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UNITED STATES OF AMERICA

NUCLEAR REGULATORY COMMISSION

LR

MEETING WITH THE AGREEMENT STATES
ON THE

FROPOSED QA RULE AND REPORTING REQUIREMENTS

Embassy Suites Hotel
Salon C

Irving, Texas

Tuesday, December 18, 1990

The above-entitled proceedings commenced at 9:10

o‘clock a.m., pursuant to notice.

John Telford, Discussion Chairman, presiding.
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PRESENT:

John L. Telford
Anthony Tse

Brad Pounds

Larry Anderson

Beb Doda

Steve Collins

Betsy Salus

Jon R. Sharp
Robert R. Kulikowski
William P, Dundulis
Larry Camper

Ed Kline

Lloyd Bolling

David Zaloudek
David Wood

Rita Aldrich

Rick Kelley
Kirksey Whatley

Terry Frazee
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this rulr-making effort

I’'ve met with some of you before at a meeting back
in March of this year. 1’ve seen others of you at the
workehops that we had as a part of our program. A few of
y € l1've seen at the Etate meetings.

Today we'‘re here for what we call the Q.A. team
We're ng to review { ¢ ) t the proposed rule

I’'d 1like to start with allowing you to introduce
y roe es t first For the record, state your name and
the tate represent e start ver here with Terry.

MR. FRAZE! I'm Terry Frazee, from the State of
washingtor

MR. WHATLEY I'm Kirk Whatley, from the State of
Alabama.

MR. KELLEY: I’m Rick Kelley from Arkansas.

MS. ALDRICH: Rita Aldrich, from New York State
epartment of Health

rre

David Wood,

David

from

e -
sal

Lioyd Bolling,

oudek,

Texas.

NRC

State

Loulsiana.

Agreenent
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Program.

MK. KLINE: Ed Kline, Office of Nuclear Rigulatory
Research, Headquarters.

MR. CAMPER: Larry Camper, Section Chief, Medical
and Academic Section, NRC Headquarters.

MR. TSE: Anthony Tse, from Research, NRC.

MR, ANDERSON: Larry Anderson, State of Utah,

MR. DODA: Bob Doda, NRC Region 4.

MR. COLLINS: Steve Collins, Illinois.

MS. SALUS: Betsy Salus, Illinois.

MR, SHARP: Jon Sharp, Texas Department of Health.

MR. KULIKOWSKI: Rob Kulikowski, City of New York.

MR. DUNDULIS: Bill Dundulis, Rhode Island
Department of Health.

MR. POUNDS: Brad Pounds, representing the Society
of Nuclear Medicine.

MR. TELFORD: Okay. Let me call your attention to
the agenda. 1 put on here the purpose cof the meeting.

The purpose is to talk to all of you about the
rule, about the reporting requirements, and the Guide.

what I had in mind was to go through the rule, to
sort of explain to you its intentions, what it tries to say,
what it does not mean.

Then, to have a discussion any apparently

conflicting State requirements, or any State requirements
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5
that you would like to bring up that y.u ..ink might be of
i’ terest and might be applicable to ' hat we’'re trying to do
with this part. And then have a rcund table discussion on
how to modify what we have, so that it’s sort of mutually
agreeable as the way to put.

So, I've broken this into large chunks. The first
chunk is the rule. The next chunk is the reporting
require.ents,

Tomorrow we will continue our discussion on the
reporting requirements. Then following that, we the
Regulatory Guide.

So, is this an acceptable agenda? Would you like
to modify it in some way?

You won’t hurt my feelings, now.

MR. COLLINS: 1If we come up with ideas later for
modification, can we introduce them?

MR. TELFORD: We’re not going to be too formal.
We’'re going to be pretty informal. What we’re going to
worry about is what we’re going to do today and see how far
we get, So, I just wanted to make sure it’s acceptable to
you as to what we’re going to cover and how we’re going to
go about it.

MR. FRAZEE: John, will you be able to bring us up
to date on some of the other meetings that have gone on as

we go through each of the sections?
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MR. TELFORD: Sure. Some of you have already seen
a lot of this.

MR. CAMPER: Let me make a preliminary comment
before you go into your detailed schematic.

I'd like to say to each nf you =« I’ve discussed
with a number of you, at the Agreement States meeting in
Nevada, some ccncerns that each of you had about your degree
of participation as Agreement States in this particular
rule-making process to date.

1 came away from that meeting in Reno with genuine
concern that we go to the Agreement States’ representatives
and that we get input. At that time those discussions I
shared with a number of you the fact that we were meeting
with organizations like AABM, American College of
Physicists, and the College of Radiology and what have you,
as well as most pilot meetings with the participants in our
pilot program. )

We wanted to make sure that, as a result of those
discussions that I had in Reno, that the Agreement States
felt they were having maximum opportunity to input as to the
rule.

A number of changes have taken place as a result
of our meetings during the last several months with some of
these organizations. 1I’m sure that John will agree that we

can share with you some of those findings and some of the
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projected changes, and what have you.

We are currently re~writing the rule at this
point, literally as we speak, almsst. And we intend to
present the staff version to our Advisory Committee at these
meetings that are coming up in January.

80, this forum for the next two days is an
extremely important one for both us. This is the
opportunity for those of you in the Agreement States to have
a direct impact and to work directly, in a workshop format,
cne on one, sleeves rolled up, with those individuals =~
four or five as a team -~ actually writing the rule here.

S0, we're loocking forward to the dialogue, and we
think this meeting will be as productive and as fruitful as
the others have been.

I think that some of the things learned and some
of the things that we’re contemplating changing at least at
our level -~ and I emphasize the staff level -~ I think
you’ll find are positive and constructive. So, we are
encouraged. We hope that you’ll give us a lot of good
input. This is the opportunity to do it.

So, please, speak openly and candidly #s fellow
regulators and see if we can come up with something here
that makes some sense.

Bill?

MR. DUNDULIS: Larry, at Reno, you had indicated
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that the Commission had called for tracking this with a
Commission Paper and basically a final Rule by March ‘91,

Based on the other discussions and this meeting,
is that still your target?

MR. CAMPER: That'’s correct, it is.

Kirk?

MR. WHATLEY: Since you’'re re-writing the Rule and
none of us have had an opportunity to lcok at it, are we
going to have an opportunity to look at it?

MR. TELFORD: We will discuss -~ pardon me?

MR, COLLINS: Before publication, possibly, the
final rule?

MR. TELFORD: Two answers. What Larry is saying
is that there are five people, five staff members, who are
re-writing the Rule. Four of them are here. We are Tony
Tse, lLarry Camper, Ed Kline and myself. Bu* we have one
missing member. We have had some working sessions.

What he’s saying is that we are willing to share
with you our thoughts. And, as I go through this, I will
indicate where we’re thinking changes and exactly what we're
thinking of changing. It will be laid out for you.

MR. WHATLEY: Will we have an opportunity to see
it and comment on the Rule before it’s --

MR. TELFORD: Well, there will be an ACMUI

meeting. That’s my second answer. ACMUI meeting is January
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14 and 15. 1It’s a public meeting and at that time we can
say to the public, including everybody, this is our version
of the Rule.

MR. WHATLEY: Will the Agreement States be invited
to that meeting?

MR. CAMPER: 1It’s a public meeting.

MR. TELFORD: You’re invited, certainly.

MR. COLLINS: All members of the public.

MR. CAMPER: It is a public meeting of the
Advisory Committee.

MR, BOLLING: Yeah. We’ll most likely pay for at
least two peopie from the States to go that meeting.
Somebody from the Conference and somebody from the
Organization of Agreement States.

MR. COLLINS: 1In the spirit of cooperation, as
expressed in your statute and in our agreements, we would
like to work with you on the dratt of this Rule.

MR. CAMPER: That’s what you’re doing today.

MR. TSE: That'’s why we'’re here.

MR. COLLINS: We haven’t seen a copy of the draft
Rule. We would like to work with you on the draft Rule and
be able to view the drafts and make comments as we go
concurrently with ACMUI. That’s what we would like, I
think.

Almost two thirds of the medical licensees are in
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the Agreement States.

MR. CAMPER: Well again, I can only emphasize that
the re~writing of the Rule is taking place. We had sessions
where we were actually sitting down dealing with some of the
language and what have you.

As John has indicated, we will share with you
today and tomorrow our thoughts znd where we’re headed.

This is the opportunity to discuss it and to work
on it and have some input right now. This is working
session, I could say.

MR. COLLINS: And it’s very good.

MR. TELFORD: Let me go a little further and let
me say yes to your guestion.

What you're literally saying is that at some point
in January or February the Agreement States would like to
see a draft., We're trying to work that out.

MR. CAMPER: Right.

MR, TELFORD: This is a good beginning. Let’s
make sure we have a good finish. Let’s make sure that you
guys see a draft.

But the reason that we're all a little nervous is
that, at some point, when we start to run off this review
process, the staff at this level kind of loses control in
that somebody else in a higher level of management want so

get in their input. They’re way above us,
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S0 we want to share with you and be totally honest
as to what we’'re starting with and what our inclinations and
objectives are.

But, yes, we will try and put you into the review
process,

Yes?

MR. KULIKOWSKI: Larry --

MR. CAMPER: Thank you, John, for clarifying the
point. He’s right. The reason we’‘re a little bit hesitant,
please understand, we lose control of thing, just like he
said, as it starts up the road.

It’s our intention to give to the Agreement States
a copy. It’s our intention. 1I suspect that we’ll be
successful in doing that.

Also, too, recognize that this particular rule-
making process and some of the changes that we’re going to
be suggesting as a staff, as it moves up through our
organization we’re going to have to do a considerable amount
of discussing and negotiating and what have you. So, we're
a little sensitive about this,

But it is our intention to share with you a copy
of the draft and to solicit your input.

MR. COLLINS: Is there any problem whatscever if
there’s a need to address this, or if it would be beneficial

to address this on a level lower than the Commission, let us
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know. Because we’ll addaress our concerns to the appropriate
level to get input, if that’s a problem.

MR. CAMPER!: 1 appreciate that, Steve.

50, about your ACMUI comment.

The ACMUI meeting is a two day public meeting.
The ACMUI has an extremely full agenda, of which the Quality
Assurance ] ne item. We have to stick to a very

cover all the items. 1It’s not going to be

a situation where we can turn it into a forum for exchange
between the States and ACMUI and what have

AA X
o’

and your in and your interest

sorry. Bob?
MR. KULIKOWSKI: Still on the ACMUI. Now, 1

talked to a member of your staff a couple of weeks ago and

he has to, I guess -~ trying to get myself into that meeting

tc make some comments., However, I was asked by your staff
member to send a letter to John Mclean outlining what my
comments would be.
that sort of,
like that.

to
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sense commenting on a Rule that was published in January
1990, when it’'s been changed, whan you're contemplating
changes. I’m not going to get up there.

MR. TELFORD: Let me guess that, on Thursday =--I
don’t know exactly what to say.

MR. KULIKOWSKI: Okay, but they’ve asked for this
letter two weeks ago to be submitted.

MR. TELFORD: That'’s all right. Well, don’t
worry.

MR. CAMPER: Let me explain to you as I did in
Reno, Robert. Going -~ we would encourage you. I’‘d like
you to speak at the ACMUI meeting. 1I’d particularly like
you to speak because of your experience in New York City.
As you sald, the decay rule is already on your books. I
“Aink it’s meaningful and important.

But if you want to speak at the meeting -- and I
would like you to do so == I do need a letter requesting a
opportunity to speak because it’s part of the procedure.
You understand.

MR. KULIKOWSKI: I understand.

MR. CAMPER: With regard to what you want to say,
I would think that between discussions between you and I
individually, and discussion with this Q.A. team, as well as
this interaction for the next two days, I think you’ll be

able to come away with an understanding and some ideas of



what you might like to say.

o0, over the next WO days be productiv

Thanksgiving
MR. CAMPER: I understand.
MR. KULIKOWS :+ He outlined very spec
ietter to John Mclean.

to say. That'’s putting the cart

1 ! s~y AR
why should

N M Y

\néd I would encourage you, please,
that lett into us right away. PBecause we’d like to have
yYyou speak ti ‘ 1ink you’d have a gocd perspective tc
aud.

Yes, Kirk:

MR. WHATLEY: fou mentioned that you’d like to

share some things that were sensitive. Help me understand,

'hat can be sensitive about a Q.A. rule that you cannot

share with Agreement States, w.lih the people in this room?
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MR. TELFORD: Let me explain. That’s no' the
implication at all, Kirk.

The implication is that we can share w'th people
in this room. During our office appearance process we can,
of course, send you a letter saying this is the draft, don’t
let anybody else have it. This is pre-decisional
information. We want your comments.

But, only because it’s pre-decisional information
are we a little nervous. And it’s something that we
routinely do, to send drafts to the States. I believe we
did this during the proposed Rule, and we will do so during
the development of the final release.

So, that’s what my words meant.

MS. ALDRICH: John, I feel like I'm in a time
warp. We’re talking about this as being a good beginning.
We had a meeting in March, which was three months after the
Rule was published.

I have a feeling that the comments you'’re going to
get today, if we are assuming we’re talking about the same
animal, are essentially the same as the ones you got in
March,

We have no indication that those comments made any
difference at all., 1In fact, I wonder whether that meeting,
those comments, also a follow up letter I sent afterwards to

Mr. Miller are uvven formally entered as comments. Could you



10

11

12

13

14

19

16

17

18

19

20

21

22

23

24

25

16
tell me whether that is the case?

MKk, TELFORD: That 1s the case.

MS. ALDRICH: They are formally entered as
comments?

MR, TELFORD: Yes.

MS. ALDRICH: It would have seemed to me that,
after that meeting and whatever changes you might have made
in response to it, that we would have had some second
meeting, or something would have happened.

All of a sudden, here we are now at the time when
the Rule ir, being written as we speak. There again, what’s
gone on i1 the meantime? You know, we’re talking nine
months, and we have no indication that that made any
difference,

The other thing is that you talked about including
the States in development of the Rule, that we had received
some draft materials before that =-=- January ‘90, or I think
it was published actually in December '89 Rule.

Nothing that we saw prior to the publication of
that Rule was anything like the Rule that was published.
So, no, we did not have any participation in what was
published for consideration,

MR. WHATLEY: Just =-- There are a lot of the
Agreement States that are not here. I think most States

never have seen it. I didn’t know until this morning that
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the Rule had been, or was even being re-written.

As I understand it, the opportunity for the
Agreement States to comment will basically be at this
meeting here. Most of the Agreement States were not even
aware that there is a new Rule to comment on.

MR. TELFORD: Well, let me first respond to Rita’s
remarks.

Rita, I use the phrase good beginning because,
with the group sitting here it will, I think, be a good
beginning to have a real impact to what the final Rule is
going to look like.

At the meeting we had n March, there were four
States invited. The Office of State Programs invited those
four States. We certainly listened to those comments and
we’ll have to wait 30 minutes or an hour until we get to
there before you can judge for yourself whether or not some
of the things that we’re going to say respond to the
comments that we heard then.

Also, I’ll confess to you that we have everything
we've done since then. And I guarantee you that grass has
not been growing on our feet. We’ve been very, very busy.

You’re trying to say, don’t ignore us. We're
trying to say, we’re trying to do just the opposite.

Before we did the pilot program, before we even

selected any volunteers, the Office of State Programs sent a
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letter to each State and said if any State is interested --
before the March meeting ~- is any State is interested in
talking about this Rule, the Rule Routing Team will come and
talk to you.

Now, I know that’s what the letter says because I
wrote that. And do you know how many letters we got? Very
few.

Now, we had the meeting in March

MS. ALDRICH: You know, John, first of all, I
never got a copy of that letter. Believe me, I would not
have ignored something like that.

MR. TELFORD: Well, I wouldn’t say it if it’s not
true.

MS. ALDRICH: Okay.

MR, TELFORD: Now, after the Reno meeting 1
personally faxed a letter to ten States. And Mr. Miller of
State Programs sent a similar to all States saying we're
going to have this meeting, any State that’s interested
please attend. You know, we even paid for two people to
come, to represent the Conference and to represent the
Subpart G Committee. So ==

MR, WHATLEY: John, what was the date of your memo
that you sent to the States? The Agreement States meeting
was some time back. What was the date of your letter that

you sent to those?
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MR. TELFORD: Yes. Yeah, I’‘ve got to look it up.

let’'s go off the record just for a minute.

MR. WHATLEY: I would like for that to be on the
record.

MR. TELFORD: I’m sorry, it will be.

[(Discussion off the record.)

MR. TELFORD: Let’s go back on the record. I have
one letter here from Mr. Miller to all agreement and non-
agreement states, dated December the 4th, and this is the
same letter dated December the 5th. The faxes that I sent
to the 10 states were in advance of this one by a couple of
days, s0 we're talking the first of December, the first week
of December.

MK. WHATLEY: 7Two weeks ago.

MR. TELFORD: Yes, sir. That was after the renal
meeting and that was a‘ter several telephone conversations.
I called Greta and Rita and Curt to determine if there was
an interest in having another meeting and also to determine
some of the issues.

Yes, lLarry?

MR. COLLINS: I have two comments. Number one,
it’s very difficult for states to get out of state on that
short notice. It was very difficult for me.

Secondly, I think the one point that you made

earlier about whatever we accomplish here maybe being
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reviewed and changed by upper management. I think upper
management in NRC better start realizing that the states
intend to be heard in these issues.

If they don’t start recognizing that, it’s going
to get very tough on them politically. We discussed this in
the agreement state meeting in Reno and I think the position
of the agreement states is getting very firm. ’

MR. TELFORD: Please don’t read too much into my
remarks about what upper management will change or not. I
merely through that out as a caution that, to be honest with
you, there’s some point in which others control what goes to
upper management for review.

In truth, they don’t change it really all that
much., Sometimes our legal counsel and counsel from IGC
makes us be very specific about time. You can’‘t say a
month, you can’t say a week, you’ve got to say 7 days and
things like that, but it’s really not that bad.

MR. COLLINS: What division of compatibilities is
the misadministration rule?

MR, TELFORD: Good question. How about Division

MR. COLLINS: The only thing published by NRC, by
NRC staff, was by Division III, the rule. Nothing else has
ever been put in writing.

MR. TELFORD: Division III?
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MR. CAMPER: 1I’d like to make another comment
regarding Larry’s comment. I want you to understand that
upper management at NRC is aware of this meeting and fully
endorses this meeting as yet another means of trying to
ad rance the communication between our agency and the
agreements states on this particular rule and perhaps on
related issues in the medical :rea, o there is intense
support and desire to do that by the management.

Also, too, I think it might be helpful, John, if
you would put that in your statement a little while ago that
some of the agreement states weren’t aware that this was
going to a final rule. I find that interesting.

MR, WHATLEY: No, let me correct that. That
wasn’t what I said.

MR. CAMPER: You said they didn’t understand that
a rule was being written.

MR. WHATLEY: That had been revised. They’ve had
an opportunity to comment on the old one, but you just said
it’s going to be revised completely or it’s going to be
revised and my comment - that they have not had an
opportunity to comment un the changes.

MR, CAMPER: It might be helpful, I think, if you
could take a couple minutes to review the normal process
associated with rulemaking as compared to the process that

we’'re following with this particular rule.
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MR. TELFORD: Lloyd, you had a point?

MR. BOLLING: Before we do that, let me talk a
little bit about compatibility. Most of you know that the
NRC state agreement program is revising its compatibility
regulations, if you will, and it could be that the divisions
of compatibility, Divisions I and II and III will be done
away with., We’ll come up with some kind of a statement
which says, in effect, that any rule that is being
contemplated has to be reviewed for itg health and safety
significance, and that will be the determining factor as to
whether or not compatibility wil® e applied.

Let’s not focus too mush on Divisions I, II and
IITI. I think we’‘re going to probably see some more
practi-al application of what the term, "compatibility," as
it has to with regulations as well as the entire program --

MR. COLLINS: I apologize for bringing it up.

MR BOLLING: If you didn’t, I was.

MR. COLLINS: We’ve been working with the states
anyway.

MR. BOLLING: 1If you didn’t bring it up, I was
going to.

MR. TELFORD: I think that’s a good point, Steve,
because I think that’s something that is of keen interest to
us. So, let me forget Division I, II and III. Let me say

that we’ve been vorking on this rule since October of ’87
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and it had always been our intention that because the
Commission says that it’s a matter of compatibility, our
intention is to say, yes, it will be a matter of
compatibility, but this is the minimum that your licensees
need to do.

If you want to be more strict, you can. Forget
about Division I, II or 1I1I. That'’s really been our
intention all along. There were some hands up.

MR. KULIKOWSKI: Getting back to Lloyd’s comment,
as I r-ad it, this would be the Division II rule
compatibility. Are state programs going to look at this
when you make a determination and you say, it’s going to be
compatible?

You need to have something more than just
compatible. It’s going to be sort of a fly-by-the-seat-of~
the-pants kind of determination on a case-by~-case basis so
there can be some definite criteria the Commission is going
to put forth.

MR. BOLLING: The criteria for compatib.. , is
going to be one ¢f the things that’s going to be locked as
well as part of this study which will become a Commission
paper. It will go up to the Commission. They will review
it, vote on it and determine what this thing, compatibility,
is; how it’s applied, how it’s defined and so it’s really a

pretty open question at this point.
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‘ revision of the way that the Commission determines
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MR. KULIKOWSKI: What'’s the timeframe on that?

MR, BOLLING: I don’t know.

MR. ANDERSON: Lloyd, there is a taskforce of the
agreement states, people who are working on that. We'’ll
have input into that decision.

MR, BOLLING: 1In addition, there will be a mass
mailing to all agreement states, probably non-agreement
states as well, because it does have some implications for
them if they’re concerned with buecoming agreement states.
There wi be requests for general review or comments.

MS. SALUS: Befcre we get to the substantive
matters and issues in Part 35, I’d like to make what I think
is a positive observation that on less than two weeks
notice, representatives from about a dozen states are here.
This obviously something that’s very important to each of
these states.

I think that good work is going to come cut of
this. I also think that what the states’ concerns are
expressed today or in the near future or will be seen in the
revised draft, needs to be considered very carefully and
should be expected to be followed up on by NRC; that
whatever concerns we raise at this meeting don’t drop,
regardless of how they’re handled by the staff.

We’‘re very concerned about the subject matter here

because this affects more =han half the licensees that are
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going to be governed by this rulemaking effort, either as
NRC licensees or agreement states licensees under compatible
or complimentary rulemaking. I think that’s a positive
observation.

MR. TELFORD: Okay.

MR, BOLLING: 1I’d like to also say that the
interest goes as far as Alaska. I got a call the other day
from John Stewart up in Alaska, and he's expressed an
interest in getting some information about what was
discussed at this meeting. 1I’ve had letters and phone calls
from the states of Maryland, California and a number of
other states that expressed regret at not being able to
attend, but obviously are quite interested in what’s going
on.

Just because they’re not here, doesn’t mean
they’re not interested.

MR. TELFORD: Do we have any more general
business, agreement state business?

MR. CAMPER: Any additional state sovereignty
questions?

MR. WHATLEY: I want to make a disclaimer. I'm
serious about that. My comments here today do not reflect
my state. I’m here as chairman of the Suggested Regulations
Committee on Nuclear Medicine, and I just want it on the

record that my comments here today are mine and they do not
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represent my bosses or anyone else in my office.

MR. TELFORD: Okay. Are we ready now to talk
about the QA rule? Folks, from my point of view, I think I
have been trying pretty hard to get input from the states.
What you’re really telling me is it’s not working.

Okay, we’re going to spend two days together and
we’'re going to give it a shot. If this is not enough, then
we’ll meet again in February. January is pretty booked up,
but I’ll let you know where we’re at now, and if you guys
have reservations, we’ll do this again in February.

I think today is the December the 18th. I’ve been
on the road for three days and I don’t know what day it is.
It’s December .dth, and that’s a couple of months notice.
If you'’d like to pick a date in February, that’s fine with
me.

KULIKOWSKI: We need a date and place.

MR. CAMPER: 1It’s conceivable, at the end of this
meeting that we can set a date at that time.

MR. TELFORD: How about Rockville?

MR. CAMPER: Come to Washington.

MR. TELFORD: The first week in February. Let’s
recap what’s happened since then. Now, I realize that most
of you sort of are observing this process from the
sidelines. This is my attempt to bring you into the game.

Mr. Camper suggested that I review for you the usual
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rulemaking process and then this process. To the extent
that that helps you understand what we’re doing with this
rulemaking, 1’11 do that.

The basic thing here is that we’re doing a whole
lot of work for this rulemaking that w2 don’t do for other
rulemakings. For example, if we’re going to do an ordinary
rulemaking, we develop a draft within the staff. We send it
for what we call Division review.

Typically, at that time, we send it to the
agreement states for interaction with the states. Then we
file the comments, we make the changes and we go for what we
call officer review. That'’s one level up in organization.

Then we make the changes that we need to make in
order to get officer concurrence, then we send it to our
Executive Director of Operations. He peruses it, it goes to
the Commission. The Commission typically needs it for about
a month.

They make a decision. We get a memo that what'’s
we call the staff requirements memo that tells us what to do
with the rule, what changes to make before we publish it.

We publish it, minimally, 75 days in the Federal Register.
We collect the comments and analyze those.

We group them into categories because we can =-- on

this rule, we had about 80 comments. On other rulemakings

that we’ve worked on, we’‘ve had 400-500 comments. We
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collect them into categories, maybe 10, 15, or 20 categories
of like guestions.

You respond to those and you give a response which
will be in the Federal Register Notice. Then we repeat the
process, going back to Division review and then that’s where
we would send it for comments to the states if they’re
involved, then for office review, back to the EEO and back
to the Commission. They make a determination and publish a
final rule.

Now, in contrast, this time around, we'’ve been
told by the Commission on several occasions, in writing, to
work with the agreement states, to work with all medical
associations and to conduct a pilot program. We have the
pilot program and we have the manpower with all the clinical
associations that have an interest in this rulemaking. 1I’ll
tell you about those meetings.

We are attempting to work with the agreement
states so that’s why I instigated this meeting and that'’s
why we’‘re here. I’d like to get back to Terry'’s earlier
guestion and recap a little bit of history for you.

This did start back in 19887. The NRC published a
proposed rule on what we call the basic quality assurance.
We also gave advanced notice of rulemaking on comprehensive
quality assurance. The staff briefed the Commission in

March of ’88 and said, here is the final rule.



10

11

12

13

14

15

16

"y

18

19

20

21

22

23

24

25

30

This was a prescriptive rule. It says, you do the
following 12 things, period. The medical community didn’t
quite like this because they didn’t want to be told how to
do it. 1If we just said to them, have a QA rule, it wouldn’t
have been nearly as bad. We told them exactly what to do.

They didn’t like that, so we looked at options and
the Commission chose to have a performance-based rulemaking.
It’s very important to keep in mind that what we have is a
performance-based rulemaking. Following that in ’88 we had
one public meeting where we took the ACNUI and we said we'’re
going to create a subcommittee and we’re going to entertain
public comments.

We held that meeting and then in January of ’89,
we had a two day meeting with selected medical use
licensees, 9 licensees per day. On one day we had the
therapy folks and the next day we had the
radiopharmaceutical folks.

Then in March of ‘89, we met with the QA committee
of the American College of Radiology in Philadelphia to
discuss the regulatory guide and some ideas for the rule and
obtained their advice. 1In June of ‘89, we did the draft
proposed rule.

This was like on the 1st of June and on the 30th
of June, the Co~~ission said, make some changes. We made

the changes and we gave it back to them. In August, the
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to December,
time. We got what we call a Staff
Regquirements smorandum 1 December of ’89. It said, make
the
we published i January of this year in the
Federal Register. The Staff Requirements Memorandum said to
we started our selection process for
participants 3 that process wus the letter to each
agreement ) ’ we want to be able to select
volunteers o) ne states.
licensees to be selected -
lease
according
states

conducted what are called

the pretrial pe ‘ ops which were a one-day meeting

each 1in v ocations around the NRC’s five regions. 1In
May, the é60-day "ial of the rule was started.

What that means is, during the first workshop, we
explained the rules to the volunteers and we told them what
we wanted them to ¢ They were to develop a QA program

there were any conflicts with our
state requirements, Mr. Bolling was there

- -~ - 4 1 -~ Nt -
and said, you follow the
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state requirements during the 60~-day trial period:; right,
Mr. Bolling?

MR. BOLLING: Right.

MR. TELFORD: 8o, the trial period was conducted
and now we have a group of 60-odd licensees that had done
more than just thought about this or talked about his rule.
They actually tried it for 60 days.

We skip ahead to this item because actually it was
Auguct and September and then even into October that we have
five more -~ we had four workshops and =-- scheduling of
these folks was very difficult so we had a makeup session in
October in Rockville in our attempt to go the last mile to
get the input from these folks. We had two-day meetings and
we went through the rule, the reporting requirements and the
guide with these folks.

We said, now that you’ve tried this, we want to
hear about your experiences and we want to here how you
would want to apply this proposed rule. We conducted those
meetings -- I only have one bullet up here on the meetings.
I apologize that my viewgraphs are woefully out of date.

For instance, I don’t have a bullet here for the
March meeting with the representatives of the four agreement
states. In August, we met with the ACNP and SNM, an all day
session in Rockville. Now, let’s see, let me think.

On November 19th, we had our first meeting with a
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group of five societies. It was AA, PM, ACMP, ACR, AES and
ASTRO, Does everybody know those societies?

We met on November the 19th. We didn’t complete
our discussions, so we held our second meeting with them on
December the 15th which was last Saturday. We met yesterday
in Chicago with the JCAHO because a lot of folks like our
volunteers and others have told us, gee, you know, JCAHO was
already doing part of this. You better go talk to them and
find out how you interact with them or how you can minimize
the impact to the licensees.

We did that. That covers our meetings.

MR. CAMPER: Did we mention the ACNP and SNM in
July?

MR. TELFORD: Yes, and we’ve got ACNP and SNM.
Does that answer your guestion?

MR. FRAZEE: No.

MR. TELFORD: Okay, what’s your real question?

MR. FRAZEE: For the last few series of meetings,
what has been their input? Wwhat 4id they cbject to? What
has been your reaction? It’s building on the same thing.
You’ve got a January version and then there have been
discussions that have come along and internally, you’re
digesting this and you’re making decisions at a staff level
and the =-- you’re taking all that stuff in and you’re being

real good about dealing with all these groups and
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everything, but from our standpoint, it’s all going into a
black hole and we’re not seeing anything come out.

I'm asking, what’s going on in this black hole?

MR. TELFORD: This question does not bother me at
all, because I’'ve heard it 14 times. And the way I will
address this is the way I’ve done before, is when we go
through the rule, 1’11 tell you. This is a term pecple
don’t like. They don’t like this cbjective. Here’s what
we’ve done. Okay? So I’11 lay it out for you.

MR. WHATLEY: Was the draft -- what was discussed
in your latest meetings?

MR, TELFORD: 1In all those meetings ==

MR. WHATLEY: The proposed changes, or the ==

MR. TELFORD: The proposed rule, as published?
. WHATLEY: 1In January?

. TELFORD: Yes, sir.

5 B 5

. WHATLEY: Do they know it is being revised?

MR. TELFORD: Well, as we met with the various
societies, each one had a different point of view. And some
things that they wanted to do, we could say yes to. It
sounded good to us. Some things we had to say no to. We
had a lot of discussion. What I’m really going to bring to
you is the fruit of all this labor, and say, guys, this is
the latest.

MR. WHATLEY: You weren’t revising =-- well, I
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guess you’ve continually been revising, as you receive
comments.

MR. TELFORD: Well ==

MR. WHATLEY: To get down to it, I called you a
week and a half or so ago and asked you did I have a current
copy of what was going to ba discussed here today. And the
answer was yes.

MR. TELFORD: That’s right.

MR. WHATLEY: And I get here this morning and find
out that -- well, I don’t want to quantify that.

MR. TELFORD: You found out that we’ve been
working on the rule, we’ve made changes, and that the
changes are in our head, and we’re here to share those with
you and discuss those with you. At this point, we want to
be honest with you. I think they are tentative changes.

I‘'d 1like this group to accept those changes, but you may not
like them. So I don’t want t¢ call them final. oOkay? T
don’t want to give it to you as a fait accompli, and lump 1%t
or like it. It’s here’s what I’m going to suggest. I'm
here to discuss those things with you, to 43t your input. I
want to know how you have changed this thing., I can tell
you what we thought of it so far, and we’re going to update
it 28 we move along. But I think we have ample time to go
through it piece by piece.

MS. ALDRICH: I guess, John, one of the things
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that bothers me is that you’ve been going along with this in
kind of an evolutionary process. And for us, it’s like big
gulps. You know, we had the original rule last January. We
all lived with it for a little while. You had that meeting
last March. I think we had all digested it by then and come
to, it seemed to me, all the state people who were tiere
agreed. It was really rather unnerving how well people
agreed.

Now, it’s nine months later. And obviously,
there’'s a different animal that’s going to be discussed.
And again, for us, there’s been nothing in between. It’s
like a time warp. And I think part of what I'm concerned
about is that you’re busy, we’re busy, you know, everybody
is more busy than they should be probably, and you get
busier, because you have financial problems in the state.
It’s hard to carve cut time to catch up with something
that’s very different and)yet very important. Why couldn’t
we have been a part of the evolutionary process?

MR. TELFORD: This is it.

MS. ALDRICH: No, no. Why couldn’t we have been
invited to the meetings that you had with the professional
societies as it went on?

MR. TELFORD: Excuse me. They were public
meetings. They were announced in the Federal Register.

MS. SALUS: 1’d like to make an observation, which
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is, there was a meeting in Illincis yesterday that we
probably would have sent a representative to, had we not
found out about it around 3:00 O’clock yesterday when our
Federal Register notice arrived.

Now, I know it was in the Federal Register. It
also had the notice for today’s meeting, which we had found
out about directly. But Federal Register notices are great
for information about following up on meetings that have
occurred, but because of the time constraints of getting the
things published and getting Federal Registers in the mail,
which is nothing to do with you, the reality is that it
doesn’t usually work as a meeting announcement for people
who aren’t specifically invited.

MR. BOLLING: 1It usually takes about a good five
days or so, from the time a notice gets to our office to the
time it gets to your office. And I’m not sure huw we can
compress that time, except that when we recognize that
there’s a meeting like this one, we will fax it to you. And
there’s no faster way to do it th=n that.

MS. ALDRICH: Well, I mean, at the time the
meeting was agreed upon, the states were notified. And
there must be several weeks of lead time when you set up a
meeting with major organizations.

MR, BOLLING: I think you’re suffering under a

slight misconcepticon. We’re telling you that there’s been
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changes to the rule. You’re anticipating that there are
great changes.

MS. ALDRICH: No, I’m not really anticipating
anything. It’s just that, oh, for example, even Part 35
when it was adopted, I think we all lcoked at it to some
extent, the parts we were interested in. There wasn’t an
issue of compatibility. I don’t know how close attention
states really paid to it. But the whole criteria, for
example, for the reportability of diagnostic
misadministrations, I don’t think anybody looked at very
closely.

When I looked at the revised, or the QA rule, and
saw those, to me they were new, because that’s how little
attention I had paid to what was in the original Part 35,
because I disagreed with it. And it takes a while. You
have to internalize these things, think about it, calk to
your own licensees before you come to a reasonable
conclusion on whether or not you think that that’s a good,
bad, or indifferent regulation.

And we’re at a built-in disadvantage, having
things sort of sprung on us new all the time, instead of
being part of the process that led to it.

I mean, we’ve talked to the local, the state
chapters of all of the organizations that you’ve talked to,

or individuals in the state have belonged to them, if not



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

39
formally, the Astro for example. You have talked to the
AAFM, the ACR people. 1n fact their lobbyists are in and
out periodically.

That’s not the same as being at a meeting and
hearing at the same time as you are, so we’‘re all hearing
the same thing, the national society give you whatever
input, say, the ACR has on this rule. If we could all hear
it at the same time, it gives us the same kind of lead time
to think about that and internalize it. And I think we’re
always coming in on things later than you. It’s not really
being kept up to speed. We’re not really being treated as
participante in the process.

MR. TELFORD: What do you call this meeting?

MS. ALDRICH: This meeting is nice, but it’s nine
months since the last meeting, and so much has gone on ==~

MR, TELFORD: Would you like to know whac I’ve
been doing in the nine months? I’ve been doing a pilot
program. I don’t have time to meet with you every three
months.

MS. ALDRICH: Yes, but that’s nc¢* really what I
wanted, John. What I’m saying that I would, we would have
wanted, was for everybody to know what kind of meetings were
happening, when. Just so that all the states knew whether
they could get there or not or cared or didn’t care.

MR. BOLLING: I think we’ve pretty much kept the
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states aware of what meetings were going on. We never

anticipated that many, if any states would want to travel to

the ACR meetings that NRC was holding. We had a standing
offer for every agreement state to attend the four pre, or
five pre and five post-pilot program meetings. Obviously,
dollars are a concern, in your areas as well as ours. We

had the standing offer to come out to your state or your

region and put on a workshop like this. And we got, I don’t

think we got a single request to do that.

MS. ALDRICH: Well, first of all, Lloyd, the
notice we got on the pre-workshop in New York State, if
that’s the one you’re talking about, before the pilot

program, it was two-days notice.

MR. BOLLING: Yes, but you could have attended any

one of the five.

MS. ALDRICH: That was the one that was in New
York State.

MR. BOLLING: Well, we had people attending from
across regions. We had a physicist from New York, I think
it was, or Massachusetts, attend one in California and
another one in Georgia. And so it wasn’t strictly divided

according to region.

MS. ALDRICH: No. But New York is the one I would

have gone to, and I got two days notice, which is not enough

time for me programmatically to go anywhere, even if it’s
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within the state.

MR, TELFORD: How about the Philadelphia meeting?

MS. ALDRICH: The Philadelphia meeting I didn’t
know about until after it was over. The December 14 meeting
in Bethesda ~-

MR. TELFORD: December 15.

MS. ALDRICH: == December 15 meeting you told me
about when I spoke to you on the phone about this meeting.
and I had asked that this meeting if possible be scheduled
for the Friday before that meeting so we could get to it.

MR. TELFORD: But I let the conference select the
location and the date, the dates.

MS. ALDRICH: 1I understand that. I understand
that., But I mean, I wouldn’t even == I couldn’t get to that
meeting. But 1 wouldn’t even have known about it had you
not said it to me on the phone. We didn’t receive any
notice that meeting was going to take place, John.

I’m sorry, I don’t mean to be like endlessly
complaining. I’m just trying to get you to understand =--

MR. TELFORD: Why don‘t you write a letter to, Mr.
Miller?

MS. ALDRICH: Yes.

MR. TELFORD: Because I’m here to talk about the
rule, okay? I want to work with you folks. You seem to

have complaints against the way that the NRC is interacting



with the agreement states. 1I’m sorry. That’s not my Jjob.

2 MS. ALDRICH: Okay.
3 MR. TELFORD: I work on this rule.
4 MS. ALDRICH: I understand that, John. I’m just

trying to give you background on how we find it difficult to

deal with something that has evolved to a certain point?

7 MR. TELFORD: Could we go forward?

MS. ALDRICH: Sure.

MR. TELFORD: Because as far as I’m concerned, I’m

the driving force that brought about this meeting., 1It’s

through my efforts of sending faxes to ten states to say I

12 want to liave this meeting, because I want the input on this

rulemaking. And T’ve already tecld you, 1if you’re not

14 satisfied after this meeting, we’ll have another meeting in

February.

16 MS. ALDRICH: I appreciate the effort. And I

would also point out that I, my staff, faxed notices to all

of the agreement states asking their availability on this

And s0 I have tried to work with you on it. And

meeting.

I’'m not, certainly not denigrating your having this. We

appreciate the opportunity. I was just trying to give you

some perspective of how we find it difficult to evaluate
something that has grown during a period in which we haven’t

had really any knowledge of what’s been going on.

4. MR. TELFORD: Well, may I suggest that we look at



11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

43
ic?

MS. ALDRICH: Okay.

MR. TELFORD: Because 1 don’t see how you can even
imake those statements until you’ve seen it.

MR. WHATLEY: John, I think it sort of seems to me
that there’s a perception that the agreement states are
opposed to what NRC is doing, and NRC doesn’t want to ask
the agreement states, because the expect the agreement
states to say something negative.

I don’t think that’s the case at all. I think all
the agreement states support quality assurance. I certainly
do. And I’‘ve told you that before. And I understand where
Rita is coming from.

You know, you put a long list of dates up there.
We had one meeting in March, period, as far as the agreement
states are concerned, until today.

I think we’re all, I’'m certainly committed to help
you write a rule, the best rule possible. And I think all
the other states would say the same thing. And that’s all
we're asking to do.

I don’t think NRC has a monopoly on all gnod
ideas. There are a lot of people, I think people in your
regions, NRC regions. They write licenses. They are
inspectors. They ought to have tremendous input to

something like this. I think all agreement states should.
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And I think when you do that, you come up with a document
that is supported by everyone. It’s this almost behind-the-
scenes stuff, that we’re going to talk with one group, and
that kind -- it’s a lack of communicatiocn, is what it boils
down to. Nobody knows what'’s going on. We certainly don’t.
I don’t, And I would have liked to have had more input to
it.

I served as Chairman of this committee. My only
input was to be invited to that meeting in Washington. The
rest I found out by reading the Federal Register.

MR, KULIKOWSKI: Just to support what Kirk said,
we're already got a QA program on the books.

MR. WHATLEY: I think the states support this.

MR, KULIKOWSKI: You’ve got to have support.

MR. CAMPER: I believe that statement that the
states support it. And what I want to do is truthfully work
with you guys and see if we can come up with a mutually-
agreeable final rule.

MR. WHATLEY: 1’11 just share with you my gut
feeling about this meeting. And I hope it’s wrong. My
feeling was that you know, here a meeting has been held with
everybody else, and somebody said well, what groups have we
left cut, and somebody just said well, hey, the agreement
states haven’t been included, maybe we need to go on record

of having a meeting with them., I hope that’s not the case.
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But that comes across., A lot of people have called me and
shared that opinion with me,

MR. CAMPER: Let me tell you something. This
meeting today is taking place because I came back to the
agreement states, with the genuine concern and interest in
getting as much input from the agr-ement states as possible.

I said in th+t meeting that the origin of this
rule predates me and my current position. But I came away
with the feeling that perhaps more needed to be done to get
direct input from the agreement states. It was an oh, after
the face, we forgot the agreement states. I came away with
some very constructive discussions and some genuine concerns
being expressed. And I thought we needed to look at these
issues. I went back to John Telford. They agreed, totally
And we said right then and there, let’s get this thing
together, because the agreement states don’t want to find
therselves in the position of having a rule on the street
that either A, they haven’t had a chance to comment on, or
they get a chance to comment on it late in the game. They
want constructive workshop, sleeves-rolled-up input. That'’s
why this is taking place. 1It’s not an oh, after the fact.

MR. WHATLEY: I’m glad to hear that.

MR, CAMPER: And also, with regards to time, one
thing you need to try to appreciate is, since August we have

been inveolved in 11 or 12 meetings. Unfortunately, whether



you like it or you don’t like it, the agreement states,
while they are very important to what goes on, are only a
part of the process. We have tried very hard to meet with
all the players, just like we’‘re trying very hard to

with you now. And I suggest that we spend the rest of our
time trying to construct a rule. If you deon’t feel that

i

you’ve gotten adequate communication fron ) {RC, or if you

don’t feel that you’ve been informed properly, I suggest you

write a letter to Mr. Miller, telling him. Because

is
Y -~ . 1 ~N 1 1 4 Tm~) ’
our interest in the medical area and 1in John

that you guys get as much input as possible.
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or an administrative proble write the agreement
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constructively, that we have left.

COLLINS: May I make one suggestion? Could we
take a ten-minute break and then come back and let John
start off with his prepared presentation and
and pick up discussion after that?

‘Bric
MR. TELFORD: Llet’s go back on the record.
next item on the agenda, let’s

I‘’d 1like to go
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independently, as if you were looking at this and telling us
what you do, because there are two people here that have
told us their suggestions before. No, three, excuse ne.
Sorry, Terry. Three people. And the rest of you, we
haven’t gotten firsthand input from before.

So, let’s do it in that fashion.

Let’s start off with the name of this rulemaking.
We currently call it a basic quality-assurance program.

First of all, the word "basic": It has been
suggested to us that we drop that word. It may be a good
idea to say this is just the program. This is the quality-
assurance program,

Its objective is to ensure that the byproduct
material is administered as prescribed. So, let’s go for
that intention.

Secondly, if we;need to add a chapter, like on
training, for instance, or on maintenance of machines or
whatever, we don’t call it basic. We just say this is the
program. It’s logically apparent that we can do that.

So, there’s the first idea that I want to throw
out.

Secondly, on the title, in our discussion with
volunteers in the pilot program, they mide the suggestion I
am about to give you., The five societies that =-- the ACR

and four others that I told you about have made this
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suggestion, and the JCAHO made it.

It ie that don’t call this quality assurance. The
first reason is that organizations like JCAHO, the ACR, the
ACNP, etcetera, etcetera, have been working on quality
assurance, as they view it, for many years. The way they
view it is this is the program for the entire hospital, in
JCAHO’s point of view.

Therefore, we’'re coming in, and we’re looking one
or two departments, very narrow focus. We’re only focusing
on the byproduct material. We only want to make sure that
that stuff gets administered as prescribed.

So, it’s really confusing to the licensees and to
these societies. The best that we have come up with so far
is "Quality Management Program," not quality control, not
quality assurance but Quality Management Program.

Now, I want to take you along with me here, step
by step. So, let me hear some comments, please, on the
title.

MR. DUNLYLIS: Instead of coming to quality
maragement, why not ‘he obvious, "Byproduct Material Quality
Assurance Program"?

MR. TELFORD: Well, the first part of that is
okay. But the second part has the same deficit that our
original title had, namely that it causes confusion by

connotation of the phrase "quality assurance."”
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When the physicians s-e it, they say, oh, I know
what this is. 1I’ve been doing this for years for JCAHO.
Bu. then, we come in and say no, no, we don’t mean all of
that., We mean this little } rt here.

0, it has a very confusing connotation, and it’s
gotten us a lot of flak and a lot of heat from various
pecple.

MS. ALDRICH: In our guide for teletherapy, we've
been calling it quality assurance for over a year now, and
it’s one of the appendices, and we’ve been using the ACR
guality-assurance program. No one has commented., That'’s
what the ACR calls it. We haven’t had any of those types of
comments.

MR. SHARP: You’re getting another term which
you’re going to have to define. You don’t think that Bill
is suggesting narrowing the focus of the QA is sufficient?
In other words, this is not QA. This is not part of QA for
nuclear studies.

ME. TELFORD: 1I think that’s an improvement to
what we had.

MP. SHARP: 1I’d hate to you use another
terminology, at least around here, at this table, QA, we're
getting used to.

MR, KULIKOWSKI: We have some QA rmle ¢n the books

and for public comment, and we have a large number of
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medical licensees, and we didn’t have any negative cumments
about the use of that term.

MR. TELFORD: Well, it’s a funny thing about
public comments.

MR. KULIKOWSKI: I have talked to a lot of pecople
in the local societies, and no one has ever come up to me
and said this is confusing. They seem to know what it is
an] hone in on it, and most of our licensees haven’t have a
problem,

MR. KLINE: John, you might want tc talk about
yesterday’s meeting with JCAHO, a parallel group, different
in objective, slightly, but similar in their approach
towards quality.

They're amending their current standards not to be
called guality assurance or a quality assurance program.
They are amending their standards to, as I interpreted what
they expressed in the meeting, quality control and
improvement, because assurance was causing quite a bit of
controversy and concern as to what that meant.

They felt that the assurance process is not as
descriptive as the improvement process, which is the intent
of what they want to do during their evaluation of hospitals
for accreditation. So, even within the groups which have
been doing this since 1970, there is some concern as to what

assurance is, a definition of quality assurance, quality
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authorized user is included in the loop, which I‘m sure
we’ll talk about in the next day or two, and the second
thing is, you know, once that authorized user is involved in
whatever way to make a medical judgement, the supervision
and, by implication, the QA rule, which I still call it, is
to ensure that what the medical decision of that
practitioner is is carried out with a minimum rumber of
mistakes or with the least possibility of making mistakes.

MR. DUNDULIS: Kind of as a followup to what John
and Bob were saying, I think we’re looking at two things.

The most obvious is, 1 think everybody agrees, is
to use the lawyer term, "preventing adverse meiical
cutcomes,” but at the same time, I think we w.ant, if for no
other reascn than consistency, that if, in his or her
judgement, the authorized user of a facility has said unless
I authorize otherwise, if I just put a referral for a
patient as "brain scan," ;t shall consist of the following,
or whole~body scan or gallium scan, cardiac workup,
whatever,

So, I think it’s not only preventing problems but,
at the same time, for those bread-and~butter procedures that
are done, to establish rules how those bread-and-butter
procedures will be done, so that they’re done consistently
and, at least, hopefully, will minimize any artifacts which

might affect the way in which a scan is interpreted.
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nuclear medicine community, pretty much knows what OA is.
You know, now if we come in with a new term =~ just for the
sake of ridiculousness, call it "pink shirt" =-- then
everybody’s learning curve is going to be that n. ) steeper,
until they get up with the new buzz words.

I think we should stick with quality assurance,
quality control, because everybody uses it and knows tha: it
means, and if we need to qualify it to keep JCAHO happy,
then we need to rewrite the definition but not the term.

MR. TELFORD: 1It’s not just JCAHO.

MR. SHARP: Well, I use that as an example.

MR. DUNDULIS: There is another term. You could
use "gquality commitment." It’s the same thing.

MS. SALUS: What’s wrong with not using a term at
all and just call it a program for prevention of ==
detection and correction of causes of errors, have a two-
line header, and not refer to it as a program?

MR. CAMPER: Let me share a couple of things.

First of all, the use of the term "error" is
something that we’re moving away from. We’re going to
specifically state misadministration and event or r:portable
events and non-reportable events. Use of the term "error,"
we’ve been told, is too broad.

We keep getting back to what is the objective of

this? The objective is to prevent so-called
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misadministrations. Within this, there is going to be an
attempt to, perhaps, redefine what a misadministration is.

But see, the focus is very narrow. Perhaps the
title should contain some very narrow words that are
specific to exactly what the objective is.

Now, for example, you can guality management
programs prevent misadministrations. The problem is, of
course, if you change the term and don’t use
"misadministration." It gets a bit cumbersome. Management
orogram to prevent reportable events or scmething == it gets
cumbersome.

The problem with quality assurance is, it seenms,
at least, this term has come to be known as something
throughout the medical community. It has a lot to do with
the quality of medical. Whereas, this rule -~ the purpose
of this rule is very narrow and rather specific.

MR. TELFORD: Unfortunately, if you talk to
somebody that t:s a gquality assurance expert in an
industrial setting, an automobile manufacturer or an
electric parts manufacturer, and that person talked to a QA
expert in the medical environment, it would be like one
person from a different planet. They’‘re tctally different.

In the medical environment, when you talk to the
medical societies, they’re thinking quality of medical care.

It’s the entire department.
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MR. SHARP: When you’'re talking to the medical
societies for physicians. When you're talking to medical
societies for technicians, you might find more acceptance of
QA.

MR, TELFORD: 1I agree with you. I’ve talked to
meetings, the technology section of the SNM, and they
understand what I’m talking about. I think it’s a minor
translation problem. We’re just confessing to you that ==
these are suggestions that we have received.

Now, maybe we can just say either we need to
change the title such that it doesn’t use QA, so it’s a
prevention program or it’s a quality management program, or
we need to narrow the focus, If we end up using guality
assurance, then we should narrow the focus.

MR, SHARP: I don’t think that Larry’s suggestion
was that far off, and that’s a tad cumbersome:
"Misadministration Prevent Program."

MR. CAMPER: Well, the only reason I say it'’s
cunbersome, as we’ll share with you later, is the "M" word.
We’re looking at the "M" word. It becomes cumbersome in
that example.

MR. SHARP: You’re going to have to define the "M"
word.

MR. CAMPER: Absolutely.

MR, COLLINS: Particularly if you break that word
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down into three different words and have diagnostic events
and therapeutic misadministrations, diagnostic
misadministrations, all separately defined, instead of using
one generic term,

MR, CAMPER: What we’ll do, Steve, when we get to
that point, John will step you through what our thinking has
been thus far on that,

MR, SHARP: The word "error" is nicely broad. But
you’ve been told it’s too broad.

MR. CAMPER: The proklem we’'re hearing is that,
particularly folks in the AAPM and ASTRO and ACR == you
know, the term "error" means an awful lot of things.
"Error," as we have used it in this rule, is particularly
pertinent to misadministrations.

For example, one can make a mathematical error.
One can label film wrong. That’s an error. But it’s not a
misadministration.

MR. COLLINS: All of the discussion on what we’re
going to call it, are we talking about the substance of the
rule?

MR. TELFORD: That’s what I was just trying to
say. I think we have two ideas on the table.

One is to call it something different; don’t use
the quality assurance term at all. The other idea is to

narrow the focus but call it gquality assurance.
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80, let’s leave it at that and move on, because
are some things, some ideas, that might impact on that.

Let me direct your attention to the first
paragraph of 35.35. Let’s take the first sentence, which
says that each licensee shall establish this program to
prevent, detect, anu correct the cause of errors in medical
use.

Now, that phrase, "errors in medical use," has
also gotten us a lot of discouraging remarks and criticisnms,
because the very phrase "medical use" brings up the
connotation that we’re stepping into the practice of
medicine. It brings up the suspicion of what kind of errors
are you talk.  about? Little errors, big errors, what
errors?

So, our best suggestion for you, what we're now
thinking, is not to use the term "medical use" anywhere:;
replace that with "administration of byproduct material."

Now, let’s look at the word "errors." Our best
suggestion for replacement for "errors," because it’s not
very specific -- it’s too broad and causes too many people
to be too nervous.

So, we said, all right, we want a program to
prevent, detect, and correct the cause of what we will
define for you as events and reportable events.

MS. ALDRICH: I guess my comment really kind of
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takes us back to the QA, but one of the comments that I’'ve
made on the proposed rule all along is that even though it’'s
called the quality assurance rule, there’s nothing in it
about guality ~- about optimization, which in the evolution
of gquality assurance in New York State, as we’ve used it in
the radiation program, it’s related to optimization in
diagnostics, say.

S0, we extend that to therapy, which seems to be
the way the ACR also uses it in their quality assurance
program. There is that feeling or that intent that we’re
talking about optimization, And all along, your rule has
been limited to this focusing on error, preventing,
detecting, correcting error,

wWhat abrut considering using, say, the AAPM’s
definition of guality assurance, which is a system of plans,
actions, reviews, reports, records, whose purpose is to
ensure a consistent and safe fulfillment to the dose
prescription to the target volume, with minimal dose through
normal tissues and normal exposure to personnel, and avoid
the conceptive error?

I mean stick with the idea of insurance, of
achieving the desired goal.

MR. TELFORD: The problem with that is only part
of that’s my job. As long as the byproduct naterial is

administered as prescribed, even if the prescription is



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

62
wrong, but if it’s administered as prescribed, I'm happy:
I've done my job.

MR, SHARP: That’s kind of new.

MR. TELFORD: That’s kind of new?

MR. SHARP: There were dose ranges just a year or
two ago.

MR, TELFORD: We will have to say dose not dose

range, and 1’11 tell you why later. That’s my thinking.

That’s our thinking so far.

MR. COLLINS: A suggestion: On 35.35(a), keep al
of the first two lines except the last word, which is
"basic." Delete all of the rest until you get to the next-
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