©, that’s why we put in the
alternative which is to !} TLD check.

MR. BUKOVITZ: 1t you don’t have an accredited
TLD service.

MR. B¢ le’'re goine © change that word.

Madison Wisconsin has TLD service.

MR. JKOV : 1ave another question. An

individual who did not perform the whole calibration using

your dorfimetry system, other than the one used iuring full

calibration, but the TLD’s are only good to plus or minus §
percent. For therapy purposes, on a calibration, you want
plus or minus 2 percent.

On an annual calibration, we're striving for plus

Or minus 2 percent.

MR. KLINE:
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depending on the laboratory and the facility,
reproduceability can vary and the accuracy =~=- there are
facilities that (o give you accuracy down to what they
insist is less than 2 percent.

MR, KEARLY: That’s when accrediting comes into
account. I mean, if you can’t connect it to NBS’s rad ==
and no orne has tried to do it == if you can’t in an
accredited fashion, connect it there.

MR. KLINE: Again, with that word, I believe it’s
speculative change for accredited, so that would alleviate
that.

MR. TELFORD: But this is a check; it’s not a
calibration. You start out with this 5.7.2; the independent
check will be performed by either =-- go we’ve got two
different ways to do that.

Are these two different ways sufficient? Should
we have more ways here?

MR. BUKOVITZ: Well this thing about the TLD just
bothers me. 1I‘ve used TLDs long enough that, you kaow,
pecple will say they’ll give you plus or minus § percent,
but a hiccup will change it to 10 percent. I just don’t
trust them.

They’re great for a verification.

MR. TSE: But this is the verification.

MR. BUKOVITZ: Yes, but the verification is == the
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five percent just bothers me.

MR. TELFORD: How would you do the independent
check then?

MR. BUKOVITZ: First of all, I’d ask; is it really
needed? If you have sumebody who is a guote, a gualified
expert who does the annual calibration, who has eguipment
which is == which meets your two year regquirements for an
ADCL calibration of his eguipment -~ and that’s probably
been checked against a constant output scurce, why are you =
- why is this here?

MR. TSE: Because in our view, == in my view, at
least -~ the calibration is very important. 1If for some
reason errors have been made, then that error would be
propagated until the next calibration.

MR. BUKOVITZ: Why would you not pick that up in
the next month’s spot check?

MR. TELFORD: We also have a spot check?

MR. TSE: Yes, we have a monthly spot check.

MR. TELFORD: Okay.

MR. BUKOVITZ: Part 35 says you have to have it.

MR. TELFORD: 1It’s not in the guide; it’s in Part
35.

MR. TSE: The spot checks are less. I think it’s
not as ==

MR. TELFORD: Are spot checks plus or minus 5



instrument to do

the spot checki
response of this
calibration, you
instrument should give you

Now, 1f that’s going to vary by more than a few
percent, you're immed JO to suspect something is
awry. Either the instrument you’ve been using for your spot
check is no good, or the instrument you used for your full
annual calibration is awry.

Right thare, you’ve got two means to check your

annual calibration.

rticular requirement
originally started yther person, another
instrumentation,
S0 it 1is -:ruly check, But because of the

problem, therefore it ferent from the spot check.

the problem is that many facilities we heard that they

not have a second person.
those services for TLD

30 we thought
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MS. PICCONE: Right., If you have an error in a
spot check or when you change the source.

So for most institutions, are we not talking once
every five years?

MR. BUKOVITZ: I did not fully clarify that it was
source change. I kept thinking of the annual calibration,
for some reason.

MR. KLINE: Or the 5 percent change in cutput.

MR. BUKOVITZ: Or the 5 percent ==

MR. KEARLY: That’s how I interpreted this at the
beginning.

MR. BUKOVITZ: My error. I still like the idea of
one, even one -- well, never mind.

MR. TSE: You still made the suggestion, right?

MR. BUKOVITZ: Yes.

MR. TSE: Okay.

MR. KEARLY: Could 1 ask how 5.10 now reads?
Because I know we’'ve made a lot of comments about it before.
And it is nct clear to me what you are going to ask now in
5.10. What do you want 5.10 to do?

MR, TSE: I don’t think I can read to you how it
reads, because we need to go through the five workshops and
then we discuss with the ACR, AAPM, so on.

But essentially, the suggestion is that we do not
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need to have those detailed specifications of how to make
the computation., Essentially, the last four or five or six
or seven cases should be modified.

If you have a suggestion how you would like it to
read, certainly we want to read that,

I think last workshop, the suggestion, the first
few sentences, first few lines will be okay, but that the
last few lines were the conditions. 1It’s difficult.

MR. KEARLY: Could I ask now if this refers to
both -~ there are two situations for a dose, which we call
dose calculations.

One is relative dose calculations, which do get
factored into a dose calculation, isodose curves.

And the other is like central axis, percent depth
dose, or if are you deoing an isocentric, some kind of an
isocentric depth dose calculaticn, a TMR or TAR value that
you are looking for for your dose calculation.

My impression was from the first workshop that you
are only covering that second issue. If a computer gives
you the treatment time for a particular beam configuration,
that’s the number you want checked. That’s the ability, the
computer’s ability that you are trying to check.

It’s not the ability of the computer to match
flatness, symmetry, over a wide range of field sizes for

combined beams from different directions and compare that to
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MR, TSE: 1In the parentheses, you read last
sentence in the parentheses, if you do a relative
calculation, you still need to check, you still need to
check.

MR. KEARLY: What is being checked?

MR. TSE: Associated with the manual calculations,
still check with output, against output. But before the
first use of computer program, you need to at least make one
calculation, make some calculations, and then check against
the output under the same conditions, to make sure that they
are similar.

MR. KEARLY: So you do intend to cover both types
of uses of computers by this?

MR. TSE: That is what this parentheses stated.

Do you have any problems or concerns? Remember,
this covers the first use, before first use of software.

MR. KEARLY: Right,.

MR. TSE: 8o make a simple calculation, make a
simple check to make sure the computer program calculates
the numbers which you, actually matches the number you
actually measure.

MR. KEARLY: 1It’s acceptance testing of the
computer and a computer used to generate any number that’s

used for treatment should go through acceptance testing,
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because that’s really what you are saying.

MR. TSE: Essentially, in a simpler manner.

MR. KEARLY: Because acceptance testing is a
very ==

MR. TSE: But we did not go through the very
complex but very simple, minimum requirements == not even
requirements -- minimum suggestions of minimum should do.

Anybody else have a preblem with this particular
item?

MR. KEARLY: I just think you ought to == if you
are going to cover the cases where computers generate
isodose curves you are getting into something which people
have spent -~ there’s volumes written on what we ought to do
to check such things.

I think it is a good requirement to require that.
I think if anything in therapy departments that’s not given
enough time it’s probably the checking of the output from
the treatment planning computers. It is good to have a
requirement thsc we have to do that, I think, but ==

MR. TSE: Suggestion. This is a suggestion.

MR. KLINE: Let me comment on that. You bring up
a good point here. The (juestion is, are e ° g at the
profile sensitive curves? Are we looking at dose to a
point?

Typically a dose to a point is a function of those




10

11

12

13

14

15

16

18

19

20

21

22

23

24

25

316
isodose curves and profiles. Therefore I think the thrust
here is to confirm dose, not so much to critigue the ability
of the software program to generate the correct isodose
curves based on physical measurements.

I don’t believe that’s the thrust of what the
intent of this is.

MR. KEARLY: I am not arguing with it either way.
What I would like to point out to you is that this is the
first time anybody’s said this about computers. There is nc
Regulatory Guide about how we should be checking our
computers.,

There is a lot of Regulatory Guides about machine
outputs but you guys have, in this paragraph I think unless
I'm mistaken, it’s the first time anybody is saying, any
regulator is saying the computer has to be checked.

I hope that you say the best things that can be
said. I am not sure how to tell you because it is a big
issue. You may want to look into that with the AAPM 1 would
think to say it the best way.

MR. TSE: We will discuss it with them.

Any questions either on this item or other i*ams?

[No response. )

MR. TSE: If no questions ==

MR. CAMPER: 1I have a comment, not so much a

gquestion == actually a questicn and a comment if you are at
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a poeint where you could entertain a generic comment,

We spent a great deal of time talking about a
Regulatory Guide that bv all accounts is designed to be
comprehensive, to set up some guidelines by definition.

Let me be the devil’s advocate for a moment and
ask a guestion.

I have a concern that there might be institutions
out there that look at this Regulatory Guide and say fine,
if I commit to this Regulatory Guide then I have taken all
the necessary steps that I should take to address this
concern abcut quality assurance.

We all know that you can’t put everything that you
might want to into the Regulatory Guide. We also know that
there are other organizations inveolved, College of
Radiology, AAPM for example, Society of Nuclear Medicine,
what have you, but also you have a number of publications
that address this subject.

My question is, would it be advisable in your
opinion to contain within this Guide a bibliographical
listing of those other sources published by some of the
organizations that I mentioned and draw the attention to the
reader that these documents do in fact exist and that this
Regulatory Guide is not designed to be all encompassing
and/or the only word in guality assurance.

Is that worthwhile?
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Should we do 1t? Should we consider it, or what
have you?

MR. STRUBLER: I would say yes, in brief,.

1 thought that in some of your comments earl.er
you in general you make that general statement, to say that
this is not an all-encompassing document and I don’t recnll
where it may be but I would say it would be helpful because
we realize tha*t arocund the country there are many
institutions that don’t have access to gualified personnel
on a regular ba'is and thece are the institutionu we might
be more concerned with, who have a consulting physicist come
in periodically and things have changed over the last 1%
years I would say rather dramatically in regards to
therapeutic applications.

I think it would be helpful., While we all say
they should be aware of these documents, they may not be and
if it is going to be reviewed by "Management," they may want
to have guidance as to where these other documents may be
found.

I would say yes to your questions.

MR. DORING: I agree with Ken.

MR. CAMPER: Thank you.

MR. TSE: Any other questions or commonts with
regard to the Regulatory Guide?

MR. STRUBLER: Yes. Could I backtrack a duy here
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and bring the nuclear medicine people into this for a
moment. They might be getting bored with all these other
things.

One of the guestions you had raised, and I see
here in my notes that I didn’t tring up regarding any new
objectives, and it’s not perhaps so much an objective but
guideline regarding tte number o. injections for nuclear
nedicine procedures that our tec mologlsts suggested that
there should be & guideline thr . if you fail after two
injections you should stop the procedure and seck guidance
from the physician.

I ¢on’t know what routines 2re being done normally
but it may be another guideline, so that someone who is
constantly injecting then it may seem kind of foolish but
you might want to make a recommendation regarding
injecticns.

MR. NELSON: You mean failing to get the proper
image?

MR. STRUBLER: No. If you are trying to inject
for a radiopharmaceutical and the patient doesn’t accept it
you try and tthen you try again. You don’t just keep or
trying obviously, and some people may do that. I dui t
know.

MR. TSE: let’s ask the experts in nuclear

medicine what do you feel?



then we refer to somecne else.

(2 3 MR. STRUBLER: That’s probably common but do you
N 4 have any sense of whether that ==

X b
Ry 6 MS. MOORE: == that should be regulated?

AN 6 MR. STRUBLER: =~ that be tried three or four

A 7 times?

¢ 9 MR. TSE: Should the Guide contain a statement to
'); 10 say that if you inject more than two times or inject two
3 11 times, don‘'c continue?
12 What is your reaction?
13 MS, MODRE: I don’t think it would be an
‘
14 imposition to say that, n>. Are there always physicians
3
15 available in that case? I don’t know.
¢~ s 16 In our institution, yes, but maybe outpatient
" -y 8
\ 17 setting, no.
O )
v 18 MS. FRANKLIN: I haven’t had a problem with an
19 outpatient setting and injections.
20 MR. TSE: Do you mean the injection is always done
g 21 within the two?
22 MS. FRANKLIN: VYes, I really haven’t had a problenm

with that.

The only times I hav
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a problem is maybe

putting an IV for a thallium and then the doctor is always
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can really see its ncble effect.

MR, TSE: We heard the different views.

Any other suggestions?

[No response.)

MR, TSE: John, Thank you for your help.

MR, TELFORD: Let’s lock at the agenda for a
moment here.

We have a couple of charts to see., We could _ake
a short break and come back and ge until about 12:00 O’clock
cr we could sort of take an early lunch and come back a
little early.

The only consegquence I can think of is that
somebody may have plans to get out of here early, and they
won’t have time to get through reporting requirements. And
I'm sure that is something you ought to do.

Let’s talk about those things.

Does anybody have co.vlications wi® eaving
before, say, 5:00 O’clock today?

MR. GRAHAM: 1 do.

MR, TELFORD: You do? All right. Tine.

MR, GRAHAM: 4:00,

MR. TELFORD: 4:007

MR. BUKOVITZ: I have & 4:00 O‘clock flight.

MR, TELFORD: 4:00 O’clock. All right.

All right. Let’s take about a five minute break,
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and we'’ll do a little bit right before lunch, and get in
some how, then.

[Brief recess.)

MR, TELFORD: This is the item o~ the agenda that
appears at 1:00 o’clock, the volunteers’ suggestions for the
part 3%5.33, the diagnostic reporting and recordkeeping
requirements. Under that I have an item one ~~ I just have
& keyword there as the theme. The theme of this is that we
would like to structure reporting requiremerts that capture
things you might think of as important occurr nces, or cases
in which the adnministered dose is substantial, y different
than the directed dose, where sometring blatant went wrong,
like you clearly have the wrong patient; you have a 100
percent difference in the dose you've given.

$0, that’s the theme I want to ask your help with,
$o we will go through each of the items in the reporting
requirements and I will ask you if you would like tu delete,
modify or retain those items. So, in order to do tha% what
you need is this handout that you have == «verybody has got
to have this. And we need to turn to page -~ 35.33 begins
which is maybe 14477

Okay, the first think that you see is that for
diagnostic reporting requirements, we have divided it into
events and misadministrations.

(Slide.)
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MR. TELFORD: 1'’ve got these described cryptically
in the viewgraph, 8o on the left here we have the -~ let's
just take the section (a) == 35.,33(a)., These are the
diagnostic events. Now the intent behind this originally,
was to have a feedback loop that's internal to your hospital
or ¢linic, such that you can detect something that goes
wrong that’s not really a big deal and you could correct it
internally through your internal feedback loop. So these
would be the (a) == the little (a) would be reported to the
licensee internally.

Now, would you like to delete, modify or retain
little (a)? 1Is that a useful concept to you?

MR. STRUBLER: Well, again, the problem with both

diagnostic and therapy is the licensee -~ report to the
licensee.

MR. TELFORD: The word, ckay.

MR. STRUBLER: And ~- and management. And
management means the licensee. And I think the concern is
that these things should be reported internally to the chair
of the department or some other ==

MR. TELFORD: Reported to the Radiation Safety
Commjittee?

MR. STRUBLER: Probably not even that. I mean, as
necessary, but certainly to the chairman of the department

or some other division head.
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MR, TELFORD: Reported to the respongible
department chairman? 1s that a useful concept to you?
[No response.)

MR. TELFORD: I think I’'m hearing that you would =~

= you would retain little (a), but you would change the \
point %o which it would == you would report it, rather than
it go to licensing management?

MR. STRUBLER: Yes.

MR. TELFORD: Any other suggestions?

MR. KEARLY: There’s an interplay here between
what you call a quality assurance prcgram and records and
reports. Number (1) under (a) is not something that's
addressed in the QA program. Number (2) certainly is; and
number (3) is not, I don’t think. 1Is it? I can’t «- if
it’s already covered -~ if it’s already covered in the
program, why do we have to have an additional reporting
requirement?

MR. TELFORD: Well, there’s a fundamental
difference between 35,35, which is the qguality assurance
program, and those items that you should include == that’s =
- that's a performance-based regulation that you would have
alternative ways to meet it -~ this is prescriptive. This
says you shall report to somebody if you make one of these
mistakes.

MS. FRANKLIN: 8o, in the case of an outpatient
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patient, because 1 wouldn’t treat one that didn’t have &
referral, right?

MR. TELFORD: I realize that you would not, but
the reporting requirement says for anybody that did treat a
patient without having a referral -~ thau the concept here
is that that gets reported to somebody within the licensee
organization. It could be it's the chairman of the
department, it could be your authorized user.

Okay, you seem to be pretty passive on this. You
don't feel too strongly one way or another, as long as we
have it reported to the right person, such that you have an
intelligent listener, somebody that can do something about
it == knows what to do, then it’s all right?

Frank, did you have any remarks you wanted to make
about 1, 2, and 37

MR. KEARLY: No not at the moment. This
documentation and evaluation and that sort of thing ==

MR, TELFORD: We'’ll get to records in a minute.

MR. KEARLY: Yes.

MR. TELFORD: Records is Part (e); we’re on Part
(a).

Okay. Let’s move to Part (b), and Part (b) are
things we call misadministrations. 8o, for instance, under
(b) (1), this is a gross mistake, where you have the wrong

patient or the wrong radiopharmaceutical or the wrong route,
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and (b)(2) is when the administered dose is 50 percent
different fronm the prescribed dose.

MR. BUKOVITZ: Can we go back up to (b) (1) real
quickly, please? Any diagnostic use other than that stated
in the prescription and procedures manual.

MR. TELFORD: Yes,.

MR. BUKOVITZ: There are certain diagnostic uses
which are not wrong. My question is what happens if you do
& procedure which you do not find in your procedure manual?
It may be FDA approved, it may be totally innocuous, and
absolutely nothing happened other than that you got some
useful information,

New, could that be a misadministration?

MR. TELFORD: Okay. Let me ask you to look at
page 1447(b) (1) for the exact words. This is saying, in the
exact words, that any diagnostic medical use, other than the
one stated in the prescription or the referral and the
manual.

§o, that's sort of as if you're operating without
any direction.

Let’s take your exam;le: How did the technoclogist
know what to do?

MR. BUKOVITZ: Let’s say the technologist was
asked to perform a certain study, and the study is an

approved study. The authorized user asked it.
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Uuser aan make a diagnostic referral. His point is if the
authorized user makes a diagnostic referral and they may not
have it in the clinical procedures manual, and the way this

is written here, it appears to tie those two things

together,

MR. TELFORD: Well, that’s something we should fix
then.

MR. TSE: John?

MR. TELFORD: Yes.

MR. TSE: The authorized user could make a
prescriptiou. If he makes «cion, then that would

not be tied into a procedures manual.

§¢, like your example, he or she wants to do 1
certain study. He or she writes a prescription. That
prescrintion is given to the technologist the he or she
could perform that without having to worry about a
diagnostic referrszl and the manual. Maybe you think it's
not clear, but that’s what the inten. of this was,.

MR. TELFORD: You’re suggesting that we should
allow the authorized user to direct a diagnostic study to be
done, carried out by the technologist, and the study need
not be described i: the clinical procedures manual.

MR. BUKOVITZ: Right.

MR. TELFORD: Okay. We should fix those words; we

agree.
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which wvas wanted was changed or may have been changed after
the fact,

MR. TELFORD: They didn’t image Organ A?

MR, BUKOVITZ: Well, they didn’t intend to image
Organ A, but Organ A was imaged anyway and the study was
then based upon the imaging of Organ A.

MR. TELFORD: Okay, they imaged both Organs A and

MR, BUKOVITZ: Right, but then B was originally
requested, but then the study was really more interested =~
the physician was more interested in Organ A.

MR. TELFORD: 1 don’‘t see a problem.

MR, NELSON: What we’d get a written down then ==
would Organ A get written down, the one that it was
originally intended for, or would Organ B be the one that
was finally used?

MR. BUKOVITZ: Organ B would be the one that was
finally used, even though Organ A was the one that was
originally requested.

MR. CAMPER: This seems to imply close physician
interaction. I don’'t see it as being a = other than the
designated organ, it’s not a route of administration preblem
and it’s not really a pharmaceutical problem. This is
almost a medical judgment call that at some point, the

physician decides, I vant to look at Organ B or I rather
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initially intended Organ A.

It doesn’t sound like a misadministration to me at
all.

MR. BUKOVITZ: Oh, no, I'm not considering it as
one, but I'm just wondering how you would look at it.

MS8. PICCONE: Let me give you a renal study
scenario and see if this fits into what you’re thinking
about., There’'s a diagnostic referral to do a renal study
and in the clinical procedures manual, it lists what agents
you should use for that.

Instead, this patient was injected with the bone
imaging agent and on these images, you were able to see the
kidneys and so they got what information they wanted recause
they eaw the kidneys. Is this what -~

MR. BUKOVITZ: 1It’s close.

MS. PICCONE: That really would be a
misadministration.

MR, KLINE: The prescription is nade and a
different pharmaceutical is injected?

MR, BUKOVITZ: Well, no. You can do certain
studies whereby you’re injecting the same pharmaceutical,

same amount, by the same route, but looking at a
u.fferent organ.

1f the referral was made for Organ A, but then a

final diagnesis and reading was done for Organ B ==
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MR. CAMPER: You're getting into clinical

interpretation.

MR. KLINE: Unless you have differences in doses,
let’s say, Organ A required 5 millicuries aid Crgan B
required 20 and you injected 20 when you meant to inject §,
that’s a little different,

MR. BUKOVITZ: That, I agree. I’m really looking
at the organ; the organ you wanted to look at and the ore
you finally looked at.

MR. CAMPER: Yes, but if the doctor ordered Organ
A and the dose is administered properly for Organ A, and the
interpreting physician, as part of his diagnosis, looks at

Organ B, to my way of thinking, that’s a cliniccl

interpretation problem: it’s not . misadministrat'on [
problem,

MS. PICCONE: In adaition t» A, he looked at B ~=-
in acditior to A == whet was originally wanted"

Mit, BUKOVITZ: Or he looked st B in ileu of A.

MS. PICCONE: Say a physician wvanted 2 liver scan
#nd they ussed t\w same == just for arguxent’s suke, the
technologist imagwd the lungs and they got an inage o the
lungs and s¢ the study now interprets some study of the
lungs when the diagnostic raferral asked for sonething
having to do with the liver.

MR. BUKOVITZ: The route == there would bt no
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difference in the route, the dose for an organ,

MR, TELFORD: §Seemg strange.

MS. PICCONE: But there’'s a problem there.

MR. GRAHAM: Your documentation doesn’t coincide
with the written order, your written order plus the reporis

and obviously it would not come to you pecple as reviewing

that,

MR. DORING: There’s nothing wrong with doing
what'’s asked and then some. But you can’t do "and then
some ., "

MR. CAMPER: That'’s not customary.

MR. BUKOVITZ: But see, I’'m iooking at the
phraseclogy, because the administration of the
radiopharmaceutical hasn‘t changed. 1It’s not the wrong
organ and it’s not the wrong site.

MS. PICCONE: 1Is that you want add that to
this; that this should include if you ima¢ 4 the wrong site?

MR. BUKOVITZ: 1If you imaged a -~ well, it’s not
necessarily the wrong site. You imaged a different site,
other than the one you originally intended. For whatever
reason it happened, I don’t know, but it’s not == it just
happens that Organ B would have received this amount of
radiation of the radiopharmaceutical, regardless of whether
or not Organ B was requested to be imaged.

MR. KLINE: That would be visualizing an
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additional site in addition to Organ A.

MS. PICCONE: He'’'s saying, instead of.

MR. BUKOVITZ: 1Instead of.

MR. KLINE: Let'’s say, for example, like
technetium DTPA which people at one time used for the brain
and kidney, so you have two different organs and you're
saying that the original order said, I'm going to a brain
scan with DPTA. You inject and then the physician goes off
== I really wanted to look at the kidney?

MR. BUKOVITZ: Right, exactly.

MR. KLINE: 1It'’s a different organ.

MR. BUKOVITZ: Yes, and it’s after the fact.

MR. TELFORD: Don’t create a problem for yourself.
Just have the physician say that I want to look at the
kidney now and ==~

MR. BUKOVITZ: Well, they do.

MR. TELFORD: They direct. 1If you looked at both,
then I don’t see where there’s a problem, but if you change
in midstream, you need to change the directions so that
everything corresponds.

MR. BUKOVITZ: But he changed in midstream after
the fact.

MR. TELFORD: I don’t think there’s any way we can
fix these words to ==~

MR. CAMPER: VYou’'re stepping a fine line between
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misadministration and clinical interpretation; there’'s no
question about that,

MR, BUKOVITZ: 1’1l leave it.

MR. TELFORD: Okay. It’s noon. Let’s break for
lunch and see if vwe can come back sharply at 1:00,

(Whereupon, at 12:00 p.m., the workshop was

recessed, to be reconvened this same date at 1:00 p.m.)



50 percent

what was




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

341
range.

MR. TELFORD: Okay. Llet’s move to (¢). For the
exact words, I'm going to refer you to what was in the
Federal Register on Page 1448,

But basically it says that for any occurrence A or
B, now that'’s any of these events here. A and B events are
the misadministrations. This requires the RSO to
investigate, make a record, and a report.

Now, how would you like to modify that?

(No response. )

MR. TELFORD: No modification?

(No response.)

MR. TELFORD: No?

MR. KEARLY: Can we at least add "or his
designee"?

MR. TELFORD: We could accept that suggestion,
sure.

MR. KEARLY: Because it is potentially a lot of
work.

MR. TELFORD: Yes. That is potentially work.

MR. KEARLY: Especially since you are adding
events to this.

MR. TELFORD: Now, how about, let me call your
attention here, how about to the events here. This requires

the RSO to investigate scmething here, make a record of it,
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anda a report.

MR. KEARLY: From my point of view, if I could
have the chief tech. in nuclear medicine investigate any
such event, I think that is perfectly adegquate. Because he
certainly knows what is going on there much more than I
would,

MR. TELFORD: You would substitute, or put an
alternative of your chief tech. instead of the RSO?

CAPTAIN HELLMAN: Well, the RSO or his designee.

MR. TELFORD: All right.

CAPTAIN HELIMAN: But the RSO is still
responsible.

MR. DORING: These regulations don’t preclude
individual institutions deciding that they are going to
delegate this responsibility, anyway. So is it absolutely
essential that you have to even put "designee" down if the
Radiation Safety Officer is going to assume responsibility
and wants to delegate that?

MR. STRUBLER: I think we do, because it says
Radiation Safety Officer. 7Tt does not say "or someone

else." And I would include "or his designee" in there.

This also infers that there should be two reports.

The first report is by the nuclear medicine, say, chief
technologist. That’s Part (a). Part (c) says someone else

should also investigate.
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§¢ this report here from the nuclear med. tech.
would nnt be appropriate for Part (¢), which is a different
statement. 3

MR. KEARLY: 1 take Part (c¢) to be what it is that
Part (a) generates. Those things require it and Part (c)
says what it is supposed to be. It is a record of the event
and it’s an investigation of it.

MR. STRUBLER: Part (a) says a record and a
report. Part (c) says also an investigation and a report.

MR. TELFORD: Well, look at Page 1447 under (a).

These three events here we say are diagnostic
events for which a record and, under certain circumstances,
a report is required. 8o the (a) (1), (2), (3) over here
are the things for which the report might be required. This
(¢) over here says who will do it and basically what they
will do, the broad steps, they will investiyate, make a
record, and file a report.

MR. STRUBLER: 8o it is acceptable if you put "“or
his designee", "or designee." (a) could be a record by the
nuclear medicine tech. (c¢) could be a report by the same
individual, which would differ from a record. It says
"record or." So if it is & minor problem ==

MR. TELFORD: No.

MR. STRUBLER: No?

MR. TELFORD: No. I apologize. My cryptic stuff
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You have to look at Page 1447, This is really a
list of things, occurrences that we are calling events, that
will regquire something. Okay? This is what it regquires.

I'm sorry. Please don’t pay too much attention to
my c¢ryptic English up there.

Frank?

MR, KEARLY: That’s how I interpreted it. But can
I vake == this is a request: Following with the definition
~i events, 1 would like to see immediately the regquirements
for recordkeeping and reporting. Following the
misadministratiocns, in that same section, requirements for
records and reporting.

In the next half a page, you go into if this, then
that, or that, then this, then this over here, then that,
It’s extremely confusing as to what kind of records are
required when, what kind of reports are required when.

This is convolutional here.

MR. TELFORD: The order in which we give you the
information ~~ you’re saying that -~ ckay, records are at
the end.

MR, KEARLY: And they go back and forth between
events and administrations, depending on what the size is
and so forth., Sometimes you do something for events and not

for administrations and vice versa, and then sometimes you
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do something for either or both,

MR. TELFORD: Okay.

MR. KEARLY: After events, what are the reporting
requirements, the recordkeeping and reporting reqguirenants?

MR, TELFORD: Okay. If I understand this
2orrectly, you're suggesting you would like to see -~ take
events and treat them in total.

MR. KEARLY: Correct.

MR. TELFORD: Take events, do the report, do the
record, and then go to misadministrations, do the reports,
do the records -~

MR, KEARLY: Yes.

MR, TELFORD: == do the wherefores and all ths
other conditions. Okay. I understand.

MR. KEARLY: And make it clear that you want this
documentation,

MR. TELFORD: Okay.

MR, KEARLY: I guess there’s a difference between
a record and a report. It’s not quite clear to me what it
is. And an investigation, also.

MR, TELFORD: That would be easy, because a record
is something that you retain, and a report is something that
has to go to somebody. I meun a record you just puv* in the
file. But if it’s a report to the NRC, for instance, you

have to send it in. If it’s a report to your authorized
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user or licensee management or chairman of the department,
whatever we say, it has to go tn that person.

MR. BUKOVITZ: 1Is & copy of the record a report?

MR. TELFORD: Prcbably not. Probably not
sufficient, unless you’ve structured all your records such
that they can be turned into reports. I mean you could make
it that wvay, but then you would have a file for essentially
letters, letter reports. That would be too much trouble in
ny case,

CAPTAIN HELLMAN: E(4), or E(3), on 1448, says
what a record must have,

MR. TELFORD: Yes. We warc on (¢) here for when
this report must go in, either for (a), for events, or (b),
for misadministrations. 8o, (¢) r2ally requires soma work
by somebody, and you could say RSO or designee.

Any other suggested meodifications to (¢)?

(No response.)

MR. TELFORD: Okay. Let’s go to (d), and this
says that you’‘re going to report to the NRC within 15 cays
of either (a), which are events, cr (b), misadministrations,
if either the event or the misadministration involved
unauthorized byproduct material, for some reason using
byproduct material that’s not covered in your license == you
know, maybe it’s 2 new brachytherapy source and you just

don’t have it included on your license yet; that’s an
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example == or there’s a fivefold error in the dosage.

Now, let me apologize again. These are cryptic
slides., 8o, for the exact words, you have to look on page
1448, But basically, you're talking about a fivefold error;
the administered dose is fivefold different {vrom the
prescribed dose; or this one, the dose to any .*gan is
greater than 2 rem or you get a half-rem whole body as a
result of one of these events or one of these
misadninistrations.

Now, do you have some suggested modifications for
(4)?

[No response.)

MR. TELFORD: The nuclear medicine folks should
pay careful attention here.

MX. KEARLY: Could I step back just one second to
the last sentence of Part (¢)?

MR. TELFORD: Yes.

MR. KEARLY: We have "notify licensee management
to take appropriate and corrective action" once again. And
I think it is the same comment that was made before.
Mariagenent is not the right place to go.

MR. TELFORD: Okay. Notify Department Chairman?

MR. KEARLY: Something to that effect.

MR. TELFORD: Something to that effect?

As you said before, whatever we work out from
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before can go here, too. COkay?

MR. KEARLY: Okay.

CAPTAIN HELIMAN: Yes., I ca- see also, for (e),
somethirqg that requires only a record, to not, let'’s say,
have to0 go to the management. Something that in fact is a
report, i.e., reportable through (d), which has been, as in
today, these misadministrations, report them to the
management, or to the Radiation Safety Committee, or
whatever,

But I would separate reportable to the NRC events
from nonreportable, as to how wa handle them through our own
management.

MR. TELFORD: You would like them to be separated?

CAPTAIN HELLMAN: VYes.

MR. TELFORD: Okay. I think we have.

CAPTAIN HELLMAN: Well, (c¢) does not require, (¢)
says any event or misadministration must have a record in
Part (e). And Part (e) requires that anything that occurs,
you are saying that anything that occurs whatsocever you need
to report to your management.,

And I’'m saying let’s have only those that are
reportable to the NRC come tu the attention of management,

MR. TELFORD: Oh. Have them the same. Okay.

Wait a minute. You’re saying that under (d) if

you report it to the NRC, it should also go to somewhere
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we re Jeling ¢ I w Tl !
i MR. KEARLY omeéthing got past us here in the
l‘ 3 whole process,
< In (a) for instance Number 2 says any diagnostic
5 medical use without a prescription or a diagnostic referral
O And we went around that circle a lot y erday.
A 7 Diagnostic referral is something in writing, while
8 sometimes we won’t havie ch a thing. And that is allowved
. o now by our current thinking. I mean, that is what we
N
10 discussed yesterday.
% | So0 that means potentially we have a lot of, a lot
1s of events. Who cares about that?
13 MR. TELFORD: I think we have to assume here that
D
14 the -- just a point of clarification -- we have to assune
15 here cthu. «~hen we are talking about a referral here,
16 whatever we settle on is the referral, whether it is a
17 written referral or if it is direct communication, oral
18 referral.
19 MR. KEARLY: I still see that as potentially a lot
20 of events. And how cares about them? Who should care about
21 them? Management won’t care about thenm.
22 MR. TELFORD: \ll right.
23 MR. KEARLY: Management shouldn’t care about then. &
24 Should the Department Chairman care about it? I Y
. 5e . AR ~1 4 = & ) " -~ 'R . 1Y e»
25 mean, 1s there clinically something going wrong is really
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our most important guestion to ask,

But when you ask who we refer to, this is part of
the problem that I have with these two pages. Again, the
requirenments, you can state simply what you are trying to
accomplish, but t en there are requirements for
recordkeeping and reporting that you have to go through four
more paragraphs and pick out does it or doesn’t it apply to
what we are talking about.

§0 whatever you want to do with these things, say
it right there.

MR. TELFORD: Okay. You are right. Wwhat this is
after is that you have a diagnostic use without a referral.
Yes. That means that you have patients coming into the
nuclear medicine department that have been treated. They
had neither a prescription nor a referral.

Do you want that to be ==

MR. KEARLY: Whatever we decide on, I think if you
make a reasonable definition for "referral," I think that
that’s okay.

MR. TELFORD: Okay. But I would assume you don’t
want patients coming into your department without one or the
other.

MR. KEARLY: Right. Sometimes a referral can be a
phone referral, I hope.

MR. TELFORD: Okay. Joe had a suggestion that he
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was suggesting it is not necessarily a reguirement t¢ report
things that would be under (¢) but if it is going to be
reported to NRC, that is, a sufficient level to be required
to be reported to NRC, then those same kind of requirements
ought to apply to the things that go internally.

CAPTAIN HELILMAN: Nothing precludes the RSO or his
representative bringing other events up to the safety
committee. It’s simply that they need not have to go to the
safety committee.

MR. TELFORD: Does anybody have any remarks about
the trigger levels here? We have the five-fold error or the
half rem whole body or two rem any organ.

CAPTAIN HELIMAN: 1Is that a relaxation from what
we currently have?

MR. TELFORD: No. This is current. Two rem whole
body; half rem -~ two rem any organ; halt rem whole body is
current.

CAPTAIN HELLMAN: But, say, if someone prescribes
protechnetate and they use pyrophosphate, that’s not a
reportable, that would not be reportable at this point?

It’s reportable now.

MR. TELFORD: You have the wrong
radiopharmaceutical.

CAPTAIN HELIMAN: Yes. But reportable to the NRC,

though, under (d), that does not look like a reportable
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incident, any more.

MR, TELFORD: Well, let’s take your example. You
have ™~ wrong radiopharmaceutical.

CAPTAIN HELLMAN: Yes.

MR, TELFORD: Did it result in a dosage that was
five~fold or two rem any organ or half rem whole body as a
result of it being the wrong radiopharmaceutical?

If it does, then it goes to the NRC,

CAPTAIN HELIMAN: I think it’s a relaxation.

MR, TELFORD: 1It’s a relaxation?

CAPTAIN HELIMAN: I think so. I think it can be.

MR. TFLFORD: 1 didn’t realize we were relaxing.
I thought this was a lot more ==

MR, CA» 'R: Well, it'’s turned up the two rem
triggering level wiun respect to almost all diagnostic
procedures. If you administer the wrong radiopharmaceutical
compound, you are going to go to an other~than-intended
organ, and it’s going to get a dose on that organ.

MR. TELFORD: Yes. See, if you get the wrong
radiopharmaceutical, you can almost guarantee it, couldn’t
you assure that you are going to get two rem to some organ
that wasn’t intended?

CAPTAIN HELIMAN: I don’t do nuclear medicine.

MR. TELFORD: Okay. Gene?

MR, GRAHAM: I don’t do it.
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MR. TELFORD: Linda?

MS. FRANKLIN: 1 don’t do dose,.

MR. TELFORD: Susan?

MS. MOORE: I’m not sure either.

MR. BUKOVITZ: Just administering the wrong
radiopharmaceutical, now, really does not necessarily come
anywhere an organ duvse of two rem. Most organ doses z2re in
typically~administered raiges of millicurie amounts of
radiopharmaceuticals. It could be much less than a two-rem
organ dose. But I don’t think that’s the issue.

MR. TELFORD: Okay. 1Is there an issue?

MR. STRUBLER: I think the issue was, as it stands
now, my understanding was a misadministration is reportable
to the NRC. Period. Now, we’re qualifying what kind of
misadministration is reportable. If it is a
misadministration below two rems, it is not reportable. And
that is the point that was being made.

MR. TELFORD: Anthony?

MR. TSE: Under the current regulation it stated
the same way. Reportable to NRC if it is a five~ivuld
diagnostic misadministration or greater than two rem. It is
the sare way.

MR. TELFORD: I think you’ll find these in 3£.33
currently. You find this in 35.2 currently.

Let’s move to records then. We’ll finally get to
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records, Now, for the exact wcrds, I believe that’s on page
1448

MR. CAMPER: Point of clarification. 1It’s the
same as it is right now, but again, if you look at the 500
millirem, or the 2 rem organ dose, you’re going to find that
affects more nuclear medicine studies than you think., It
affects the majority of clinical nuclear medicine studies.

ME. BUKOVITZ: It affects them yes, but the organ
dose ==

MR. CAMPER: 1It’s a qualifier for misreporting.
You’ve got to either hit 500 millirem whole body, or your
going to hit the 2 rem organ dose for almost all nuclear
medicine studies.

MR. TSE: I think, generally, they hit the 2 rem
organ dose first.

MR. CAMPER: Yes. The 2 rem organ dose that’s
usually the trigger. It affects mest of them.

MR. BUKOVITZ: My understanding is that most organ
doses are geing to be less than 1 rem for typically
administered radioisotopes. Well, you know, I have no
problem with that anyway.

MR. TELFORD: Okay. Records. Part (e) requests
that you retain certain records. And this is for each
prescription referral because this contemplates a written

referral, and if we didn’t have it written then we would
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probably need some receord of the referral. Now & record of
the dose or dosage administered. And if you have a bunch of
outpatients then you send a report back to the referring
physician, so that covers you here for the record of the
dose or doses that’s given, and to keep these records for
three years.

Two, is if you have a clinical procedures manual,
and if you change a procedure in the manual, you keep the
©ld one for three years -« thres years after its last use.

And three is a record of each occurrence, either
(a) the events or (b) the misadministrations for 10 years.

Yes?

MR. STRUBLER: I just have one question regarding
the terminology. Because there are specific definitions for
dose, which is accepted as the absorbed dose, it’s also used
to mean amount of activity administered. Ancé here we have
in this comment here, to keep a record of the radiation
dose. And if you look at a strict definition, dose means
probably absorbed dosc; but we all know and understand the
differences in dose and abscrbed dose, verses amount of
activity. And you might want to be a little bit more
careful in the language.

MR. TELFORD: Okay. I’'m looking at (e)(l), record
of administered radiation dose. So we’re contemplating what

was administered.
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dosage, if it’s not activity?

MR. TSE: 1I think that’s the catch == is that
radiation dose is the -~ is the dose, instead of being rems
or rad, and radiopharmaceutical dosage is the pharmaceutical
== millicuries/microcuries.

MR. STRUBLER: But people, in general, do not know
the absorbed dose that'’s being delivered. That’s not a
value that you have available or that is calculated -~ it is
highly variable anyway. But what is not variable and what
is measured, is the activity cof the radiopharmaceutical. I
think these terms should be used. And if you want to add in
"or" that'’s probably not a very useful addition to say "or
the absorbed dose," because people don’t know that.

MR. TELFORD: Or we could say an EG or an IE.

MR. STRUDLER: Yes.

MR. TELFORD: You know, put it in some sort of
clarification,

MR. STRUBLER: Yes, but the real gquantity that you
want to specify is the activity =-- the radiopharmaceutical.

MR. TELFORD: Okay.

MR, STRUBLER: And then that’s clearly defined.

MR. KEARLY: Record of administered
radiopharmaceutical activity. And get rid of radiation dose
out of there altogether.

MR. TELFORD: Okay. Any other? Yes, Tony?
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MR. TSE: This particular item includes the
teletherapy, brachytherapy and the radiopharmaceutical. The
radiation doses refur to teletherapy and brachytherapy.
Radiopharmaceutical dosages refer to radiopharmaceutical
millicuries and microcuries.

CAPTAIN HELLMAN: These are diagnostic events in
this?

MR. STRUBLER: Oh yes. And it doesn’t matter
whether it’s diagnostic activity.

MR. TSE: Okay. But there are some diagnostic
device which contains some sort of ==

CAPTAIN HELIMAN: Sealed scurce?

MR. TSE: Ri~ht. This =-- they have a radiation
dose.

MR. STRUBLER: 1In general, the primary quantity is
the quantity activity. 1In a sense that'’s clearly defined in
the literature that should be used primarily, and then in
addition, there are other examples. For absorbed dose is
the quantity, then we should use that term "absorbed dose,"
because radiation dose, as I said, is not a scientific
specific definition of any quantity. |

MR. TELFORD: Okay. Any othrer final suggestions
for diagnostics, before we go to therapy?

MR. KEARLY: Yes. Part (e)(3), if you read it, it

says "every diagnostic event or misadministration regarded
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a report here, by this RSO, or you could have a report here
to the NRC.,

MR. KEARLY: This is extremely confusing.

CAPTAIN HELLMAN: Because (c¢) states that for any
diagnostic use that resulted in an event or
misadministration in (a) or (b) shall make a record and
retain the record, as directed in paragraph (d); so, (¢)
requiring the full-fledged record. It says for any in (a)
or (b) requires a record, as directed in (e).

MR. KEARLY: The record and the report contain the
same information, but every once in a while you want a
report sent to you, you want a record sent to you, and
that’s when you ==

MR. TELFORD: 1In (¢), it says shall promptly
investigate its cause, make a record for NRC review, retain
the record, as directed in paragraph (e). Okay. As
directed in paragraph (e) says keep it 10 years. But we’re
not up to a report yet.

Go off the record for a minute.

[Discussion held off the record.?

MR. TELFORD: P= don me?

MR. BUKOVITZ: Are you saying (e) happens only if
(a) or (b) happens, or are you saying (e) happens if (¢) or
(d) happens?

MR. TELFORD: V- == (e) is you have a record, and



the event,
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MR. TELFORD: Yes.

MR. KEARLY: 1Isn’t that already spelled out under
(d), though, the records that you'’re supposed to keep?

We have an awful lot here to try to figure out if
something happens. What categury does it fall into, and
what are we really going to == I have another gquestion.

Is (d) what you really mean by a
misadministration, since you want a report? Are you just
expanding your definition of misadministrations? 1Is that
what the meaning of (d) is?

MR. TELFORD: No, like this one. If you’re 50
percent different --

MR. KEARLY: 1If you have no misadministrations by
(d), right? 1Isn’t that what you mean by (d)? These are new
definitions for misadministrations.

MR. TELFORD: These are the trigger levels for
when you report to the NRC.

MR. KEARLY: Ycu mean misadministrations?

MR. TELFORD: Both (a) and (b).

MR. KEARLY: When a diagnostic event takes place,
if anything cn the left page happens, if (d) is satisfied,
it’s a misadministration. I mean, effectively, that’s what
you’re saying, because that’s what you want to know about.

MR. TELFORD: Let’s say you have a patient that

got treated and didn’t have a prescription or a referral,
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then that’s an event, not a misadministration. Okay? We
have an investigation and a record and a report to the
licenser under (c), and under (e), you keep that record that
you made up here for 10 years. If this patient happened to
get an organ dose that was not the intended organ for
greater than 2 rem, then you may have to file a report to
the NRC.

MR. CAMPER: Another point you made here, talking
about -~ triggering things, if you look at the fivefold
error in the dosage, it is very easy to see a fivefold error
in dosage to an organ that’s over-prescribed. For example,
you take technetium compounds, which are quite localized,
obviously, and you administer only the proper compound, it’s
very easy to deliver =-- in fact, you will deliver a dose in
excess of five times that which was intended, because in
many cases, it’s zero or near zero.

MR. KEARLY: You don’t mean that word to mean
activity in that case?

MR. TSE: The fivefold is a millicurie. The dose
is exact.

John, can I just try to address Frank’s point?

Either (a) or (b) is a definition of event, this
diagnostic event. I“ you have those occurrences, that’s an
event. Then, (e) is a definition of diagnostic

misadministrations. If you have those occurrences, that
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will be misadministrations?

What do you do once you have those is (c) says
you’ve got to do internal -- you should take internal
actions within the licensee; (d) says if you exceed certain
threshold either in (a) or in (b) you need to report to NRC
and whatever it says in (d). Then, (e) says if you have
either (a) or (b), you need to keep some of those records.
You do not have to report.

Then, the last one says that you =~ (3) says that
you need to keep the records if you need to file a report.

MR. KEARLY: Am I the only one who finds this very
confusing?

MR. BUKOVITZ: No. There’s a lot here.

MR. KEARLY: If a ~r b, then e.

MR. TELFORD: Yes, Joe?

CAPTAIN HELLMAN: I have a question about the
three years for both e(l) and e(2).

What is the current licensing frequency?

We're at a point where we’re getting annual where
we are.

I do not know =~ for myself I prefer kéeping it
for two years, some on an annual basis. However, agr-ement
states are still -- may be on a three year cycle and then I
can see keeping it that way.

MR. TELFORD: Some of the smaller licensees would
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be on a three year inspection cycle,

CAPTAIN HELIMAN: 1I guess we’re stuck then. 1I
would just rather not keep that much, for that long. Okay.

MR. BUKOVITZ: Are we saying if a or b, then e?

MR. KEARLY: John, would it help if on the side,
a, and then subtitle a so it would say diagnostic events
requiring a record, full report and report refers
immediately to 4?

This is like a "if greater than" statement and
what you have is a logical flow: if you exceed certain
values in a and b, then you go to d, and if you exceed those
values then go spit out a report that goes to the physician
and NRC.

Is that not correct, so it’s like a default
mechanism once you exceed a certain trigger level. You go
to the next trigger level that tells you to do that
particular thing, so up here, these would be records but the
report references only if you exceed that trigger level in
d, which is unauthorized byproduct material, fivefold error,
or organ dosage.

MR. TELFORD: Yes, if you have an event or a
misadministration, you are going to have a record, so, Andy,
you’re right.

If a up here or b there, you’re going to get e.

You are going to get a record.
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Now ¢ says for certain events you can repsrt
internally. If you exceed thece trigger levels the repert
goes to NRC,

Now when you look at the exact language on page
1448, 4 is rather long, a lot of words there but that is the
basic tree you are talking about.

MR. KEARLY: You define a report or a record in
two places but they &ire really the same thing, almost
totally, okay?

MR. TELFORD: Where’s that?

MR. KEARLY: Half-way through d you say the
written report must include, and then there’s a paragraph of
stuff and e(3) says virtually the sanme thing.

MR. TELFORD: Ah, but they are going to different
places, aren’t they?

MR. KEARLY: That’s not the point.

MR. TELFORD: Okay.

MR. KEARLY: You'’re requiring =-- the thing in 3 is
the record you are supposed to keep no matter what and
almost all of it is contained in part d as well, so why
don’t you just say after a and b that the following records
will be kept of these occurrences? Spell that out and then
get into whether or not it regquires a report someplace,
internally or outside.

The record has within it the fact that you have
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MR. TELFORD: I can’t put up all of the 35.34 at
one time, because I have it on three view-graphs. So, let's

step through the (a) and the (b) parts for therapy.

The same theme here is we’re looking for things
which are important to be reported to the NRC, and for
example, dosage which are substantially different from what
was prescribed.

Very similarly, we have Part (a), which are
events. So, let’s look at those.

In (1), we have the therapeutic use without a
pres-ription or the prior review of the patient’s case. And
in (2), we have a therapeutic use without recording what was
administered.

MR. BUKOVITZ: Pardon me.

MR. TELFORD: Yes.

MR. BUKOVITZ: There are occasions whereby, for
the first treatment, the dosimetrist or tech may calculate
the treatment time, they go right into treatment time, but
will not enter the dose until the physicist or another
person has checked it and actually recorded the correct dose
for that particular treatment time.

MR. TELFORD: 1Is this (1)?

MR. BUKOVITZ: No, (b)(2).

It may be requested that 180 rads per day be

delivered. The tech or a dosimetrist may calculate the
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treatment time to deliver 180 rads, but they will write in
the patient’s name, the fields, the amount of time used, but
not enter the dose for that day.

MR. TELFORD: Just the time.

MR, BUKOVITZ: They will just enter the time. And
the reason they will not enter the dose is that the dose may
not be correct, and they’re waiting for a second check where
the correct dose will then be entered.

So, instead of writing in 180 and then having that
scratched out and 185 entered, they’ll just leave it out.

MR. TELFORD: So, this is the very first fraction.

MR. BUKOVITZ: It may be the first two.

MR. TELFORD: The first two fractions.

MR. BUKOVITZ: Yes, maybe even three. It all
depends, because if you have =~~ it will be less than a week,
but what will happen is you may have site which does not
have a physicist on location every day.

MR. TELFORD: Okay. What is your suggested
modification for this, then?

MR. BUKOVITZ: Well, none right yet. I just
wanted to bring that to your attention.

MR. STRUBLER: 1I’ll give you my suggested
modification,

MR. TELFORD: Okay.

MR. STRUBLER: That is I am a little bit disturbed
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by all of these events and the inclusion of events for
therapy, because there’s many situations, as Andy and others
have pointed out, that are complex or that weculd technically
be "an event" and that, in general, when these things occur,
the physician or the chairman are always made aware of it,
unless it’s trivial, and they occur with some frequency but
are not considered to be disturbing or unusual, such that I
would just keep the misadministrations and not get into
these events, because when we get down to number 3, plus or
minus 20 percent error in a fractional dose, what this is
saying is that we have to develop a record or report, a
notification process; again, the same things we talked about
before apply particularly to the license management.

I would basically, I think, strike most of those
items, events, because it’s a part of the ongoing quality-
assurance process, where if something irregular occurs that
it’s brought to the notification of the radiation
oncologist, for example, and also, plus or minus 20 percent
or greater than 20 percent error as an event is not
uncommon, such that it’s easy to correct, and it is
corrected and without any consequences.

MR. TELFORD: Okay. Let me see if I understand
this,

You’re saying for these events listed here, we

should delete all ¢f (a), those four items.
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MR. STRUBLER: 1In therapy events, some of the
restrictive definitions here, I think, are not uncommon,
such that you’d be into writing records, unless you define a
record very broadly as saying yes, it’s been noted and
documented in patient chart that it wasn’t 220 rads but 180,
or vice versa, something like that, that goes over the 20
percent, or whatever it may have been, Without a
prescripcion, as we’ve noted before, there may be some kind
of an oral prescription given, or many, many scenarios in
which these may be termed "events" under these new criteria.

MR, TELFORD: Okay. You said particularly for
(a) (3) that this would not be something worthy of reporting
to the licensee internally.

MR. STRUBLER: Yes. And again, let’s use
reporting to the responsible physician or the chairman of
the department.

MR. TELFORD: Or the chairman of the department.
Let’s say it that way.

MR. STRUBLER: Yes,

MR. TELFORD: Then this is nothing to bother that
person about.

MR. STRUBLER: I’m saying that usually they are
notified. The responsible physician to that patient is
notified that this error has been -ade, a recording error,

some very simple thing, and ic’s corrected, and then you
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move on, Or you make some correction for the next day to
keep the recordkeeping clean.

MR. TELFORD: You‘re here in (a)(2)?

MR. STRUBLER: 1In all of those.

MR. TELFORD: They didn’t write the record down
that day.

MR. CTRUBLER: I mean there could be something
similar to what Andy is saying.

MR. TELFORD: They wrote it down the next day.

MR. STRUBLER: Yes.

MR. TELFORD: But let’s say you‘re 20 percent
different for that fraction.

MR. STRUBLER: Yes.

MR. TELFORD: Then did I understand you correctly
that we shouldn’t call that an event, because that
occurrence is not worth alsrting the department chairman
about?

MR. STRUBLER: Yes.

MR. TELFORD: Okay. How about (aj(l), a
therapeutic use without a prescription?

CAPTAIN HELIMAN: Actually, you could say without
both a prescription and a prior review.

MR. TELFORD: Yes. What do you think of that?

MR. STRUBLER: The same thing. There are many

exceptions, and they’re not uncommon, but they’re not
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necessarily common either, in the sense that a deviation
from standard practice may occur. There may be a verbal
order of some kind. There may be change. <The physician’s
at another hospital. And you’re doing a weekend emergent
case.

MR. KEARLY: I think at the heart of this is that
therapy is a process as oppused to a single occcasion. We
don’t treat people, except in exceptional cases, once.
Somebody is going to be there for 2, 3, 4, 5, 6, 7 weeks.
And so, some parts of the procedure may not be completed at
the moment that you’re asking for this sort of thing to be
finalized.

MR. STRUBLER: And I can also interiect, reading
this again, (a)(1l), the last section: "and a prior review
of the patient’s case by the authorized user.” In radiation
therapy, that just does not hapgpen.

MR. TELFORD: Okay.

MR. STRUBLER: Period. The physician must review
the patient’s case to make a determination of acceptance for
therapy and suitability for medical application ==

MR. TELFORD: So we would almost never have an
(a) (1)7?

MR. STRUBLER: You ¢ould have an (a) (1) without a
written prescription, because it’s been given orally, or he

has changed, he or she has changed their minds and calls the
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technologist and says I’'m decreasing Mrs., Jones’s dose from
400 to 300. And there’s not another physician to initlal.

MR. KEARLY: Right. And it may get initialled a
day later, but, technically speaking, a use has occurred
befcore that, while in the more general term, the use,
referring to therapy for the patient, hasn’t totally
occurred.

MR. TELFORD: Okay. So we’re saying that =-

MR. KEARLY: You just have to acknowleédge that
therapy takes place over a long period of time ==

MR. TELFORD: Right.

MR. KEARLY: == with changes taking place during
that time and the completion of it. I mean, you don’t have
everything done all at once sometimes.

MR. TELFORD: 1It’s not like radiopharmaceutical
therapy.

MR. KEARLY: It is significantly different.

MR. TELFORD: Patients come back again and again.

MR. KEARLY: That’s right. )

MK. TELFORD: And Ken'’s point was that these are
not important enough to alert the Department Chairman about,
in general.

Yes, Joe.

CAPTAIN HELIMAN: I have a differing opinion on

these,
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MR. KEARLY:! For both sections, I would like to
Bee (8) holse, and 1 guess it was (a) and (b) in the other
one, to just be definitions. Just get out any reference to
records or who they are sent to and just put that in the
lower parts. Then you define the record, then you define
who things are sent to.

MR. TELFORD: Oh, you are talking about the order
in which we presented you this stuff. Okay.

MR. KEAKLY: Yes. 1It’s too confusing.

MR. TELFORD: Okay.

MR. KE’RLY: Pecause you have multiple orders in
difisrent parts of the regs, otherwise,

MR. TELFORD: Yes. 1 would assume that if we
changed the order in which we telk in 75.32 we would give
you a very similar order 1. 15,32,

MR. KEARLY: Right.

MR. TELFORD: Order of presenting the information.

MR. KEARLY: Right. And in the, at the beginning
of it you just take cut any reference to either records or
where they go. Records and reports or where they go.

S0 (a) and (b) in 33, for instance, would just be
definition of diagnostic event and diagnostic
misadministrations.

MR. TELFORD: Okay. You want ur to say in 35.34

that a therapy event is one . f the following.
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MR. KEARLY! VYes, Just lesve it at that, Den’t
confuse it with the reguirements that you might have later.

Then, 1 also agree with Ken. 1 would rather not
have events that we would have to keep records of.

It somebody changed a monitor unit and you catch
it later =~ no, that’s not wouldn’t be == thav's not guite
under this.

MR. TELFORD: Let'’s say here they didn’t make a
record that day.

MR. KEARLY: 1If they didn’t make & record that
day, you'd tel. them, and the r-cord is put in the next day.
Nobody makes a record of such an occurrence in a report,

MR. STRUBLER: 1I‘m going to reiterate cne more
time. I feel rather more strongly, the more I’'m thinking
and listening, than perhaps the others do, regarding the
dismissal of this, simply beceuse there is ¢ ‘casion upoen
occasion when these things will oczur,

And if we are going got insist that a record,
meaning something written, describing what happened, not
necessarily being a report, but describing what happened to
whom and where and how, creates guite a burden.

It is important, and I agree with Joe saying that
yes, 1 would want to know. And virtually everything in our
department in any of these seguences, I’'m the one that knows

about it or the first to know about it.
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And the physicien then would also be consulted,
except for trivial things. If it is a matter of leaving out
a dose, you put it in and you carry on.

And I'm just not sure what the impetus of these
requirements, and this new definition of an event, where the
necessity comes in. Because the ongoing process of this as
described over a long term is such that these things o~cur
frequently, they are very minimal and minor, the internal
structure and organization is such that the appropriate
pecple are always notified.

It does not require a record to be generated on
that basis. You handle it on an individual basis. And if
You see trends occurring, you take steps to prevent that.

But when you are doing however many tens of
thousands of treatments, ten thousand treatments a year, you
are going to have a lot of cases where the technologist
fills everything in except the dose, or there is a monitor
unit transposition and change. an incorrect 20 percent error
in one day, wedges left ou’ All of these things are not
uncommon.

And to precipitate a report creates quite a
burden, I believe. That emphases my point.

MR. KEARLY: 1 agree completely, Ken, but there’s
a rral distinction. 1In nuclear medicine you only do it once

and you have done something to the patient. 1In therapy you
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doen’t know that you have done something to the patient until
the end of treatment, which is your misadministration
rulings and that is appropriate to ask for, but in the
middle of treatment you are engaged in the treating process
and you make adjustments and corrections for things that
aren’t what you want to see and it has no clinical
consequence to the patient whatsoever, g0 I don’t think it
is a relevant thing to require repcrting for.

It is certainly relevant to include in the gquality
assurance program, that you check for such things.

MR. TELFORD: Okay. Any other comments on (a),
35.34(a)? Tom?

MR. DORING: No.

MR. TELFORD: Okay. Would anybody object to
taking about a ten minute break right here? We’re about
half-way through our afternoon for time availak ¢, I
believe.

MR, STRUBLER: I wouldn’t mind just plowing
through.

MR. TELFORD: You want co keep plowing?

MR. STRUBLER: Yes.

MR. TELFORD: All right. Let’s keep plowing then.
Let’s go to ==

(8lide.)

MR. TELFORD: These are 35.34(b). Let me say
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again, what you see on the viewgraph, these words are just
rather cryptic and for the exact words you need to refer to
the handout which is page 1448,

MR. STRUBLER: Can you remind us? 1Is this a
significant change? 1 understand it is not.

MR. TELFORD: lLet me point out the changes to you.
now in (b) we are talking about misadministrations and if
you have a misadministration it is one of the following.

I7 one of the following occurs, you have a
misadministration. It will result in a record. It will
result in 2 report to the NRC.

MR. STRUBLER: But is it a change from what's
existing right now, or where are the changes?

MR. TELFORD: This is the same.

Number one is the same where you have the patient
or wrong source, wrong route.

Basically this is a difference in what was
prescribed.

The ten percent error in total dose, this is --

MR. BUKOVITZ: 1Is that millicuries administered?

MR. TELFORD: This is radiopharmaceutical.

CAPTAIN HELLMAN: You want activity, 1 think, not
dosage.

MR. TELFORD: Okay, this is riiiopharmaceutical

therapy and a 10 percent difference is the same as current.
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Teletherapy, the 10 percent in total is the sanme,
(1i) the factor of two difference for a fractional dose,
that is an additional definition. It is not currertly in
3s.a.

MR. KEARLY: 1Is it a fraction?

MR. TELFORD: Yes., This is a single fraction, a
daily fraction, You are a factor of two off. In (iii) this
is something you ha'en’t seen before. It’s not in 35.2,
This is you keep a runn.ig total after each daily fraction
and you are to stay within 10 percent of the prescribed
total.

The brachytherapy leaking, lost o. unrecoverable
source, I believe that is an addition, okay? 1I’ll get a
confirmation it is.

The brachytherapy administration is 20 percent
different. What is different sbout that is the 20 percent.
Currently it is 10 percent. That is a recognition that
brachytherapy is a bit of art as well as science.

MR, BUKOVITZ: 1 have a question on b(3)(ii).

MR. TELFORD: Okay.

MR. BUKOVITZ: Okay, the definition of error, it
for any reason the technologist must turn off the treatment
unit early and the patient was only delivered 5 rads out of
180, is that a -~ I would take it that is not an error.

MR. TELFORD: Let'’s look at the exact words, page
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1448, third column, We have "For any treatment fraction the
administered fractional dose being greater than twice or
less than one-~half of the prescribed fractional dose."

Now your case, I think yes it is, unless we build
in an exception that says due to machine failure or due to
the fact that the patient couldn’t stay on the treatment
table.

Yes?

MR. BUKOVITZ: There are a lot of situations where
you just stop treatment. You hr e to,

MR. KEARLY: What if the machine breaks down and
the patient doesn’t get treated?

Is that a misadministration?

MR. STRUBLER: According to this, it is, and I
think you are gettiry the idea that we don’t like that.

We also ~--

MR. KEARLY: Generally speaking, things that
happen on cvne day are not what you want to regulate.

MR. TELFORD: §So you would delete this one?

MR. KEARLY: Yes,

MR. BUKOVITZ: VYes.

CAPTAIN HELIMAN: 1 understand your intent, why
you mean it, i.e., if someons does screw up and give twice
the daily fractional dose.

MR. TELFORD: How about the case where it is not
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due to machine failure and it is not due to the patient
can’‘t stay on *he table but rather it’s an error that the
technologist made?

MR, KEARLY: It certainly deserves investigation.

MR. STRUBLER: Everybody knows about it. 1It'’s
going to be investigated. It does deserve investigation.

MR. TELFORD: Does it deserve a report to the NRC?

MR. STRUBLER: No, no, I den’t think so.

MR. TELFORD: Are you saying that that is
something you might call an event and have to report it to
your department chairman?

Are we up to a level ==

MR. KEARLY: Well, we voted to do something else
with events,

MR. TELFORD: That’s true, but that was
principally because you didn’t like the 20 percent, perhaps,
but what if this is now a factor of two? 1Is that something
== in other words if I could give you your choice, would you
rather have a factor of two reported to the NRC or reported
to the department chairman?

MR. STRUBLER: 1I’ll tell you again the concern 1
have is generating lots of records 2nd reports for things
that are not uncommon occurrence, not because ~f neglect or
sloppy work but these things happen when you are dealing in

therapeutic areas,
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MR. BUKOVITZ: Because just to elaborate a little
bit, there are a lot of the cases whereby you have to stop
treatment early and what is normally documented in the chart |
then is the patient may have gotten 20 rads instead of 200.
The patient was sick. The patient had whatever, and that is
written right into the treatment reccrd, the treatment chart
at that time and then that’s all that is ever done with it.
MR. TELFORD: What if this were only an overdose,
not an underdose? This were -~ was a factor of two greater
than what was prescribed?
MR. KEARLY: Does that have any significance
whatsoever?
MR. STRUBLER: It could have, but I think that my
response would be the same thing.
MR. TELFORD: Okay.
MR. STRUBLER: 1If it’s really a gross errcr ==
MR. TELFORD: Okay.
MR. STRUBLER: -~ and the technologist really
messes up, then we all know about it, and a report -~ verbal
report is made. And if it’s just a matter of something
happened, and there’s nothing you can do to control it and
you don’t foresee it happening agairn, then you make your
appropriate response to the technologist to try and say, why
did this happen and don’t let it happen again.

You know, if it was just a matter that -~ had a
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bad dey, or if it was symptomatic of something, then you
take some action and you report and you record that.

MR. TELFORD: But, if you had a fraction of =~ a
daily fraction of 400 rads and that was greater than a
factor two ~~- it was 850, what if that 850 resulted in a
dose to an organ not in the treatment volume?

CAPTAIN HELLMAN: 1If, in the opinion of the
physician, it results in adverse == you know == in an
adverse effect, then I can see your reporting it to the NRC.
I mean, I'd be certainly concerned about it if somebody gets
twice what they’re supposed to get. But again, if it
doesn’t affect the total cutput, you know, if the total dose
ia not exceeded, nor if it is results in any adverse effect
to the patient. we wouldn’t necessarily be concerned.

MR. TELFORD: Okay.

MR. STRUBLER: These are serious episodes and we
all take them very seriously and we would all take action;
but we all have been involved in these episodes and it'’s
just a matter, again, of trying to avoid even the minor
ones, but his is a much more serious situation, but
doesn’t always require a report being generated. There'’s
documentation of the event and internal discussion regarding
it, but =-

MR. TELFORD: You’‘re sort of downplaying this, I

take it, because this is a daily fraction. What if it’s in
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the total dose?

MR. KEARLY: There'’s no problem there. 10 percent
is ==~ no problem here.

MR. STRUBLER: In keeping the existing criteria, I
don’t have a problem with it. It’s the added features that
I might quarrel with.

MR. TELFORD: But if we don’t do anything with
fractional doses, then we don t need the summation,

MR, BUKOV1TZ: Especially not that one, because I
would have to read it six times just to see what it said.

MR. TELFORD: Okay? How about brachytherapy?

MR. KEARLY: Before we leave those items, well ==
there’s one very important issue, as well, in this. What do
you mean by prescription? For instance, one physician may
feel that a proper =-- an appropriate prescription for a
parti~ular site being treated is perhaps 5,000 rads; while
another physician might choose to give 6,000 rads for a
completely acceptable treatment.

Now, suppose that, through an error, 5,600 was
given rather than 5,000 -~ it’s greater than 10 percent; but
the physician looks at it and says, well that was an option
I had right from the keginning, there’s absolutely no
clinical consequence zs=ociated with that. Can he change
his prescription at that point?

MR. TELFORD: No.
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MR. KEARLY: He could before,

MR. STRUBLER: I can tell you now, it’s going to
happen.

MR. TELFORD: You don‘t mean that. 1 mean, come
on. You've got an authorized use, he says, give the patient
5,000 rade and 20 fractions. You get to the end of the 20
fractions and you find out you gave 5,600 rads.

MR. KEARLY: ©Oh, we’ll certainly consider that as
an important thing to have been done wrong. But is it a
misadministration, in terms of having a clinical effect on
the patient? Why do you want to know about
misadministration:? Why are we sending you reports of
misadministrations, if it’s not for clinical effect?

MR. TELFORD: Okay. That’s two guestions in one.
But, is a misadministration? Yes. Does it have a clinical
effect on the patient? That’s what I’'m asking
recommendations on. I mean, we started out with == I’nm
asking my theme -~ we only want things reported to the NRC
that are important, that are substantially different. So,
the volunteers should be the ones -~

MR. KEARLY: We ought to allow leeway for the
physician to make a clinical judgment.

MR. STRUBLER: Yes. Frank’s scenaric is not an
unusual one. They may say treatment plan that we talked

about yesterday, is I intend to do this and this is the
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range. It could, in fact, be as much as 5-6,000, althoug)
that may be unusual, but it could well be that. And
physician A would be completely different from physician B,

And it may be that he intends to take to 6,000, if
the patient can tolerate, and finds out that the patient has
& rocky road and has other medical problems intervening that
are unanticipated. So he decides to stop at 5, but because
of some error occurring, they go to $6 == and from our point
of view, we’re saying well, that would not be a
misadministration. And the physician may say all right ==

and cross out the 5,000 and put 56,

MR. TELF.'D: It seems to me that the authorized
use could have first prescribed 6,000, And if the patient
could tolerate only 5,000, they would == you would saend the
prescription at that point and say =--

MR. STRUBLER: No. You don’t start high and go
low. You start low and go up higher. So you put the 5,000
gquestion mark ==~

MR. TELFORD: Okay. Then when you go to 5,000,
the authorized use could say, I'm going to amend the
prescription ana add an extra thousand and keep going an
extra 5 treatments at 200 rads per fraction.

But, you see what T mean? How can you have it
both ways. Because if you're going to say, the prescription

rays 5,000 and we're going to have something iike == you’re
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going to have a misadministration at 10 percent, then 1
don’t see how you can have it both ways. You've got to
declare that that’s i*, 1If you don’t like 10 percent, tel.
me a better number -~ tell me why.

MR. STRUBLER: Well, we’re saying there are gray
areas and that’s why, when the art of medicine come into
there, there’s many, many gray areas.

MR. TELFORD: Okay.

MR. STRUBLER: And we’ve been all ir the field
long enough to know that there many variations, even among
physicians who have 20 years’ experience. And the consensus
best management is something that is sometimes a very rocky
road agreement.

MR, TELFORD: Okay.

MR, STRUBLER: And these are not exceptional
circumstances where there’s a lot of gray and uncertainty
involved, and there may be an error thrown in that as well,
which precipitates this unusual case. And we'’re just saying
there has to be perhaps some mechanism to == to resolve ==

MR. TELFORD: Okay. Yes. How can we fix that?
What’s the mechanism? Could we =-- could we say, all right,
it’s 10 percent error in total. The administered dose was
10 percent =~ yes?

MR. KEARLY: 1In the final pre-.ription?

MR. TELFORD: Well let’s not complicate too much,
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Let’'s just say there is a prescription =« let’'s make it a
fairly simple example. We’ve got a prescription, it says
$,000. We truly intended to give the patient 5,000, in
increments of 200 rad per day. But, make it simple =~ the
technologists didn’t stop in time, they gave the == thay
ge “ 12 patient three extra treatments.

Okay. So what you‘re saying is, I think, that the
extra three treatments are really possibly no big deal?

MR. KEARLY: Right,

MR. TELFORD: All right. 8o how can we define "no
big deal?"

MR. KEARLY: By allowing the clinician the ability
to do his job, which is to say, he judges, in his judgment,
the clinical impact is not negative.

CAPTAIN HELIMAN: And thus, he’s willing to
increase the prescription to cover it,

MR. KEARLY: He’s willing to put his signature on
the line for that prescription for that patient,

MR. TELFORD: Okay. All right, so we would say,
reporting requirement something like: It exceeds 10 percent
in total -~ in total =--

MR. KEARLY: The total ‘inal prescribed dose.

MR. TELFORD: All right. And you're ==

MR. KEARLY: It will de¢ two things. It will make

it sensible and it will avoid asking the question, did this
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MR. TELFORD: 8o you would like the authorized use
= if == if this is not going to be reported, you would like
the authorized use to certify two things: One is that the
extra dose had no consequence, no clinical impact and they
would sign a revised prescription that the, whatever the
extra was, 600 rads, in this case, was just as guod as the 5
os BB ==

MR. KEARLY: 1If the clinician is willing to put
his reputation on the line for what was done to the patient,
then that should be okay with you. That’s his judgment.

MR. STRUBLER: I can give you one other quick
example, without belaboring this. 1Is that with breast
therapy, where we’re moving away to more conservative
surgery, followed by radiation; and this country‘’s been much
slower than the European countries, but nevertheless, with
excisional biopsy, followed by radiation.

In the past, 10 years ago, surgery was much more
radical and the radiotherapy was much more radical. Breast
therapy was often given pushing 7,000 freguently, with very
aggressive therapists. Now, we’ve backed off of that
considerably, so we only give 5,000 plus the boost. And so
there, again, the clinical impact is such that even if an
error were made, it would not be a significant one.

Cven though we don’t take these lightly, by any
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means, that there (8 & fgreater than 10 percent errcy, but it
probably weould have not clinical consequence.

MR, TLLFORD. Leat vé psVv you Kind of a hard
question. Do you think we vould ge: ery misadministrations
repeied if we did that <= ot in t: ase extras? I mean,
wouldn‘t almist all autriorizsd uvsers té able then to say ==

MR, ETEUDLEE: Ya‘re “*ining aisuy exceptions
9w, 3r4 the rule is for «« (o genersl, i1f you prescribe
5,000 and gave L¢, that would £ udMinsStration e

MR, TELY Rp: Qight, curiant.

ME. STRUALER: =« ¢ !*n these axcueptions we're
bringing arcut. And thal’s why wa’re saying the exceptions
may only be 10 percent, but 10 percint is -« ji& a fairly
sizabl’ Zraction the® way sicur -+~ L § pereent. And they
will wecyr. And thit‘e not the norm, it's “ust £hat that
may occur snd we can get some aveiuc for it.

MR, TELFORD: Could there be -- say it’s above 10
percent, but it's below 25 percent, or below 20 percent, or
some other number. Then if we allowed the authorized user
to make this certification, and go attest by their signa re
within that range, werhaps we could that. But wouldn’t
thera be some leval, yoo .7o. ahove which yeu would just
say, gee guys you blew {t?

What if you were -~ wha! i{ that were %0 percent?

ME. BUROVITZ: You’ll have 1o talk toc the 4°R on
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this one, because ;su’re talking ¢linical judgment.

MR. KEARLY: You’'re talking to the wrong people to
ask that guestion fully.

But, for instance, the 2,000 rad dose for
palliation of bone pain that results == you do a treatment
and suppose that the resulting troatment was 4,000 instead
of 2,000, 1It’s probably all right. You’'d get a lot more
relief guicker probably and -«

MR. TELFORD: You’re doubling the dose. Okay, but
that’s for palliative cases.

MR. KEARLY: For that particular one, yes.

MR. TELFORD: What if it’s a treatment, and you're
trying to get rid of a tumor?

MR, KEARLY: You can’‘t that that fine in your
distinctions, I don’t think. You can just start asking
questions about whether they’‘re palliative or curative in
your regulations, you’re way out nf bouwnds.

MR. TELFORD: All right.

MR. KLINE: John. 1I'’ve got a guestion and a
comment for the physicist here. In your experience in the
clinic or the hospitals you've worked at, have you seen the
prescribed dose expressed in a range?

MR. BUKOVITZ: Yes.

MR. KLINE: Okay. To say what == 3 to 4,000

total? Five thousand, 60007
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1 MR, BUKOVITZ: 1'’ve seen the whole gamut, 5,000

2 plus or minus,.

3 MR. KLIKRLC: We'’re kind of talking about a margin

4 here or a range so to speak. Do you have any comments on

5 that from your experiences dealing with -« with departments
6 which specify a range in the prescription?

) MR. BUKOVITZ: One thing I’ve tried to do

8 successfully in most cases, is to have them specify a

9 concrete dose and number of fractions. Then if they want to
10 increase it, you know, just say increase in dose to such and
11 such an amount, or if they want to decrease it, have them
12 write it.

{ 13 But there are many of the older physicians who

14 really prefer to write a large range, and the range =-- they
15 spncify like either say 4,500 to §,500; or maybe specify it
16 as 5,000 then they’ll put the numbers plus == or the letters
17 == symbols plus and minus after it with no numbers.
18 MR. KLINE: Or a question mark?
19 MR. KEARLY: Or a quesction mark?
20 MR. STRUBLER: We don’t approve of that.
21 MR. KLINE: No, no., Well, the guestion, if we’re
22 looking at what, I guess, the practice of medicine is, what
23 is a common practice, the question is is this a2 common
24 practice with your facilities, or is this common practice

25 with a majority of facilities?
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MR. BUROVITI: Well, there was a larger facility
that I was associated with previocusly that had six
radiotherapists, and prescriptions were written four
different ways. I had gotten together with the chairman of
the departmant., We tried to get things on a uniform basis.
It was almost like taking away their pension plans.

MR, STRUBLER: 1I’'ve had similar experiences in the
university environment, particularly in a community
hospital, and we can be a little bit more dogmatic about
things and not allow that to happen, even though some of
them like to go their own ways. But in this regard, we
would never permit that. But in terms of th .ceatment
plan, there was a range, just l’ve indicated. of many
medical factors that enter into the circumstance, not only
the tumor site location and histology but the age of the
patient and how well they’re tolerating it and sc¢ forth.

80, while the intent is -~ to control the disease,
they know they’d like to give 6,000 or 6,600, but they don’t
think they can get that in. But if all goes well, they’ll
push on and take some risks involved in order to control the
disease to optimize cure.

So, we don’‘t =~ at our institution, now, we always
specify a number, and then at that dose, you modify or
reassess or whatever it may be. I think that’s probably a

common practice, but it’s not uncor on what Andy was just
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items in (k). You don‘t like (2) very much, and you think
there is some limit here in total dose that we ought to
have, that we should talk to ASTRO, and the same thing in
(5), talk to ASTRO about the 20 percent.

Item (1) for the wrong patient, wrong source,
that’s a current =-- currently reportable, and the
radiopharmaceutical therapy of 10 percent difference in
what’s prescribed, that’s current.

80, let’s move to the part (¢), which is the sanme
as before. We’'re calling for if you have, let’s say, a
misadministration, that would be one of the (b) items; then
you have an investigation and a report internally, as well
as to the NRC,

MR. KEARLY: This is not a radiation safety issue.
I know you guys are radiation safety people, but these are
medical and sort of medical physics issues.

MR. TELFORD: Well, isn’t this a mishandling of
byproduct material?

MR, KEARLY: The RSO may not know anything,
really, about therapy, though.

MR. TELFORD: Okay. RSO or designee. Okay? Do
you like that?

All right -- (d) would say the report goes to the
NRC, I think. This (d) is you call the regional office,

contact them by telephone; (e) is the written report within
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MR, TELFORD: All right. Teny?

MR. TSE: I think the Government has the ...ndard
record retaining periocd, and it is something like five and
ten.

MR. CAMPER: Three, five, and ten.

MR, TSE: Right. 8o we’'re trying to make a
determination to this standard period.

MR. KEARLY: Can I add one more thought to this?

MR. TELFORD: Sure.

MR. KEARLY: Especia.ly in this event business,
you are heaping onto us a lot of recordkeeping. 1In our QA
process, we are already required to go through a lot of
recordkeeping of things that go wrong in the QA that are
caught by our QA program.

MR. TELFORD: Yes.

MR. KEARLY: This kind of stuff would be part of
that. Now, you are requiring an additional record for no
additional purpose. I mean, only for you to be able to look
at it in a different format, in a different place, for
different people to look at it, fo~ no additional gain.

MR. TELFORD: Let’s say in your review, what we
call an audit, you discover one of these events. Okay. You
are going to make a record of it, as part of the audit.

MR. KEARLY: Sometimes yes, sometimes no. I mean,

that’s up to us as to whether or not there is something
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going on that is «=-

MR. TELFORD: Well, if this requirement survives,
you would make a record. But you would only need a single
record of that. Not multiple records of that.

I mean, if you ==

MR, KEARLY: My records are a different format, if
I'm reporting for QA committee purposes, and this is
something that eventually might go up to the hnspital’s QA
committee as part of a JCAHO process. Different format.
They want to know different things.

MR. CAMPER: Are we asking you, thought, to
document things that you are not currently having to
document in your QA procedures?

MR. KEARLY: Well, we would never write down a
Social scurity number, for one thing.

'R. CAMPER: Can we just take your == I mean, I
envision this as a little bit more paperwork, not a vast
amount. Because if you are already documenting in your QA
process, youd can really take that whole thing, throw a cover
letter on there, and =--

MR. KEARLY: Oh, no. For teletherapy
administration with more than 20 percent in the fractional
dose; that might show up as a check on a monthly review
sheet of things that happened generally throughout the

department.
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It won't be spelled out as so and so patient with
such and such action with such and such conseguence. It
won’t even come close to that.

It will just be a tally of things that happened
that you don’t want to continue. There is no way that you
would keep any more record than a checkmark for many of the
things you are talking about here. And that is adequate for
a QA program, and it is adequate for clinical efficacy.

S0 you are really asking for ue to do a lot more
work, because it is the kind of thing that does show up all
the time. Problems. I mean, if something shows up, we do
note it in different ways.

MR. TELFORD: So this is a good reason to get rid
of events?

MR. KEARLY: 1I’ll say.

MR. TELFORD: Okay. That’s your bottom line.
Okay.

Any other suggested modifications or additions or
deletions to therapy reporting regquirements or recordkeeping
requirements?

(No response. )

MR. TELFORD: Okay.

Why don’t we take about a ten-minute break, and
then come back at about 3:00 or no later than five after,

and we can have concluding remarks and concluding questions,
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and then we are done.

Okay? Let’s break.

(Brief recess.)

MR. TELFORD: Let’s go back on the record.

We’'ve come to the point on the Agenda that is the
final item today and for this workshop.

We have individual air time now for the volunteers
or any other participants but I see the cther participants
have left so we’re down to the volunteers.

You can each have approximately five minutes or
whatever you like and you can give us your summary remarks
or your final questions or comments.

Let’s start here with Ken.

MR. STRUBLER: Al right. 1I’'d just like to
comment that we appreciate the opportunity for the
development of this program and for you to lis*en to our
input and for us to discuss the items cited in the
regulations and guidelines.

I think it has been very valuable for us as well,
these last couple of days and last twc-month period and I
think it 2’eo serves perhaps as a benchmark for other
prograns that you or other aspects of the Government may
propose and develop so that we car work closely with people
who are going to be involved and coordinate the programs to

optimize both what we are all after.
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This is not an adversarial relationship that
sometimes is construed that way, I think, in that we are all
in this to achieve the highest quality of care to our
patients across the country and I think it serves as again a
benchmark perhaps for other programs that are going to be
developed in the future and even in other areas, as we
discussed over dinner, lunch yesterday for some of the other
Government agencies that you may want to relay your
observations and comments to some of your colleagues in
other departments not associated with the radiologic
sciences,

Again, I appreciate the opportunity to make
comment on the<e proposals.

MR. GRAHAM: Well, just to reiterate what Kevin
stated and also express appreciation that we were given the
oppertunity to come in and listen and to participate in
these regulations, authoring these regulations.

Certainly that gives us a lot of insight I think
in some of the trials and tribulations that cther =-- we are
not all alone, I guess. Everyone has the same basic
problems in trying to maintain a.d continue on with some of
these prograns,

MR. TELFORD: Kevin?

MR. NELSON: I would like to just thank you all

again for coming and as a :-presentative of the contractor I
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would alsoc like to thank you for submitting your proposals
and your roadmaps and your guestionnaires to us,

I “hink your participation in this is sort of a
unique event in that I believe the NRC is really looking for
your opinions and your suggestions to make the best rule
possible.

Thank you again for your suggestions and your
input.

MR. TELFORD: Josie?

MS. PICCONE: I think I’d just 'ike to support
what Ken said because -~ and 1’11 speak for the teams, the
rest of the teams not here, the QA team that we feel the
same way. This is not an adversarial, not should it be,
rulemaking. We are in this together. The goal is the same.

Also, we do wish to thank especially those
volunteers which were visited and interfaced with the team
members because that involved a good deal of additional
time, not only in scheduling but in making pecple available
for the site visits, and we do appreciate that time and
effort,

Thank you.

MR. TELFORD: Tony?

MR. TSE: 1 would say the same as Josie, as a QA
team member. I also would like to ask you if you have any

subsejuent faults or suggestions. The communication should
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not stop at this meeting. You can always call me. My phone
number and so on is in the Federal Register notice. And
thanks for your help.

MR. TELFORD: Ed?

MR. KAPLAN: To reiterate what I said before, this
has been a wonderful display of professicnalism., It is a
unique experiment, And I’ve been very happy to participate.
And I am very happy to have wcrked with you.

Thank you.

MR. TELFORD: Frank?

MR. KEARLY: I al~o ant to thank you for the
oppoertunity to participate in this develcpment. I will
reserve total praise until we sea "he final effort.

! J«>. want to say that I, over the past two or
three years, we have been trying to develop our gquality
assurance prnaram. And it 1s that kind of "back to the
drawing board" effort that I hope we avoid through this
process.

I hope that it is coordinated very well with what
other agencies and professional groups have spent years in
developing aiready.

And please, keep our recordkeeping to a minimum.

MR. TELFORD: Okay. Joce?

CAPTAIN HELIMAN: Well, like all the others, you

know, I have enjoyed the interactions, and look forward to
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some very positive rulcs coming out of this. And I think
you for the opportunity to participate,

MR. TELFORD: Susan?

MS. MOCKE: As with everyone else, I thank you for
being here, and for your efforts in hearing us out.

And that'’s it.

MR. TELFORD: Tom?

MR. DORING: 1It’s tough being the iast one.

( Laughter.)

MR. DORING: I'm going to say it anyway. Thanks,
thanke for allowing us to participate. This has been a
very, very interesting experience, since the official
meeting.

Just a persoral note, and also one that we, at
least in our institution believe. And that is, I think
anything to do with a quality assurance program is going to
prove to be beneficial, for the reason why we are all, or we
all should be in this business, and that is to take care of
our peatients. And from that aspect, it ies going to bear
some fruit in the end. And thank you,

MR. TELFORD: Mike, do you want toc say anything?

MR. WEBER: Nothing.

MR. TELFORD: Well, thank you all for coming. And
1 appreciate it. I will certainly keep your thoughts in

mind, and carry through to “he end.
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(Whereupon,

adjourned. )

at 3:20 p.m.,

the meeting was
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